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APPENDIX 2
SMTA Proposal from the Co-Chairs

In furtherance of the Pandemic Influenza Preparedness Framework for the Sharing of Influenza Viruses and Access to Vaccines and Other Benefits (the “Framework”), this Standard Material Transfer Agreement (“Agreement” or “SMTA”) has been developed. Consensus
THE PARTIES TO THIS AGREEMENT HEREBY AGREE AS FOLLOWS:

ARTICLE 1 – PARTIES TO THE AGREEMENT

1.1
Parties to this SMTA are limited to influenza laboratories that have been designated or recognized by WHO and have accepted to work under agreed WHO Terms of Reference.
 In this Agreement: (Consensus)

· The Provider is the laboratory sending Materials, as herein defined,

[(name and address of the provider or providing institution, designation of the laboratory (i.e. whether NIC/WHO CC/H5RL/ERL/other authorized laboratory), name of authorized official, contact information for authorized official) (hereinafter referred to as “the Provider”)]
and

· The Recipient is the laboratory receiving Materials, as herein defined. (Consensus)
[(name and address of the recipient or recipient institution, designation of the laboratory (i.e. whether NIC/WHO CC/H5RL/ERL/other authorized laboratory), name of authorized official, contact information for authorized official) (hereinafter referred to as “the Recipient”).]
1.2
Provider and Recipient are hereafter collectively referred to as “Parties”. (Consensus)

ARTICLE 2 – SUBJECT MATTER OF THE AGREEMENT

2.1 PIP Biological Materials,[[genetic sequences,] [genetic materials,] reference reagents, reference reagents for potency determination of vaccines/vaccine potency reagents, influenza reference viruses, WHO recommended influenza viruses for vaccine use], as defined in Section 4.1 of the Framework (hereinafter “Materials”) transferred from the Provider to the Recipient are subject to the provisions of this Agreement.
[ARTICLE 2A – GENERAL PROVISION

2A. 1 This Agreement is entered into within the context of the “Pandemic Influenza Preparedness: sharing of influenza viruses and access to vaccines and other benefits” Framework and shall be implemented and interpreted in accordance with the objectives and provisions of the Framework. 

2A.2 The parties to this Agreement agree that the Secretariat of the World Health Organisation is the third party beneficiary under this Agreement.

2A.3  The rights granted to the Secretariat of the WHO do not prevent the Provider and the Recipient from exercising their rights under this Agreement.  

2A.4  Where a Party to this Agreement is an “Other authorized laboratory”, the Terms of Reference of National Influenza Centre shall apply to such Party.]

ARTICLE 3 – RIGHTS AND OBLIGATIONS OF THE PROVIDER

3.1
The Provider will undertake the following with respect to the Materials:

3.1.1
To comply with its respective WHO Network Terms of Reference. (Consensus)

3.1.2
To ensure that the Materials are handled in accordance with applicable WHO guidelines and national bio-safety standards.
 Consensus

3.1.3
To comply with the following provision concerning intellectual property rights:

[If intellectual property rights are obtained on inventions derived from the use of Materials, the holder/[provider] of such rights should grant to WHO a non-exclusive, royalty-free license, which WHO will sub-license to interested developing countries, for the purpose of maximizing availability of critical benefits on a non-profit basis, such as vaccines and anti-virals, for pandemic influenza preparedness purposes.]

Or

[The provider shall not seek to obtain any intellectual property rights in connection with such materials.]

Or

[If the provider is a national government laboratory, it shall not seek to obtain a patent on PIP biological materials transferred pursuant to this SMTA.

The provider and the recipient acknowledge that any intellectual property rights associated with the materials or their use will not be disturbed by this SMTA.]

Or

[Delete]

3.2
The Provider agrees to the onward transfer and use of the Materials, to all members of the WHO Network, on the same terms and conditions as those provided in this SMTA. (Consensus)
3.3
The Provider consents to the onward transfer [and use] of the Materials to entities outside the WHO Network [on the condition that any such transfer shall be in accordance with SMTA2
] [that any such transfer shall be accompanied by a copy of the attached "Standards terms and conditions for the transfer of Materials".] 
[The Provider shall inform the WHO of shipments of Materials to entities outside the WHO Network by recording in the IVTM] 
End: 14 December, 18.00

ARTICLE 4 – RIGHTS AND OBLIGATIONS OF THE RECIPIENT

4.1
The Recipient will undertake the following with respect to the Materials:

4.1.1
To comply with its respective WHO Network Terms of Reference [and the Framework], including the sharing of viruses and information.

4.1.2
To ensure that the Materials are handled in accordance with applicable WHO guidelines and national bio-safety standards.
 (Consensus)

[4.1.3
The recipient shall record receipt of such material in the WHO IVTM.]

4.1.4
The recipient will consider to support the strengthening of the laboratory and surveillance capacity of the networks of developing countries. (Consensus)

4.1.3
To comply with the following provision concerning intellectual property rights:

If intellectual property rights are obtained on inventions derived from the use of Materials, the holder of such rights should grant to WHO a non-exclusive, royalty-free license, which WHO will sub-license to interested developing countries, for the purpose of maximizing availability of critical benefits on a non-profit basis, such as vaccines and anti-virals, for pandemic influenza preparedness purposes.
4.2
[As a member of the WHO Network, Recipient recognizes that Materials are provided to facilitate implementation of Recipient’s agreed WHO Terms of Reference. Recipient further agrees that the Materials will be used solely for the purposes stated in said Terms of Reference. Recipient agrees that any use of the Materials beyond those purposes will require specific authorization from the Provider.]

4.3
[The recipient shall not seek to obtain any Intellectual property rights in connection with such materials or over any products, processes, other inventions developed using the material.

4.4
In the event of further transfers within the WHO network, the recipient shall do so in accordance with this SMTA.

4.5
In the event of further transfers outside the WHO network, the recipient shall do so in accordance with SMTA2.
]

4.6
[Actively seek the participation of scientists from originating laboratories/countries in scientific projects associated with research on clinical specimens and/or influenza virus from their countries and actively engage them in preparation of manuscripts for presentation and publication.

4.7
Appropriately acknowledge in presentation and publications, the contributions of collaborators, including laboratories/countries providing clinical specimens or influenza virus with pandemic potential or reagents, using existing scientific guidelines.]
(Proposal from India) 
[ARTICLE 4 A   APPLICABLE LAW

The applicable law shall be the General Principles of Law, including the Principles of International Commercial Contracts 2004 of the International Institute for the Unification of Private Law (UNIDROIT), as well as the objectives, principles and other relevant provisions of the Framework, and when necessary for interpretation, the decisions taken by the World Health Assembly.]

ARTICLE 5 – DISPUTE RESOLUTION/[SETTLEMENT]

[In the event of a dispute under this SMTA, Parties shall first seek an amicable settlement. Should this fail, [the only other method for seeking dispute resolution shall be that] the dispute may be submitted to the Director-General who will review the circumstances and may consider appropriate action in response to the dispute which may include the suspension or revocation of the WHO designation of the relevant laboratory.
]

Or

[In the event of a dispute under this SMTA, Parties shall first seek an amicable settlement. Should this fail, the dispute may be submitted to the Director-General who will review the circumstances and may discuss with the advisory group any appropriate action in response to the dispute. The Director-General may consider suspending or revoking the WHO designation of the relevant laboratory.]

Or

[6.1
Dispute settlement may be initiated by the Provider or the Recipient.

6.2
Any dispute arising from this Agreement shall be resolved in the following manner:

(a)
amicable dispute settlement: the Parties shall attempt in good faith to resolve the dispute by negotiation;

(b)
mediation: If the dispute is not resolved by negotiation, the parties may choose mediation through a neutral third party mediator, to be mutually agreed;

(c)
arbitration: If the dispute has not been settled by negotiation or mediation, any Party may submit the dispute for arbitration under the Arbitration Rules of an international body as agreed by the parties to the dispute. Failing such agreement, the dispute shall be finally settled under the Rules of Arbitration of the International Chamber of Commerce, by one or more arbitrators appointed in accordance with the said Rules. Either party to the dispute may, if it so chooses, appoint its arbitrator from such list of experts as the [Advisory Group] may establish for this purpose; both parties, or the arbitrators appointed by them, may agree to appoint a sole arbitrator, or presiding arbitrator as the case may be, from such list of experts. The result of such arbitration shall be binding.

6.3
Any costs associated with dispute settlement shall be shared equally between the Parties.]
(Proposal from India)
 [6.1 Dispute settlement may be initiated by the Provider or the Recipient.

6.1.1
The parties to this Agreement agree that the World Health Organisation [or the Providing Member State(s)] has the right as third party beneficiary to initiate dispute settlement procedures regarding rights and obligations of the Provider and Recipient under this Agreement.

6.1.2 The third party beneficiary also has the right to request all relevant information including samples as necessary be made available by the Provider or Recipient regarding their obligations in the context of this Agreement. Any information or samples so requested shall be provided by the Provider or Recipient as the case may be. 

The dispute settlement procedures are as follows:

ARTICLE  X  WARRANTY & INDEMNITIES  OR ADDITIONAL ITEMS

Notwithstanding provision 5.2, the Provider makes no warranties as to the safety of the PIP Biological Materials, nor as to the accuracy or correctness of any data provided with them. Neither does it make any warranties as to the quality, viability, or purity (genetic or mechanical) of the PIP Biological Materials being  furnished. The Provider and the Recipient assume full responsibility for complying with their respective national biosecurity and biosafety regulations and rules as to import, export or release of biological materials, on the understanding that such regulations and rules shall, at a minimum, meet the relevant WHO standards  that are current at the time of acceptance of this Agreement.
ARTICLE Y     DURATION OF AGREEMENT

This Agreement shall remain in force so long as the Framework remains in effect.]
ARTICLE 6 – ACCEPTANCE AND APPLICABILITY
[Acceptance by laboratories of the WHO Terms of Reference, as contained in the Framework, constitutes their acceptance of this SMTA.] /[With respect to laboratories in the WHO Network at the time of the adoption of the Framework by the World Health Assembly, acceptance by such laboratories of their WHO Terms of Reference, as contained in the Framework, constitutes acceptance of this SMTA.] Following the adoption of the Framework, designation or recognition by WHO of other laboratories as laboratories in the WHO Network will constitute acceptance of this SMTA by such laboratories. This SMTA shall cease to be applicable only upon suspension or revocation of designation or recognition by WHO or upon formal withdrawal by the laboratory of its participation in the WHO Network [or upon mutual agreement of the WHO and the laboratory].  Such a suspension, revocation or withdrawal shall not relieve a laboratory of pre-existing obligations under this SMTA. 

Or

[ARTICLE 8 – SIGNATURE/ACCEPTANCE
This SMTA shall be a “click-wrap” arrangement if executed by electronic means, or a “shrink-wrap” agreement otherwise, unless either party requires this Agreement to be executed by signature of  a printed document. All three methods are equally valid, binding and enforceable to confirm acceptance of this Agreement and only one method is required to establish acceptance.] End 12 May 2010 13.00 (GVA, GMT+1)

(Proposal from India) 
[ARTICLE 8 – SIGNATURE/ACCEPTANCE

This SMTA shall be a “click-wrap” arrangement if executed by electronic means, or a “shrink-wrap” agreement otherwise, unless either party requires this Agreement to be executed by signature of a printed document. All three methods are equally valid, binding and enforceable to confirm acceptance of this Agreement and only one method is required to establish acceptance.] 

The Provider and the Recipient may choose the method of acceptance unless either party requires this Agreement to be signed. 

Option 1 –  Acceptance by signature of printed document 

I, (Full Name of Authorized Official), represent and warrant that I have the authority to execute this Agreement on behalf of the Provider and acknowledge my institution’s responsibility and obligation to abide by the provisions of this Agreement. 

Signature....................................................... Date................................................................ 

Name of the Provider....................................

Designation of the Provider (e.g. whether NIC or WHO CC or H5RL or ERL) ..……………………………………. 

I, (Full Name of Authorized Official), represent and warrant that I have the authority to execute this Agreement on behalf of the Recipient and acknowledge my institution’s responsibility and obligation to abide by the provisions of this Agreement. 

Signature....................................................... Date................................................................ 

Name of the Recipient................................... 

Designation of the Recipient (e.g. whether NIC or WHO CC or H5RL or ERL) ..……………………………………. 

Option 2 – Shrink-wrap Standard Material Transfer Agreements

The Material is provided conditional on acceptance of the terms of this Agreement. 

The provision of the Material specified in Annex --- by the Provider and the 

Recipient’s acceptance and use of the Materials constitutes acceptance of the terms of this Agreement. 

Option 3 – Click-wrap Standard Material Transfer Agreement 

The Material is provided upon acceptance of this Agreement concluded through electronic means. 

(  I hereby agree to the above conditions .] 












� Draft reflects discussions as at 12 May 2010.


� Other entities may be included as “Parties”


� “WHO Guidelines on Regulations for the Transport of Infectious Substances” and “WHO Guidelines for the collection of human specimens for laboratory diagnosis of avian influenza infection.” N.B. As requested, the Secretariat provides the following reference to the current relevant Guidelines:   1) Laboratory biorisk management for laboratories handling pandemic influenza A (H1N1) 2009 virus; 2) Safe transport of pandemic influenza A (H1N1) 2009 virus cultures, isolates and patient specimens as Biological Substance, Category B; 3) Guidance to Influenza Laboratories Diagnosing Swine Influenza A/H1N1 Infections of current concern.
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� “WHO Guidelines on Regulations for the Transport of Infectious Substances” and “WHO Guidelines for the collection of human specimens for laboratory diagnosis of avian influenza infection.” N.B. As requested, the Secretariat provides the following reference to the current relevant Guidelines:   1) Laboratory biorisk management for laboratories handling pandemic influenza A (H1N1) 2009 virus; 2) Safe transport of pandemic influenza A (H1N1) 2009 virus cultures, isolates and patient specimens as Biological Substance, Category B; 3) Guidance to Influenza Laboratories Diagnosing Swine Influenza A/H1N1 Infections of current concern.
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� As provided in Section 7.3.4 of the Framework.
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