INSTRUCTIONS
[bookmark: _GoBack]NIH CONTRACTORS USE OF THE U.S. PATENT AND TRADEMARK OFFICE’S
ELECTRONIC PATENT ASSIGNMENT SYSTEM (EPAS)
FOR
FILING OF CONFIRMATORY LICENSES (CL) AND CERTAIN GOVERNMENT SUPPORT CLAUSES (GSC) REQUIRED BY BAYH-DOLE FOR ONLY NIH PRIMARY AGENCY EDISON RECORDS

Policy and Objective of Bayh-Dole:
It is the policy and objective of Congress to use the patent system to promote the utilization of inventions arising from federally supported research or development; to encourage maximum participation of small business firms in federally supported research and development efforts; to promote collaboration between commercial concerns and nonprofit organizations, including universities; to ensure that inventions made by nonprofit organizations and small business firms are used in a manner to promote free competition and enterprise without unduly encumbering further research and discovery; to promote the commercialization and public availability of inventions made in the United States by United States industry and labor; to ensure that Government obtains sufficient rights in federally supported inventions to meet the needs of the Government and protect the public against nonuse or unreasonable use of inventions; and to minimize the costs of administering policies in this area. (35 U.S.C. § 200)
The terms and conditions of NIH’s funding agreements, unless stated otherwise, include 35 USC 200 and 37 CFR 401. (See http://grants.nih.gov/policy/intell-property.htm )  When 35 USC 200 and 37 CFR 401 are included in an NIH funding agreement grantees/contractors are required to disclose all subject inventions within 2 months of receipt of a written disclosure to the federal funding agency; elect to retain title within 2 years of disclosure (or shorter time as the funding agreement may state); file an initial patent application in which it elects title and continue patent prosecution unless the subject invention is waived to the government; and report annually to NIH its utilization or licensing efforts of the subject invention.  (37 CFR 401.14 (c))
Under the requirements of Bayh-Dole, in addition to other responsibilities and actions as set forth in Bayh-Dole, by accepting the funding agreement, the grantee/contractor agrees to file with the federal funding agency and the U.S. Patent and Trademark office a confirmatory license and include in every patent application or issued patent a government support clause.  (37 CFR 401.14 (f)(1)(i) and 37 CFR 401.14 (f)(4)).  


FILING CONFIRMATORY LICENSES OR CORRECTING PREVIOUSLY FILED CONFIRMATORY LICENSES WITH THE NIH OR THE U.S. PATENT AND TRADEMARK OFFICE

A confirmatory license from the grantee/contractor to the federal funding agency establishes or confirms the rights the Government has throughout the world in the subject inventions in which the grantee/contractor elects to retain title.  (37 CFR 401.14(f)(1)(i)).  This confirmatory license needs to be filed with the federal funding agency or the U.S. Patent and Trademark Office by using the instructions below.  
ONLY 1 CONFIRMATORY LICENSE IS REQUIRED TO BE FILED FOR ALL LINKED PATENT APPLICATIONS AND ISSUED PATENTS WHEN THE CONFIRMATORY LICENSE IS FILED ON THE FIRST FILED PATENT APPLICATION.

To Create a Confirmatory License on Active non-Waived Subject Inventions and their Corresponding Patent Applications or Issued Patents
There are 2 ways a confirmatory license can be filed on all active patent applications and issued patents.  
1. Using iEdison and submitting the Confirmatory License application to NIH:  In order to generate a blank Confirmatory License, you must access this function from iEdison.gov
(www.iedison.gov ).  There are two options you can choose from to create the license.  The instructions for both options can be found at:  https://era.nih.gov/iedison/iedison_faqs.cfm .   Go to Section XI.  Confirmatory License.

2. Using the U.S. PTO Electronic Patent Assignment System (EPAS).  A confirmatory license on all active patent applications and issued patents can also be filed directly with the USPTO office using the instructions below.  Only NIH grantee or contractors can use EPAS and only when NIH is the primary funding agency.

To Create a Confirmatory License or Correct a Previously Filed Confirmatory License on Waived to the Government Subject Inventions and their Corresponding Patent Applications
This process requires the use of the U.S. Patent and Trademark Electronic Patent Assignment System (EPAS) which can be accessed at:  http://epas.uspto.gov.  EPAS can also be used to file all required Bayh-Dole Confirmatory Licenses, including: (1) corrected Confirmatory Licenses previously filed with the USPTO; (2) Confirmatory Licenses on patents for which the iEdison status has been changed to “waive to the government,”;  and, (3) all newly required Confirmatory Licenses for new and pending patent applications, and open issued patents.  
1. For all Bayh-Dole subject inventions that require a Confirmatory License that you have changed the status to “Waive to Government,” you first must notify NIH at edison@nih.gov that you need NIH to revert the patent status on each patent application or issued patent to “Institution Retains Rights.”  Please notify NIH for all of the Edison patent records that you need to have the status reverted.  The notification to NIH must include all patent ID numbers. 

2. Once notified, NIH will change the status of all of your “Waive to Government” patents that are missing accepted Confirmatory Licenses

3. Completing the PTO EPAS  Recordation Form Cover Sheet and Application for Confirmatory Licenses:
A.  Download the completed confirmatory license from iEdison at:   License to U.S. Government:  https://public.era.nih.gov/iedison/public/nihprocs.jsp  
B.  Go to http://epas.uspto.gov   Click on “Please click here to access EPAS Forms.”  Or, access EPAS at:  http://epas.uspto.gov/epas/guidelines.jsp ; read guidelines; and click the “start” button.
C.  Next:  “Conveyance Type” screen appears – click on “Executive Order 9424, Confirmatory License”
	-At bottom of “Conveyance Type” be sure the “NO” button is highlighted.
[image: ]
D.  Next:  At bottom of “Conveyance Type” screen click on “Next Screen”
E.  Complete “Correspondence Information” screen.  Click at bottom of screen “Next Screen”
[image: ]

F. Screen “Conveying Party(ies)” = Add your institution’s name after clicking on “company”  The date of execution is the date the Confirmatory License was signed.    The format for date of execution is MM/DD/YYYY. For example, to enter March 29, 2003, put 03/29/2003 in the input field.  
Click on “Add and Go to the Next Screen”
[image: ]
G.  “Receiving Party(ies):  Highlight “company”
Name:  National Institutes of Health – Director DEITR
	NIH, 6705 Rockledge Drive, suite 310
	Bethesda, Maryland 20892-7980

Click on “Add and Go to the Next Screen”

[image: ]

H.  Property(ies) – add your application or your patent number.

[image: ]
		I.  Complete remaining required EPAS questions.
	J.  Upload to US PTO EPAS Submission the Confirmatory License that you have completed and copied or downloaded from iEdison.
	K.  Complete EPAS process
L.  You will receive from the PTO EPAS Assignment Division (1) a receipt within a few days of your electronic submission, and (2) following the receipt you will receive the recorded assignment which will have (a) the notice of assignment and (b) the assignment coversheet. See attached example of a CL PTO Recordation.
4. Upload into iEdison as 1 PDF document in the Edison Patent Record for Confirmatory License:  (1) “License to the United States Government” that you originally submitted to the PTO; (2) and the PTO recorded assignment.  Do not upload the (1) PTO’s receipt or (2) the assignment coversheet.   

5. Once the PTO documents for the filing of the Confirmatory License identified at 4. above are uploaded, NIH will review and accept by adding the acceptance date or will notify you that your Confirmatory License was not accepted and you will need to file a correction.  

6. Once you have completed ALL of the records that NIH reverted status from “Waive to Government” to “Elect title” and NIH has accepted all of your newly uploaded confirmatory licenses, NOTIFY EDISON.GOV THAT YOU HAVE UPLOADED ALL CONFIRMATORY LICENSES AND NIH will AFTER RECEIVING APPROVAL BY THE USPTO, revert the status of ALL of these records at once and there will be no additional annual utilization reports due after the original waiver date.


FILING A GOVERNMENT SUPPORT CLAUSE OR A CORRECTED GOVERNMENT SUPPORT CLAUSE FOR WAIVED TO THE GOVERNMENT PATENT APPLICATIONS
1. For all Bayh-Dole patent applications or issued patents which you need to upload a Government Support Clause or correct a previously filed Government Support Clause and you have changed the Patent status to “Waive to Government,” you must notify NIH at edison@nih.gov  that you need NIH to revert the patent status to “Institution Retains Rights.”

Please notify NIH of ALL of the Edison patent records you want NIH to change the status from “Waive to Government” to “Institution Retains Rights.”  Once notified, NIH can change the status of all of your “Waive to Government” patents that are missing accepted Government Support Clause.    It is much easier for NIH to do “bulk” changes than one by one changes.


2. To electronically file a Government Support Clause (corrected or original):

A. Complete Government Support Clause on attached form.  
B.  Go to http://epas.uspto.gov   Click on “Please click here to access EPAS Forms.”  Or, access EPAS at:  http://epas.uspto.gov/epas/guidelines.jsp ; read guidelines; and click the “start” button.
C.  Next:  “Conveyance Type” screen appears – click on “Executive Order 9424, Confirmatory License”.  Executive Order 9424 applies ALSO to GSC even if the title on the USPTO form says Confirmatory License.   This box MUST be checked for uploading a Government Support Clause
	-At bottom of “Conveyance Type” be sure the “NO” button is highlighted. 
D.  Complete steps iii through ix above under Confirmatory License.

E. Complete remaining EPAS process that is outlined under EPAS for Confirmatory License process.
F.  Upload the completed Government Support Clause Form to US USPTO EPAS.
G.   Complete remaining EPAS process found under EPAS for Confirmatory Licenses.
H.  You will receive from the PTO EPAS Assignment Division (1) a receipt within a few days of your electronic submission, and (2) following the receipt you will receive the recorded assignment which will have (a) the notice of assignment, and (b) the assignment coversheet.
I. Upload into iEdison as 1 PDF document in the Edison Patent Record for Government Support Clause:  (1) “License to the United States Government – Government Support License” that you originally submitted to the PTO; (2) and the PTO recorded assignment.  Uploading the (1) PTO’s receipt or the; or, (2) the assignment coversheet is not necessary.
3.    NIH will review the uploaded Government Support Clause and the PTO recorded documents and will either accept the Government Support Clause OR will notify you if the Government Support Clause recorded in the PTO needs to be corrected.  
4.	NOTIFY EDISON@od.nih.GOV THAT YOU HAVE UPLOADED ALL OF YOUR GSC AND THE PTO RECORDATIONS.
5. Once you have completed ALL of the records that NIH reverted status from “Waive to Government” to “Elect title” NIH will then revert the status of ALL of these records at once back to waive to the government using your original waive to government date.  There will be no additional annual utilization reports due from the original date of waive to government.  Following NIH’s acceptance of the uploaded EPAS GSC all messages reminding you that a government support clause is missing or needs to be corrected will no longer appear in Edison.  
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