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	CONFIDENTIALITY AGREEMENT

between

[insert Sponsor name], a company incorporated under the Companies Acts (Company Number [insert number]) and having its registered address at [insert registered address]
(“Sponsor”)
and

[insert Board name] Health Board constituted pursuant to the National Health Service (Scotland) Act 1978, as amended, and having its headquarters at [insert headquarters address]
(“Institution”)



WHEREAS

A. Sponsor wishes to disclose to the Institution certain Information (as hereinafter defined);

B. The Information is disclosed solely for the Purpose (as hereinafter defined);

C. Institution wishes to receive the Information for the Purpose.

NOW THEREFORE the parties hereto agree as follows:

1. DEFINITIONS

1.1 In this Agreement, the following terms have the meanings ascribed:-

	“Agreement”
	means this agreement;

	“Information”
	means information on current or proposed clinical trials, including draft or proposed protocols, feasibility questionnaires and information on clinical development, strategy, science, finance, business and intellectual property of Sponsor;

	“Party”
	means each of Sponsor and the Institution and Parties shall be construed accordingly;

	“Purpose”
	means the Institution evaluating whether or not it wishes to participate in one or more clinical trials.




2. DISCLOSURE

2.1 In order to enable Sponsor and Institution to engage in discussions for the Purpose, Sponsor may disclose Information to the Institution subject to the terms and conditions of this Agreement.

2.2 Sponsor may disclose to the Institution such Information within its possession or control, as it deems necessary and appropriate, for the Purpose. The Institution shall accept and hold such Information in strict confidence in accordance with the provisions of Clause 3 below.

2.3 The Parties agree that Sponsor may disclose Information to the employees, contractors, consultants or agents of the Institution and such Information shall be subject to the provisions of this Agreement provided always that such disclosure is accompanied by a letter to such employees, contractors, consultants or agents of the Institution in the form contained in the Schedule annexed hereto.  Such letter must be copied to the following email addresses:-

[insert relevant e-mail addresses for the Board, this may be individual and generic R&D addresses]

and the obligations of confidence contained in this Agreement shall not apply to the Information detailed or referred to in such letter until a delivery receipt has been received by Sponsor from at least one of the foregoing email addresses.

2.4 The obligations of confidentiality contained in this Agreement shall not apply to Information that (i) is in the public domain at the time of disclosure; (ii) is rightfully in the possession of the Institution prior to the time of disclosure; (iii) after disclosure, enters the public domain through no act or omission of the Institution; (iv) after disclosure, is received by the Institution from a third party unless the Institution knows the third party is not entitled to receive and transfer the Information; (v) is independently developed by the Institution without the use of the Information; or (vi) is not exempt from disclosure under the Freedom of Information (Scotland) Act 2002; each as clearly evidenced by the written records of the Institution.

3. RESTRICTIONS ON USE AND SUBSEQUENT DISCLOSURE

3.1 The Institution shall treat each item of Information received from Sponsor as confidential for a period of five (5) years from the date of receipt of each item.  Accordingly, without the prior written consent of Sponsor, the Institution shall not (i) use such Information for any purpose other than the Purpose or as otherwise specifically agreed upon with Sponsor, nor (ii) disclose Information to any third party or permit any third party to have access to any of the Information without the express written consent of Sponsor.

3.2 Notwithstanding the restrictions provided for in Clause 3.1 above, the Institution may disclose the Information; 

3.2.1 to those of its employees and consultants who have a reasonable need to know such Information to assist the Institution in the Purpose; provided, however, (i) the Institution shall restrict the communication of Information to such employees and consultants who have a “need to know” such Information and solely to the extent necessary to accomplish the Purpose, (ii) each employee or consultant of the Institution to whom any Information is communicated or given shall be informed that the Information is confidential and proprietary and shall agree not to disclose, use or give the Information to others except as required hereunder, and (iii) each such authorised employee or consultant of the Institution to whom any Information is communicated or given shall agree not to use any of the said Information except for the purpose of entering into discussions contemplated hereunder; and

3.2.2 to any entity constituted pursuant to the National Health Service (Scotland) Act 1978 (as amended) in order to allow such entity to evaluate whether or not it wishes to participate in one or more clinical trials.

3.3 For the purposes of keeping the Information confidential, the Institution shall use commercially reasonable precautions at least commensurate with those same precautions they would use for themselves to prevent the unauthorised disclosure of their own confidential information; however, the use of such efforts shall not constitute a defence in the event that any of the Information is not kept confidential in accordance with this Agreement.

3.4 Notwithstanding the foregoing, the Institution may disclose Information to the extent such disclosure is compelled by applicable law, court order, or similar governmental process, provided that the Institution notifies Sponsor as soon as possible to afford an opportunity to protect against such disclosure.

4. NO LICENCE OR OTHER FUTURE OBLIGATION.

Notwithstanding the foregoing, nothing contained in this Agreement shall be construed as creating an express or implied licence or right to use or practice any of the Information.  Further, the disclosure of Information shall not result in any obligation on the part of either Party to enter into any future agreement relating to the Information or any clinical study or to undertake any other obligation not set forth in a written agreement signed by the authorised parties thereto.

5. OWNERSHIP OF INFORMATION

Information furnished or disclosed by Sponsor shall at all times remain Sponsor’ property unless otherwise agreed in writing, and all documents furnished by and any document prepared by the Institution, or its employees or consultants, which relates directly to the Information shall be promptly returned to Sponsor upon request.  Notwithstanding the foregoing, Institution may retain one copy of the Information for audit purposes.

6. MISCELLANEOUS

6.1 Each Party acknowledges and agrees that breach of its obligations hereunder may cause irreparable harm to the other Party and that any such injured Party may seek any and all remedies it may have at law or in equity.

6.2 This Agreement shall be interpreted in accordance with the laws of Scotland and the Parties submit to the exclusive jurisdiction of the Scottish Courts.

6.3 This Agreement is intended by the Parties hereto as the final expression of their understanding with respect to the subject matter hereof and is the complete and exclusive statement of the terms hereof notwithstanding any oral representations or statements to the contrary heretofore made.  No modifications of this Agreement or waiver of the terms and conditions hereof shall be binding upon a Party unless approved in writing by an authorised representative of such Party or shall be effected by the acknowledgement of acceptance of any forms containing other or different terms and conditions whether or not signed by an authorised representatives of one of the Parties.  No modification or release shall be effective unless in writing signed by both Parties.

6.4 Neither Party shall be entitled to assign or otherwise transfer in any manner any of its rights or obligations hereunder other than to a statutory successor without the express prior written consent of the other Party:  IN WITNESS WHEREOF these presents typewritten on this and the preceding five (5) pages are executed as follows:-

	For and on behalf of [insert Sponsor name]

	Place 

	Date 


	Signed by 

	Witnessed by 


	Print Name 

	Print Name 


	Designation 

	Designation 


	
	Address 





	For and on behalf of [insert Board name] HEALTH BOARD

	Place 

	Date 


	Signed by 

	Witnessed by 


	Print Name 

	Print Name 


	Designation 

	Designation 


	
	Address 






SCHEDULE

PRIVATE AND CONFIDENTIAL

[Name]

[Address]

[Date]

Dear [ ● ]

STUDY [ ● ]

[insert Board name] Health Board (“the Board”) and [insert Sponsor name] have entered into a Confidentiality Agreement dated [ ● ] and [ ● ] (“Confidentiality Agreement”), a copy of which is enclosed.  In terms of the Confidentiality Agreement, information may be disclosed to you in your capacity as an employee, contractor, consultant or agent of the Board.  Accordingly, in relation to the above proposed Study, I now enclose a copy of the [feasibility questionnaire/protocol synopsis/complete protocol*] (“Information”).  This Information is confidential and must be used only for the Purpose detailed in the Confidentiality Agreement.

Yours sincerely

[Name]

[Title]

[Contact Details]

*delete as appropriate
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