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Guidelines evidence submission

Checklist for confidential information


Section 1 – How to identify confidential information

To ensure that the guideline development process is as transparent as possible, NICE considers that evidence the Committee has used to make its decisions should be publicly available. Ideally, all the evidence seen by the Committee should be available to all stakeholders. Under exceptional circumstances, unpublished evidence can be accepted under agreement of confidentiality. However, NICE expects stakeholders to keep confidential material within a submission to an absolute minimum. Types of information that can be classed as confidential include:

· commercial in confidence data, which may influence share prices 

· academic in confidence data, which are awaiting publication and deemed to be intellectual property

Information designated as either commercial or academic in confidence should be consistent with the following principles:

· Information that has been entered into public domain, anywhere in the world, may not be marked as confidential.


· The results of trials relating to products that have received regulatory approval should be available for scrutiny. When trial results are due to be published in a journal after they would be released by NICE , as a minimum a structured abstract should be made available for public disclosure before journal publication of the full trial. The structured abstract should follow a recognised format for a full trial report such as that provided by the CONSORT statement.

· The same principles apply to the release of information in the form of an economic model. The full economic model, in electronic format, should be available for scrutiny by the Developer and NICE. As a minimum, a structured abstract of the economic model should be submitted by the stakeholder for public disclosure.

Confidential information submitted by stakeholders is made available for review by the Developer and the Committee and – when necessary – the external experts (expert witnesses) who are invited to attend particular Committee meetings.  

· If information in a submission is designated confidential, then any specific mention of that information will be removed or ‘blanked out’ from the draft guideline released to stakeholders and the final guideline published on the NICE website. The confidential information will not appear in the final guideline published on the NICE website, unless the confidential status is removed before publication.
· NICE asks stakeholders to reconsider any restrictions on the release of data if there appears to be no obvious reason for them, or such restrictions would make it difficult or impossible for NICE to show the evidence for its recommendations.

Section 2 – Important notes to consider before completing the checklist for confidential information

· Before completing the checklist and marking your submission, please read carefully section 5.5 of the Guidelines Manual 2014.

· Marking a whole submission confidential is not acceptable.


· For each submission, stakeholders should complete the checklist for confidential information below. 

· The checklist must be completed clearly and in full, and submitted as a separate file by the deadline.


· In addition to the checklist, the relevant confidential sections of the submission should be underlined and/or highlighted. Please make sure that the checklist is completed accurately and corresponds to the highlighted and/or underlined text in your submission.


· Results derived from calculations incorporating confidential data will not be considered confidential unless releasing those results would enable back-calculation to the original confidential data.


· If the status of information changes during guideline development, a new checklist for confidential information must be completed as soon as possible.

· If the confidential status of information is expected to change during the course of the guideline development, exact embargo dates (for example, after a conference presentation) or approximate dates (for example, after an article has been accepted for publication) should be given.


· If no checklist for confidential information is received with a submission, all information in that submission and any accompanying appendices or attachments will automatically be considered not to be confidential.

Section 3 – Checklist for confidential information

To be completed in full and returned to [insert name], [insert role], preferably electronically, as a separate file to your evidence submission by the submission deadline.

If the Developer does not receive a completed checklist, then all information contained in your submission will be considered as not confidential.
Stakeholder:





Guideline title:



     
Summary of the evidence submitted:

Does your submission contain any confidential information (see above for more information)? Please check appropriate box

No

If no, please proceed to Section 4 – Disclosure (below)

Yes

If yes, please complete the table below in full (insert or delete rows as necessary) and ensure that relevant sections of your submission are clearly highlighted and/or underlined and correspond to the information provided in the table.  


	Pagea
	Nature of confidential information
	Rationale for confidential status
	Timeframe of confidentiality restrictionb

	     
	*  Commercial in confidence

*  Academic in confidence
	     
	     

	     
	*  Commercial in confidence

*  Academic in confidence
	     
	     

	     
	*  Commercial in confidence

*  Academic in confidence
	     
	     

	a Reference page(s) of your submission where the confidential information appears.

b Please state whether the timeframe given is exact or approximate.  For academic in confidence material, please state either the date and title of the conference at which the information will be made public, or the date of submission and title of the journal to which the relevant paper has been submitted, together with the journal’s stated turnaround time.

* Check box as appropriate.


Section 4 – Disclosure

	Please disclose any past or current, direct or indirect links to, or funding from, the tobacco industry:


	


Section 5 – Declaration
I confirm that all relevant material pertinent to the call for evidence has been disclosed to the Developer.
I confirm that any confidential sections of the submission have been underlined and/or highlighted and that if any change occurs to the above information, a new checklist will be submitted.

Name of person completing checklist:

Contact details (telephone/email):

     
Date:





     


4 of 5

