Annotations to Basic Science CRADA August 2007 version - FINAL

Annotations to BASIC SCIENCE CRADA
August 2007 Version
(and Word ”Compare and Merge Instructions”)
General comments:

NOTE:  TTP MUST REVIEW ALL BASIC SCIENCE CRADAs.  
This CRADA is contemplated for use with studies involving basic bench research.  No human subjects are contemplated in the study.  However, whether or not this study involves human subjects is generally determined by the IRB.  If the IRB so determines, either additional language for human subject protection, patient authorizations, protection of Individually Identifiable Information must be included or a different CRADA must be used – contact TTP for guidance.
If you are unsure whether a Basic Science CRADA is necessary, contact TTP before negotiation begins.  TTP can assist in ensuring that the correct provisions are included in the CRADA.

In the event this study involves animal research, appropriate language referencing IACUC must be included.  Contact TTP for guidance. 

In cases where one of the investigators is a Dual-Appointment Personnel (DAP) of VA and the university, or where an investigator is an employee of the university, the negotiator of this CRADA must ensure that the relationship between VA and the university with regard to intellectual property management is clearly defined.  This means that either a CTAA exists that states, or has been amended to state, that on a global or case-by-case basis the university gives VA the exclusive right to protect and license any CRADA subject invention, or the university waives its rights with regard to this particular CRADA.
Cover sheet:

Negotiator must ensure that the front page is completed.
Article 1:

Familiarity with the FTTA is very helpful.  Little case law exists, but reading the statute is useful.

Article 2.  Definitions:

Check to be sure any change in a definition makes sense throughout the document.
Article 4.1.  VA and Collaborator Contributions:

Time limit is negotiable.

Article 5.  Inventions and Intellectual Property:
Time limits in this Article are negotiable, but must be consistent.

Article 6.  Licensing 
Time limits in this Article are negotiable, but must be consistent.

Article 6.1.  License Options:
VA’s obligation to provide Collaborator with an option to choose an exclusive license is a statutory requirement of the FTTA – see 15 U.S.C. § 3710a(b)(1).
Article 6.2.  Government Rights in CRADA Subject Inventions:
This Article is a statutory necessity – Collaborator who receives an exclusive or partially exclusive license must agree to a “Government Use License” in a CRADA Subject Invention.  The only possible exception is for a sole-Collaborator invention in rare situations which require concurrence of TTP.  

Also, statutorily, VA maintains “march-in rights” which are described at 15 U.S.C. §3710a(b)(1)(B) and (C), but these are for use only in extraordinary situations and have never been exercised by the Government in the history of the FTTA.  These rights are not mentioned in the Model because the Model is under the statute and these provisions automatically apply.  You may, of course, discuss them with the Collaborator, but needn’t necessarily do so.
Article 7.  Ownership and Rights of Access to Data and Publication:

The negotiator bears the responsibility to ensure Collaborator is aware of facility and VA policies on data security and to provide written copies of the policies.

See also:  Definitions of Confidential Information and CRADA Data.  

The time limits in this Article are negotiable, but keep them consistent. 

REVIEW CHANGES TO ARTICLE 7.1 AND 7.2 CAREFULLY.  THERE IS A HIGH PROBABILITY THAT THEY WILL BE SIGNIFICANT CHANGES.

Article 7.1.  CRADA Data and CRADA Materials:

This provision may not be changed to give ownership of CRADA Data and materials to Collaborator. You can explain that VA cannot give away ownership of data it creates.

Article 7.2.  Presentations and Publications:

Do not give up the right to publish.  This is important to NPCs’ retention of tax-exempt status as medical research organizations.  Also, do not agree to let the Collaborator “approve” presentations or manuscripts.  The Collaborator may review and comment on them (primarily for the purpose of ensuring protection of proprietary information), but the Collaborator should not be in a position to prevent publication by withholding approval.

Article 8.2.  Disclosure of Confidential Information:

VA is not required by statute to disclose information to an oversight committee, but Congress’s control over our budget makes cooperation preferred over forcing them to take extra steps to compel our cooperation.

Article 8.3.  Duration of Confidentiality Obligation:
This language takes full advantage of the statutory language in 15 U.S.C. § 3710a(c)(7)(A) and (B) regarding protection of Confidential Information.  Although all issues haven’t been tested in court, we believe it provides the Collaborator with excellent long-term protection from disclosure under FOIA and the courts agree.  See, e.g., DeLorme, 917 F.Supp. 867 (1996).

Article 10.3.  Unilateral Termination:

The sixty-day time limit is negotiable.

Article 11.1.  Settlement:
VA may not agree to binding arbitration absent development of a VA policy on its use in consultation with Department of Justice, 5 U.S.C. § 575.
Article 12.2.  VA’s Indemnity and Liability:

The fact that FTCA governs VA’s response to liability claims is non-negotiable. 

Article 13.1.  Governing Law:
An agency of the federal government cannot agree to be bound by state law.  This is non-negotiable.
Article 13.10.  Export Controls:

The Federal government cannot agree to be bound by state law.
Article 13.13.4.  Payments:

Do not forget to put the NPC’s Federal ID # in the CRADA.  Also, NPC MUST send a completed IRS Form W-9 to Collaborator.

Appendix A:
Note:  Based on the terms of the agreement, among the matters that may be covered in Appendix A are:

· the period of performance 

· contributions of the Parties (materials, capital equipment, etc.)

· payment terms

· budget

· identification of background inventions

· identification of confidential information (see Definition of Confidential Information and Article 8.1)

In accordance with local preferences, these matters may broken up into separate documents within Appendix A (A-1, A-2, etc.).
COMPARE AND MERGE INSTRUCTIONS:

1.   In a folder, “Save” the document with changes (Document A or the proposed CRADA) and the one to which you want to compare it (Document B or the model CRADA) in order to determine the revisions.

2.  If a proposed document (Document A, such as a proposed CRADA reflecting the collaborator’s requested revisions) has tracked changes, on the Edit menu, use “Select All” (Ctrl A) to highlight the entire document.  Using “Tracked Changes” on the Tools menu, “Accept” all the changes in the document.  Use “Save As” to save this document (Document A) with a new name.  If you are starting with a clean document, re-name and “Save As” it.  Keep this document (with the new name) open on your screen.

3.  On the “Tools” menu, select “Compare and Merge Documents.”  Your document directory will appear.

4.  In your directory, locate the comparison document (Document B).  That is, the one to which you want to compare the one that is already open on your screen (such as the current, prevailing model of the CRADA being proposed). Select the comparison document (the original model CRADA) and click “Merge” or “Compare” on the lower right of the directory.

5.  MS Word will create a new merged document that tracks all the differences between the two documents.  “Save” this new document (Document C) under a new name.
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