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Introduction:
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Wiy Do AQrecments
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* Share Information or research materials

* Collaborate on research (state/foreign government
agencies, academia, or industry)

* Clarify expectations; avoid misunderstandings;
preserve rights

* Encouraged in policy statements
- NIH intramural:

- NIH grantees:



http://www.nih.gov/news/irnews/guidelines.htm
http://ott.od.nih.gov/policy/rt_guide_final.html

- Contioentral Disclosure Agreement (CDA)
* Maierial Transrer Agrecment (MTA)

= Clmical Trial Agreement (CT A
- Cooperainve [Research Ana Development Agreeiment
(CRADA)
- Meterigls-CRADA
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“ MTAL Transier o
- [-ar basic research [jUrpases 61 [y
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Simple [Lefier Agreement
http://wiirw.cit.nih.gov/forms_maaocl_agreemenis/forms _model _agreeiments.html

- MTA Tor the Transter of Maodel Organisms
(Same URL as ahove)

- Unriorm Biolegical Material Transter Agreement
i fananargutm. NetzhoutT T/ahoutTT _umhia.ciim
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- [Humean Emhryonic Siem Cell fransie
hiip:/fstemcells.nih.gov/into/healih.zsp
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Clinical Trial Agreement (CTA)

* Authorizes transfer and use of
materials in research using human
subjects

* Assigns responsibilities for
regulatory requirements

* Specifies who has rights to use
data in regulatory filings

* Publication rights, other duties
* Otherwise like an MTA
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YOUr Inventions maoe ouring the CRADA

- Permit e collaborator to provice PHS with funos
10 06 collghorainve research
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- [&cilriaie the exchange oT signiticant material
mo/OI I_I I_ CE 'Hm—e ‘Cmpt personnel m suppor
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*The cornersion crfam (NI CRADA 15
sciual collahaoraiion




CRADAS - P16GESsS
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“WWhen: Company ansiers 11s proprietary ol
s6le-source maierial i eychange 1or [P righis

- Na personnel or aiher maierial will he exchangead
- Company 60es not . [
- ONE-YEaI 16T




CDA, MTA, CTA, CRADA terms
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OlTerence m the "real worla™?




"ecs] Waorlo” ceses:

* University faculty member punished; publications delayed

- Personally signed CDA with restrictive terms, manuscript which
breached those terms was suppressed

* Scientist who signs MTA with company risks personal
assets
- “Indemnification” clause
* Scientists arrested and charged with theft of trade secrets

- Took samples of materials from University without MTA or
other permission

* Congress raised guestions about NIH scientist who sent
research materials abroad

- Receiving party used the materials in human clinical trial in
which patients died




VWhai woulo you oG ... 7

*You plan to meet with a colleague in a company to
discuss recent, unpublished results and explore interest
In collaboration. She asks you to sign a document first.

* Discuss your situation with the Technology
Development Coordinator (TDC)

- Is there an invention to report?

- Even if not, what about a CDA? MTA? Something
else?

* May also need to check with Ethics
- Determination/approval for official duty activity




VWhai woulo you oG ... 7

* In your lab you have received materials
from two different companies (for separate
experiments). You would like to do a study
combining the materials.

* Check with the TDC

- Will seek permission for the combination study

* New three-way agreement, or amendments
to existing agreements
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VWhaet woulo happen im ... 7

* A scientist signs a company MTA without review or
approval of his Institute’s authorized official (You
wouldn’t do thls of course). The MTA says the
company has a pald up license” to inventions made
with the material.

* The scientist reports an invention, which NIH
publishes as available for licensing. The company
comes to NIH with their MTA/paid-up license

* Check with TDC
- MTA did not have authorized signature
- Damage control




VWhai woulo you oG ... 7

* You are working under a CRADA collaboration,
and the research is progressing well

* The company expresses delight in working with
someone with your talent and invites you to come
In for a job interview. You are interested Iin
pursuing the opportunity. Now what?

* Contact Ethics




—orms o ntelleciual Property

* Patents
* Copyright (copyright symbol )
* Trade Secret

* Trademark (reg. symbol , trademark
symbol)




Copyrighis ] 1

ginal waorles of authorship” (lilce hoales,
m Ges, or 17lms)

F opyl [ght exisis the mstant the authar’s warls 15
T1en” i any tangihle meorum; no outy 1a:

- Reqgrster the warlowirth .S, Copyright Oirice

- Include Tormal notice (e.q., “© 2006 New Yorlk
Tfmes”)

L

of availahle Tor worls created hy

Copyright 1s |
1 PErsannel peErorming om n.[—dui:y Warl
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Copyrlghts

Comimon QUESHIGNS
“\What i & publisher FS‘[ S IME 10 8551gMN MY CopyIright?
- [nrorm the pullrsher that no copyright exists to he assigneo
- [T worl was writien e(ﬁ' [oovt Juty, no royalties allowed
* \What ahout “1arr Use?”
- "[&ir use” is & [asi-0itch detense wihen caught copying

 Contractor |owrr|( SOTTWaIe, ale 1
COPYITGNT 1S5UES 10 CONSIOEI?

- Yes: & confractor normally awns the copyright i their worls,
GVEN UNOET & r(vmm 1ENT CONMIact, 26 SUIe YoUr aGrecment
reauires delivery or exactly what yaou want, e.q., “right {0

redistribute”
- Note thaf sortware can [ie both paienico ano copyrighteo
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- InTormation having commercial va[ue

» [Resulis i profi: or Cosi-5avings

* [=ypensive ar airicult to replicaie/reverse-engineer
- That 1s secref i 7act

- Proviaea the awner takes steps reasonahile under the
circumstances ia (/e It SeCrer
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* GOVt 0665 NGE GENEIETE aNY (rB06 SECIEIS GN 115
OWM, Ut can acauIre them 1ram [private paries,
anid fies & legal auty o proi:ecf: conrraentrality

- I_([onym " Tecersl employee o lnowingly

NISCIOSE one

“Warnmg: risk of insider trading may extend to
grossly negligent “tipping o1
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* Dernrtron: A fraoemarls .
aNY Waoro, phrase, 1ogo, P oh
symhol, shape, numher, P
letter(s), color, sound, scent,
oI ofher oevice (ar
combination of these)
that serves to raentity the

Archer, Daniels &

sOUIrce Midland
or"p(rmr (JO0OAS OF SEIVIGES, Singapore
£N0 10 OISt nouvh hem mrom

SIMIEI GOO0S O SEIVIGES
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AGENCY 85 & 0 Jﬁ“ly SOUNGE OF
MTormairon, prooucts, ano -
CF‘['\/fFF‘Q NCI Comprehensive Cancer Center

10 protect the repuiation or the Agen PD
- Misuse of Government information, logo: ®

rmiply endorsement
- \/\/[m( ropyiroln s unsvailable to protect the
ieqrity or fovmm’ ey .ﬂmm materials




[ enneth Rase, Ph.D., =50,
NCI Technolagy Transfer Branch
6120 Executive Blvd., EPS Suite 450, Raclwville
Phone: (301) 496-0477
Fax: (301) 402-2117
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