iEdison Working Group

	Date:
	October 31, 2001

	Advocate:
	George Stone

	Place:
	Washington Marriott, Washington, D.C.

	Next Meeting:
	Early 2002. George Stone will send a notification.


George Stone convened the meeting at 10:10 a.m. He introduced the agenda by stating that much of what would be discussed is a result of the outcome of a meeting with Senator Wyden.

The meeting with Sen. Wyden was initiated in response to the NIH Report, “A Plan to Ensure Taxpayers’ Interest are Protected,” submitted to Congress in July 2001. The report itself was in response to the Congressional DHHS Appropriations Committee request for a report from NIH ensuring that government interests were protected. The report includes:

· Analysis of 47 FDA-approved drugs potentially developed with NIH funds.

· Review of studies on return on investment for federally supported biomedical research.

· Feedback from advocacy groups and universities as to use of invention-related income.

· Development of a plan to further emphasize value for taxpayers’ investment.

Within the report was put forward an “NIH Plan.” The plan included actions that would allow for a more direct means to emphasize value for taxpayer’s investment in research. One of the outcomes of the meeting with the Senator was that NIH agreed to implement the five elements of the plan by Jan. 1, 2002. The elements are listed below. The approach that will be taken to address each element is presented in italics.
· Modify existing policies to require reporting of commercial name for any therapeutic drug that embodies technology funded by NIH once it is FDA-approved and reaches the market. To implement this element will require a change in the iEdison invention utilization report.
· Develop Web-based database to identify NIH grants that funded inventive research along with invention tracking capabilities. This element is synonymous with the iEdison database. It has been implemented since October 1995.
· Propose standard language to simplify reporting requirements. Efforts put forth by NIH in the creation and promotion of the iEdison system have resulted in a standard set of information that comprises Bayh-Dole-related invention and patent reporting. Commensurate with the implementation of the standard dataset, steps have been consistently taken to simplify the reporting requirements.
· Include in the database any FDA-approved therapeutic drugs arising from NIH intramural research. Implementing this element will require changes to the NIH Office of Technology Transfer database.
· Identify a group—government, academic, research entities, industry—to dialogue on returns to the public. The Office of Extramural Research will oversee the creation of such an interest group.
Proposed Changes in Utilization Reporting Requirements

George presented proposed changes that modify existing data requirements in the invention utilization report to satisfy the first bullet item in the previous section. The group reviewed previously approved information requirements, and introduced revisions to accommodate the new information agreed to in the report to Congress. Additional discussion focused on minor changes in wording and the order of the questions. The final wording of the questions contained in the proposed invention utilization report are presented below. The new question is represented as #9.

1. Report according to grantee/contractor-defined, 12-month reporting cycle.

2. Please indicate the latest stage of development of any product arising from this invention. Not Licensed/Licensed/Commercialized.

3. In the designated reporting period, what was the total income received as a result of license of option agreements? Do not include specific patent costs’ reimbursement.

4. If any product arising from this invention has reached the market, what was the first commercial sale in the designated reported period?

5. In the designated reporting period, did the grantee organization/contractor or any of the exclusive licensees request a waiver of the U.S. manufacturing requirements? Yes/No. If yes, how many such waivers were obtained?

6. In the designated reporting period, how many exclusive licenses and/or options have been awarded?

7. In the designated reporting period, how many non-exclusive licenses and/or options have been awarded?

8. In the designated reporting period, how many licenses and/or options of any type were awarded to small businesses (<500 employees)?

9. Please provide the commercial name of any FDA-approved products, utilizing this invention, that have reached the market.

In the discussion of #1, regarding the reporting cycle, the group agreed that the grantee institution choose the 12-month reporting cycle, according to their most recently available statistics and information. The lag time would be the responsibility of the institution, with the emphasis on the “most-recent” information to be included in the annual report. As part of the functionality in the next version of iEdison, the system will remind each grantee/contractor organization of their utilization reporting obligation several months in advance of the 12-month cycle they designate.

In the discussion of #4, the group agreed to add “in designated reporting period.” Additionally, once a product is on the list, it shall remain there from year to year. Accordingly, grantee/ contractor organizations will only need to add the date of new products as they reach the market.

The group discussed the issue of gathering the information about these FDA-approved products, both at the local university department level, the overall university level and the NIH level. The group agreed that setting the requirements in motion and helping grantee institutions to get the first report done correctly will be the most difficult. However, once it’s started, it shouldn’t be difficult to sustain and maintain.

By law, the utilization report cannot be required more frequently than annually. Due to this fact, it would be unreasonable for Congress to expect the names of FDA-approved products to appear before at least a year or more. It was agreed that by instituting the changes in the utilization reporting requirements, it shows a reasonable effort in fulfilling the obligation of the law. 

The group finished this portion of the meeting with an open discussion of how grantee organizations and the NIH might be able to provide indicators of return on investment. Several ideas were put forward, including requesting grantee organizations to provide a narrative for how invention and patent revenue is being put to use at the grantee organization. In the end, it was agreed that any formal effort in this direction would be best undertaken by the Association of University Technology Managers (AUTM). The solicitation by AUTM for additional information would be a natural extension of what is currently requested to compile the comprehensive compendium issued by AUTM.

Status of the iEdison Redesign

The redesigned iEdison module will be rolled out by summer 2002. NIH is currently redesigning the computer system, using the Rational Unified Process( (RUP). This process characterizes the approach taken for a major redesign, and ensures that community input is incorporated in development, resources are allocated appropriately, and schedules are clearly defined and met. It is a complex, multiphase process, but one that is working very well. Currently, for the core process workflows, the project has completed the business modeling and requirements phases and has begun the analysis and design phase. This will be followed by implementation, test and deployment.

For the iEdison redesign, registration and accounts are in place. The RUP development process is underway with the scope of work document done, identification of roles of individuals and what they will contribute done, and technical “use” cases done. Construction is set to begin in January 2002. The “use” case refers to real-life situations and requirements of the folks who actually use the system. In the past, the biggest gap in development has been between them and technical developers. By developing “use” cases, the technical developers better understand how the system actually will be used.

Additionally, the graphical user interface (GUI) guidelines document is complete and NIH has hired a Human Factors Analyst (HuFA), who will ensure that the interface meets usability standards and that all modules have the same, standard screen design. He will also take the lead in identifying new trends, applications, and enhancements in the industry that we can take advantage of and that would enhance our system interface.

George noted that, as shown in the schedule, the current iEdison interface would not change until the new interface is completely deployed and a transition phase takes place. The change to the new interface should be transparent to the user, and all current functionality will remain.

This group doesn’t have to review the documentation related to the deployment of the redesigned iEdison, but technical developers may be interested in reviewing them and providing input. The documentation is posted on the website.

By the beginning of next year, this group will convene to evaluate the actual new interface on the computer.

List of Handouts

· IEdison Working Group Agenda, Oct. 31.2001

· ERA Commons/IEdison Graphical User Interface (GUI) Guidelines

· IEdison Organization Registration Use Case Model Server, Version 0.5

· IEdison V 2.1 Proposed Project Planning Guide

· Interagency Edison Version 2 Development Case

· Interagency Edison Version 2 Scope Document

· Proposed Changes in Utilization Reporting Requirements, as of Oct. 16, 2001

· Request to Register IEdison Organization, Use Case Specification
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