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Welcoming remarks will begin at 

11:55 a.m. Eastern Time.

The formal presentation will begin at Noon Eastern

FOR AUDIO: 

To connect by phone: dial +1-866-365-4406  Access code 5627649 

To connect by VoIP: Click the AUDIO button at the top of the screen. 

For a list of international toll-free numbers check your confirmation email for the direct link. 

The Absolute Essentials of Bayh-Dole 

Compliance!

The following presentation reflects the personal views and thoughts of 
Rolande Johndro, and Ann Hammersla and is not to be construed as 

representing in any way the corporate views or advice of the Massachusetts 
Institute of Technology, or National Institutes of Health and their Affiliates, 

Subsidiaries or Divisions, nor the views or advice of the Association of 
University Technology Managers (AUTM). The content is solely for purposes 

of discussion and illustration, and is not to be considered legal advice.
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The Absolute Essentials of Bayh-Dole 
Compliance!

Speakers:

Ann M. Hammersla, J.D., National Institutes of Health (NIH)
Rolande Johndro, MIT Technology Licensing Office

April 5, 2016

Thank you to our 
sponsors. 
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Questions?
We will be taking questions at the 

conclusion of the presentation. 

Operator Assistance

Audio difficulties: Dial 0 0

Other issues: +1-847-686-2244
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Welcome 

AUTM Members
www.autm.net

www.autm.net
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Member Benefits• Discounted Pricing 
– Professional development courses 

– Annual Meeting 

• Access to AUTM Publications
– AUTM Better World Report

– AUTM Salary Survey

– AUTM Technology Transfer Practice Manual

• In-person and Online Networking
– Special Interest Groups (SIGS)

– Online Discussion Groups

– Volunteer committees

Ann M. Hammersla, J.D.,

National Institutes of Health 
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Rolande Johndro

MIT Technology Licensing Office

The Absolute Essentials of Bayh-Dole 
Compliance!
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Bayh-Dole

• Adopted in 1980

• Bi-Partisan Legislation

• Codified in 35 U.S.C.§ 200-212

• Implemented by 37 CFR 401

• Allows universities, small businesses, non-profits to elect ownership in 
federally funded inventions for the purpose of commercialization

• Kick started Tech Transfer

• Created Biotech Industry in U.S.

13

Important Clauses

• Sec. 401.14 Standard patent rights clauses. 

• (a) Definitions 

• (1) Invention means any invention or discovery which is or may be patentable 
or otherwise protectable under Title 35 of the United States Code, or any novel 
variety of plant which is or may be protected under the Plant Variety Protection 
Act (7 U.S.C. 2321 et seq.). 

• (2) Subject invention means any invention of the contractor conceived or first 
actually reduced to practice in the performance of work under this contract,
provided that in the case of a variety of plant, the date of determination (as 
defined in section 41(d) of the Plant Variety Protection Act, 7 U.S.C. 2401(d)) 
must also occur during the period of contract performance

• (4) Made when used in relation to any invention means the conception or first 
actual reduction to practice of such invention. 

https://en.wikipedia.org/wiki/United_States_Code
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401.14 cont.

• (b) Allocation of Principal Rights 

• The Contractor may retain the entire right, title, and interest throughout 
the world to each subject invention subject to the provisions of this clause 
and 35 U.S.C. 203. With respect to any subject invention in which the 
Contractor retains title, the Federal government shall have a nonexclusive, 
nontransferable, irrevocable, paid-up license to practice or have practiced 
for or on behalf of the United States the subject invention throughout the 
world. 

• AKA – Confirmatory License

Importance of Reporting

• Reporting Subject Inventions

– Identifies potentially (at the time of reporting) promising discoveries 
using the definitions of Patenting:

• Novel

• Not obvious (to a person of ordinary skill in the area)

• Has Utility (Useful)

• & Also Plant Variety Protectable (different definitions than above; 
uncommon for NIH-very common for USDA/Agricultural Colleges)
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Importance of Reporting Cont.

• These are indications of the productivity of Research Funding measured by 
items in above area in addition to research publications

• Links the potentially patentable (or plant variety protectable) Subject 
Inventions
– To the Scientific Programs that funded them via the Award number(s) cited

– Provides a conceptual basis of the discovery that may lead to a Patent/PVP application in 
the future

– Ensures that different agencies are aware of combined efforts that may result in a single 
invention through the funding of multiple Federal agencies

– Is a required obligation of the Contractor-patenting, though desirable, is not required, 
however Invention and Patent reporting is a Requirement 

Invention Disclosures
• (1) The contractor will disclose each subject invention to the Federal Agency

within two months after the inventor discloses it in writing to contractor
personnel responsible for patent matters. The disclosure to the agency shall be in 
the form of a written report and shall identify the contract under which the 
invention was made and the inventor(s). It shall be sufficiently complete in 
technical detail to convey a clear understanding to the extent known at the time 
of the disclosure, of the nature, purpose, operation, and the physical, chemical, 
biological or electrical characteristics of the invention. The disclosure shall also 
identify any publication, on sale or public use of the invention and whether a 
manuscript describing the invention has been submitted for publication and, if 
so, whether it has been accepted for publication at the time of disclosure. In 
addition, after disclosure to the agency, the Contractor will promptly notify the 
agency of the acceptance of any manuscript describing the invention for 
publication or of any on sale or public use planned by the contractor.
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Initial Notification

• Disclose 2 months from receipt of disclosure.

• Names of Inventors (not Authors.)

• Include all grant/contract numbers.

– Must match Agency formatting. 

– If the format does not match, please verify by consulting original Award 
document face page or the Awarding Agency

– If valid and does not work, please request the Agency to let NIH know – new 
Award formats do come out from time to time and NIH is not always aware of 
them when they are issued.

• Include technical description.

• Date of publication/public use (don’t enter anticipated pub dates – no one 
knows if that publication will actually happens.)

Best Practices for Managing & Reporting New Subject Inventions

• Always confirm funding with inventors – even/especially when 
they say the invention was not funded.

• Always record all funding in one centralized location in your 
database. (joint owner funding etc.)

• Always update the disclosure page to capture any 
additional/different contracts once funding sources have been 
confirmed.(will help avoid rejections.) 

• Always collaborate with joint owners!!!

• No longer need to add EIR # to disclosure PDF before 
uploading.

• Run every month for the next 2 months.
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Managing Jointly Owned Inventions

• Make sure both parties have 
disclosure & agree on Lead 
Compliance Inst.

• Confirm funding with inventors.

• Share & document case #s

• *Record all funding sources*

Made-up Sponsor Name –
Enter it for Each Non-MIT Govt. Sponsor.
Also Have One for Non-MIT Non-Federal 
Funding.
Makes reporting/managing SOGS easier.

Reporting Jointly Owned Inventions

• Lead Inst. Should:
– Share EIR # with JO

– Include JO’s Organization Code 

– Check in at Election Decision

– Check in at filing of 1st non-
provisional application to 
confirm SOGS
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Further – this date can 

not be edited once 

submitted – so BE 

Careful!!  If it turns out 

that anticipated 

publication never 

happens – you’re stuck.
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Common Reasons for EIR Rejection by NIH

• If the Invention Disclosure describes what the inventors hope to prove and 
not “the nature, purpose, operation, and the physical, chemical, biological 
or electrical characteristics of the invention”- did the description come 
from a grant application? It should instead describe “how to” perform the 
discovery

• An abstract usually does not provide sufficient detail information of the 
invention

• Disclosure not dated when the TTO received the disclosure

• Not ALL awards included

• Not ALL federally-funded inventors included

• Check that the title in the invention report matches the document title

Common Reasons for EIR Rejection by NIH cont.

• Check that the inventors match. If an unpublished manuscript is being 
used as a substitute for the disclosure and a ‘contributor/author’ is NOT 
an inventor, add a note to the document so agencies are aware

• If a manuscript is used, all grants listed are in the invention report, or 
indicate on the document the grants that did not contribute to the 
invention 

• A manuscript can be used for the invention description:
– Must state on manuscript that it was or was not submitted for publication

– If published must have publication date and place of publication

– Publication date must be added to Edison as required by BD

• Do not resubmit EIR without making corrections or without explaining why 
corrections were not made
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Common Reasons for EIR Rejection by NIH cont.

• A patent application that is used for the invention 
disclosure:

– The patent record needs to be FIRST entered in Edison –
including a provisional or a PCT patent record for NIH.

– Patent filing date and number and patent issuance date 
and number also must be included in patent record.

Electing Title

• (2) The Contractor will elect in writing whether or not to retain title to 
any such invention by notifying the Federal agency within two years of 
disclosure to the Federal agency. However, in any case where publication, 
on sale or public use has initiated the one year statutory period wherein 
valid patent protection can still be obtained in the United States, the 
period for election of title may be shortened by the agency to a date that 
is no more than 60 days prior to the end of the statutory period. 

• (4) Requests for extension of the time for disclosure, election, and filing
under subparagraphs (1), (2), and (3) may, at the discretion of the agency,
be granted. 

http://grants.nih.gov/grants/bayh-dole.htm
http://grants.nih.gov/grants/bayh-dole.htm
http://grants.nih.gov/grants/bayh-dole.htm
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Electing Title

• 22 Months from the date of 
initial disclosure OR 10 
months from date of 
publication.  (If unpublished 
can request up to two 1 
year extensions).

• Grantee/contractor 
organization must notify the 
federal agency sponsor that 
it will retain ownership of 
invention and take steps to 
commercialize the 
invention.

Best Practices

• Run report every 3 months for cases with upcoming Election 
Decisions.

• Provide Officers with case data, inventors, and existing filings 
(provisional), and any possible publications.

• Currently managed as a table within an email.  Systems are 
Critical

• TLOs need to copy compliance on any decision to discontinue 
patent prosecution OR not pay annuity/maintenance fee.  
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• Change status to ‘Elect Title’ 
and insert the date of title 
election 

• Must have filed/plan to file 
a US designating, Non-
Provisional Application w/in 
the year 
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Government Support Clause – AKA – GSC, SOGS, etc.

• Required for all filed U.S. patent 
applications & issued patents

• Cited from 37 CFR Sec. 401.14(a)(f)(1) 
and applicable NIH Grants Policy 
Statement or FAR 52.227-11.  The 
inclusion should be this exact 
sentence.

• Make sure your patent counsel has 
this language and checks with you 
prior to filing any application!

• Always match the grant/contract 
formatting you use in iEdison to your 
GSC!!

“This invention was made with 
government support (GRANT/CONTRACT#)  
awarded by the (AGENCY).  The 
government has certain rights in the 
invention.

Submitting Govt. Support Clauses

• GSCs for Non-Provisional 
Applications must either have the 
following or they will be rejected:
– An (electronic) filing receipt from the 

USPTO; or

– The cover page of the non-
provisional patent application that 
identifies the U.S. patent application 
number and filing date.

• Provisional Patent Applications must 
include a GSC and must include 
either:

– A filing receipt from the USPTO

– A completed and signed USPTO 
Provisional Cover Sheet (electronic 
signature is acceptable)

– The 2nd “Yes” box on the 2nd page 
must be checked with the NIH 
identified as the federal agency

– Must include an NIH contract (or 
Grant) award number

Date populated if GSC is ACCEPTED

Date populated if GSC is REJECTED

Reason for Rejection
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Common Errors

• Grant number does not match; 

– NIH example - most often the preceding zero is not included on the 
grant or award number or rarely the last digit is missing 

• All NIH Grants and Cooperative Agreements were converted to six digit serial 
numbers in circa 2006

• Grant number is missing/Extra grant numbers; one or more grant numbers 
are entered in iEdison and are not in the GSC or are in the application, but 
not iEdison.

– Confirm with inventors – sometimes they add grants when talking to 
attorneys.

• The Government Support Clause states that the government “may” have 
certain rights (it needs to not equivocate:  the government has certain 
rights in the invention.)

• USE STATUTORY LANGUAGE – NO CREATIVE WRITING

Confirmatory License
• (f) Contractor Action to Protect the 

Government's Interest 

• (1) The contractor agrees to execute or to 
have executed and promptly deliver to the 
Federal agency all instruments necessary 
to 

• establish or confirm the rights the 
Government has throughout the world in 
those subject inventions to which the 
contractor elects to retain title, and 

• convey title to the Federal agency when 
requested under paragraph (d) above and 
to enable the government to obtain 
patent protection throughout the world in 
that subject invention. 

• Review all US designating 
applications for correct SOGS.

• Upload application to iEdison.

• Use iEdison to generate CL.

• Get CL signed by someone with 
Signature Authority for the 
university.

• Can request a 1 year extension.

• Uploading a patent application 
when an invention is barred will 
unbar the record.

http://grants.nih.gov/grants/bayh-dole.htm#401.14d


4/5/2016

20

Waiving Title to Government

• Grantee/contractor organization must notify the federal sponsor that it 
will not retain ownership of an invention

– Within two years of reporting to Federal Agency Sponsor (If disclosed 
publicly, this period is decreased)

• Effectively a waiver to the Government. After further review the Federal 
Agency Sponsor may elect title on behalf of the Government. Title does 
not actually vest with the Government until Government elects to retain 
title. 

Waiving Title to Government Cont.
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Waiving Title to Inventors

• If your office chooses to waive title in an invention back to the govt, the 
inventors may request title to the invention.  

• This title can NOT be transferred to the inventors from the university W/O 
agency consent.

• Waive title to government.
– Use iEdison for a guide -

https://public.era.nih.gov/iedison/public/invention/InventorWaiver.jsp

– Have your inventors fill out the Inventor Waiver Request Form –

– https://public.era.nih.gov/iedison/public/utilization/CommercializationQuestions.jsp

– There are specific questions for inventor and TLO.

• *Use NIH materials as a reference for working with other agencies who 
may not structured processes.*

Govt May Obtain Title:
• The contractor will convey to the Federal agency, upon written request, title to any 

subject invention—

• (1) If the contractor fails to disclose or elect title to the subject invention within 
the times specified in (c), above, or elects not to retain title; provided that the 
agency may only request title within 60 days after learning of the failure of the 
contractor to disclose or elect within the specified times. 

• (2) In those countries in which the contractor fails to file patent applications within 
the times specified in (c) above; provided, however, that if the contractor has filed 
a patent application in a country after the times specified in (c) above, but prior to 
its receipt of the written request of the Federal agency, the contractor shall 
continue to retain title in that country. 

• (3) In any country in which the contractor decides not to continue the prosecution 
of any application for, to pay the maintenance fees on, or defend in reexamination 
or opposition proceeding on, a patent on a subject invention. 

https://public.era.nih.gov/iedison/public/invention/InventorWaiver.jsp
https://public.era.nih.gov/iedison/public/utilization/CommercializationQuestions.jsp
http://grants.nih.gov/grants/bayh-dole.htm#401.14c
http://grants.nih.gov/grants/bayh-dole.htm#401.14c
http://grants.nih.gov/grants/bayh-dole.htm#401.14c
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Utilization Reporting
• (h) Reporting on Utilization of Subject Inventions 

• The Contractor agrees to submit on request periodic reports no more 
frequently than annually on the utilization of a subject invention or on 
efforts at obtaining such utilization that are being made by the contractor
or its licensees or assignees. Such reports shall include information 
regarding the status of development, date of first commerical sale or use, 
gross royalties received by the contractor, and such other data and 
information as the agency may reasonably specify. The contractor also 
agrees to provide additional reports as may be requested by the agency in 
connection with any march-in proceeding undertaken by the agency in 
accordance with paragraph (j) of this clause. As required by 35 U.S.C. 
202(c)(5), the agency agrees it will not disclose such information to 
persons outside the government without permission of the contractor. 

Stage of Development

Products on the Market

Total Income Received
- Net Patent Costs

Waiver for U.S. Manufacturing

FDA Approval?

# of Licences

http://grants.nih.gov/grants/bayh-dole.htm#401.14j
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US Manufacture Waiver Request

• (i) Preference for United States Industry 

• Notwithstanding any other provision of this clause, the contractor agrees that 
neither it nor any assignee will grant to any person the exclusive right to use or sell 
any subject inventions in the United States unless such person agrees that any 
products embodying the subject invention or produced through the use of the 
subject invention will be manufactured substantially in the United States. However, 
in individual cases, the requirement for such an agreement may be waived by the 
Federal agency upon a showing by the contractor or its assignee that reasonable 
but unsuccessful efforts have been made to grant licenses on similar terms to 
potential licensees that would be likely to manufacture substantially in the United 
States or that under the circumstances domestic manufacture is not commercially 
feasible. 

Filing your Request
• Use NIH resources as starting point – no matter who your sponsor is.

– https://public.era.nih.gov/iedison/public/utilization/ManufacturingWaiver.jsp

• Have your licensee draft a formal letter detailing why it is not 
commercially feasible to substantially manufacture in the U.S. This gives 
them a chance to elaborate on the 500 character limit with the NIH.

• Your licensing officer responsible for the deal should also work with your 
director to draft a similar letter supporting the licensee’s request and 
detailing their actions in attempting to license this technology.

• Bundle it all up and forward to your agency contact.  

• Always acknowledge the specific Clause that allows for this request in 
case it is an agency that does not receive many of these requests.

• Stay on them.  This takes time.  Don’t forget about it or be forgotten.

• This is a utilization statistic – make sure you capture it in your database.

https://public.era.nih.gov/iedison/public/utilization/ManufacturingWaiver.jsp
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Invention Report Errors

• Edison Invention Disclosure Messages:
– Message 120 – No written invention disclosure:

• Submit a disclosure

– Message 130 – Invention Disclosure Rejected:

• Agency message states reasons why – need to correct

• Submit a revised disclosure

• Instructional Resources: 

– Frequently Asked Questions – Edison sign-in page 

– https://www.youtube.com/user/nihgrants

Scroll down to Extramural Inventions & Technology Resources

Electing/Waiving Title Errors

• Message 100:  Title to this invention must be timely elected –
NIH
– Edison # not used for DOD (Army/MRMC; DOD/DMEA; USAF/AFOSR; 

USAF/ESC; Navy/ONR; Army/SSC) DOE, or NASA

• Correction:  Trigger – less than 90 days until 2 years plus any 
extension granted by agency.
– Elect Title or Waive Title

https://www.youtube.com/user/nihgrants
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GSC/SOGS Errors

• 220 – GSC is missing for a non-provisional

• 230 or 231– GSC is not accepted – reasons will be given.

• 221 – GSC is missing for an issued patent

• How to Correct:  See reason for non-acceptance and correct.

Confirmatory License Errors

• 240 – Confirmatory license is missing for a non-provisional patent filing.

• How to correct:  add the confirmatory license either to the specific non-
provisional or add to the first of the patent applications/issued patents in 
the specific patent family.
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Use of NIH/EPAS

• To assist NIH funding recipients in their Bayh-Dole compliance 
requirements.

• NIH does not have the statutory authority to waive any compliance 
requirement in BD.

• NIH/EPAS process can be used for all NIH records waived to the government 
with outstanding GSC and CL.

– No PTO filing charge to user.

– Corrected documents are filed with theUSPTO and NIH/Edison.

– NIH still reviews and accepts EPAS GSC and CLs.

Use of NIH/EPAS

• NIH has worked with over 100+ funding recipients in their 
use of the NIH/EPAS process.

• Process begins with a 15-10 group of NIH funding Recipients 
on a 2 hour conference call.
– Information about and instructions for the use of EPAS is provided 

and reviewed during conference call.

– Follow-up call.

• If you want to participate let NIH know through Edison.gov 
and we will contact you as the new groups are being formed.
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Confirmatory License
1 Year from the Election of Title. 

Agreement generated through iEdison.  Requires someone with 
Signatory Authority for you Inst.

Can request 1 year extension to file if needed.

Election of Title

22 Months from the date of initial disclosure OR 10 months 
from date of publication.  (If unpublished can request up to 
two 1 year extensions).

Must have filed/plan to file a US designating, Non-
Provisional Application w/in the year

Initial Disclosure

2 Months from Technology Disclosure Submission 
date.

Technical disclosure, description, inventor names,

grant info and publication info submitted through iEdison.

Questions? Comments?
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Discussion 

and Q&A 
Click the raise hand button.

When called on, press * 7 on your telephone keypad to 
un-mute your phone. 

Press * 6 to re-mute your phone.

Thank you for your 
participation.

Remember to complete 

our online survey.
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Thank you to our 
sponsors. 

Webinar Recordings
Basics of Technology Transfer for Licensing Professionals

Basic Patenting 101
Copyright Law and Content/Software Licensing

Equity Based License Agreements
Financial Conflicts of Interest

Marketing: Whether By Traditional or Social Media, the Value
Need to Know Basics of Technology Transfer for Support Staff

Negotiation of License Agreements
Nuts and Bolts for Compliance Under Federal Funding Awards

The Basics of Open Source Licensing
Tips for Managing MTAs

Triage
Valuation of Inventions and Patents

(More Added Monthly)

www.autm.net/onlinelearning
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Register now for 
AUTM’s next webinar

• Key Elements of a Supportive Ecosystem for University Spinouts

- Tuesday, April 12

• Technology Transfer in the Crosshairs

- Thursday, April 21

• IP Basics for Software Innovations

- Tuesday, April 26

www.autm.net/OnlineLearningwww.autm.net

Network with AUTM Online

http://twitter.com/AUTM_Network

Type “Association of University
Technology Managers” into  the search
box on Facebook and click “like”

Search groups for AUTM at
www.linkedin.com  

http://www.google.com/imgres?imgurl=http://www.smoothtransitionslawblog.com/uploads/image/linkedin[1](3).jpg&imgrefurl=http://www.smoothtransitionslawblog.com/tags/noncompete/&usg=__i-52DOmOThXdLKQTqLoS79vWKvI=&h=216&w=640&sz=49&hl=en&start=4&zoom=1&itbs=1&tbnid=d5Sjr-qb-drGeM:&tbnh=46&tbnw=137&prev=/images?q=linkedin&hl=en&sa=G&gbv=2&tbs=isch:1
http://www.google.com/imgres?imgurl=http://www.smoothtransitionslawblog.com/uploads/image/linkedin[1](3).jpg&imgrefurl=http://www.smoothtransitionslawblog.com/tags/noncompete/&usg=__i-52DOmOThXdLKQTqLoS79vWKvI=&h=216&w=640&sz=49&hl=en&start=4&zoom=1&itbs=1&tbnid=d5Sjr-qb-drGeM:&tbnh=46&tbnw=137&prev=/images?q=linkedin&hl=en&sa=G&gbv=2&tbs=isch:1
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AUTM Western Region Meeting
Nov. 1 – 4

Waikiki Beach Marriott Resort

Honolulu, HI USA AUTM Eastern Region Meeting

Sept. 29 – 30

The Westin Philadelphia

Philadelphia, PA USA

AUTM Central Region Meeting
July 18 – 20

The Pfister Hotel 

Milwaukee, WI USA

AUTM Region Meetings

Registration Open Soon!

• AUTM Compliance Course **NEW** 

• AUTM Essentials / TOOLS Courses

• AUTM Successful Practices in Small Technology 
Transfer Offices

Oct. 3-6, 2016

Hyatt Regency Baltimore Inner Harbor

Baltimore, MD USA

www.autm.net/Events

Save the    
Date!

AUTM Courses 

Register Today!
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Communication Technologies
Hosted by Georgia Tech Research Corporation

April 19-20, 2016
Georgia Tech Global Learning Center

Atlanta, GA USA

Crop Productivity and Food Processing Technologies 
Hosted by University of Saskatchewan 

September 28-29, 2016
Radisson Hotel Saskatoon

Saskatoon, Canada

www.autm.net/Events

Save the    
Date!

AUTM Partnering Forums

Register 

Today!

Have an Interesting Topic?

The Online Professional Development 
Committee is seeking proposals and speakers 

for potential webinars.

Submit Your Idea Today! 

www.autm.net
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We need your help. The Online Professional 
Development Committee is seeking professionals 

interested in joining their committee. 

Interested? Please contact
Melinda Briggs – mbriggs@autm.net 

Get Involved

AUTM 2017 Annual Meeting

March 12 – 15
Hollywood, FL USA

www.autm.net/Events

AUTM Annual Meeting 


