A.

c.

lléBINCI POLICY ON JOINT ENDEAVORS
WITH COMMERCIAL ORGANIZATIONS

Purpose: This manual chapter implements NIH Instruction and
Information (I&I) Memorandum 00 84-2, Principles and Guidelines for
Joint Ventures with Commercial Organizations in the Support of NIH

Activities by estadesh1ng the NCI policy on joint endeavors with
commercial firms.

Applicability: The policy and procedures outlined in this chapter

apply to any and all joint endeavors between commercial firms and
NCI program elements or staff.

References: NIH I&[ Memorandum QD 84-2, Pr1nc1ples and Guidelines

o faor Joint Ventures. w1th Commercial Grgan1zatzons in.-the Support-qof:-

NIH- ACtIVItTES

Respon51b1l1ty:

1.

Assistant Secretary for Health (ASH) - must approve all joint

endeavors which involive any type of disposition of the
government's rights (i.e. patent rights, exclusive license,
assignment of rights) to inventions.

Office of the General Counsel (0GC), Ni~ - will answer any

questions about any legal issues that miy arise in conjunction
with collaboration with the commercial sactor. Matters
involving any disposition of the government's rights tg
inventions may be referred to the NIH Patent Attorney and the
NIH Patent Board.

Executive Committee NCI - will review and approve all proposed

agreements for joint endeavors except those in the form of
contracts, grants or cooperative agreements. The Director, NCI
will sign those agreements that must be forwarded to ASH for
approval.

Division Oirector, NCI - will review draft agreements for joint

endeavors or1glnat1ng in his or her Bivision and sign all
agreements after review and approval by the Executive Committee
except those requiring approval by ASH.

Investigator, NCI - will usually act as initiating agent in the

process of entering into collaboration with a commercial firm,
its employee(s) or representat1ve(s) by developing a prelim-
1nary plan and submitting it in the form of a draft proposal to
his or her Division Director for review an approval through
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the c09n1zant Laboratory or Branch Chief and whatever other
internal reviewers that Divisional policy may require,

Definitions:

COMMERCIAL SECTOR -- Includes any for-profit corporation, firm
or individual (2.g. - private companies, drug or device
manufacturers, insurance companies, etc.). The term
specifically excludes nonprofit organizations such as
philanthropic or non-profit institutions and universities.

SPONSOR -~ Any agency or organization that contributes
resources to another organization for the purposes of
conducting a prOJECt perform1ng an .activity or stqging an

,event

RESOURCES -- Includes Ci) funds to support a project; (2)
personnel to participate in the joint project; (3) services in
support of the project; (4) facilities, equipment, and
technologies that are utilized in the conduct of the project;
(5) materials or supplies that are consumed in the course of
the project; (6) contributions of ideas, suggestions or data.

PERFORMER -- a participating member in £ae joint endeavor who
jointly or singly conducts the project u-ilizing the resources
provided by sponsors, its own internal resources, or both. A
performer might be: (1) an NCI staff member or organizational
component; (2) a member of the commercial sector; (3) any other
organization.

MECHANISM OF SUPPORT -- The type of method or instrument used
to specify the amount of support and to define the terms and
conditions of the agreement to part1c1pate in a joint
endeavor.

JOINT ENDEAVOR -- any event, project or activity in which there
1s joint participation by the NCI and the commercial sector,

In order to be considered a joint endeavor, a collaboration
must have all of the following characteristics:

a. entry into the collaborative relationship must be
intentional and deliberate. In the case of a cgnference,
the NCI and the commercial organization must both be active




organizers for a collaboration to exist. The provision of
resources alone, one to the other or both to a third party,
does not, of and in itself, constitute a collaboration. If
a situation arises in which the NCI and a commercial sector
participant wish to collaborate on a: joint research project
project and, for reasons of administrative convenience, one
of the parties channels its contribution to the project
through a third party (e.g. FAES) or other conduit, the
collaboration would meet this criterion because the intent
of the relationship is collaboration regardless of the
means used to transfer funds or other resgurces.

0f course, any direct collaboration between the NCI and a
member of the commercial sector is presumed to be
. .1ntent1onal and, delaberate e . :

b. one of tne performers/sponsors must be a member or repre-
sentative of a for-profit organization or an individual
entrepreneur.

c. NCI and/or commercial sector participant must contribute
resources to the collaborative activity.

d. collaboration with a commercial sec::r participant must
have as its purpose the conduct of r:search; the exchange
of research information/technology transfer; or research
product or process development. Excluded from the
definition of a joint endeavor are any business relation-.
ships established to furnish supplies or equipment to the
government or to provide planning, analytical, logistical,
administrative support or other consultative or staff
services.

Informal and sporadic contacts between NCI staff and members of
the commercial sector to exchange ideas or provide small
amounts of relatively inexpensive resources (e.q. reagents,
cell lines or other research material) do not constitute joint
endeavors and, therefore, are not subject to the policy
contained in th1s manual chapter. However, repeated informa)
contacts should be examined and reported if the prolonged and
repeated nature of the contacts, when taken as a whole,
constitute a de facto col]aboratlve agreement with the
commercial sector.

anatfons from the commercial sector to the NCI Unconditional
Gift Fund would not be reportable because they involve no



callaboration between the donor and the recipient in a mutually
agreed upon project and they are, by definition, free from any
and all conditions.

Similarly, a Guest Researcher suported by an FAES fellowship,
where funds may have been donated to the FAES by a commercial
organization, is not reportable when there is no collaborative
understanding or placement of conditions on the use of the
donation. Conversely, a Guest Researcher supported under
conditions described in paragraph 6.a. above would be
reportable on the basis that the Guest Researcher is a
participant in a mutuaily ageed upon collaboration between the
NCI and the commercial sector donor.

.. Policy: It is NCI policy. to support .and foster collaborative =~ -~ .: .
',e??orts which will assist -in the attainment of the research goals S

of the Institute with all segments of the scientific community
including the commercial sectar.

A1l agreements for joint endeavors which will include at least one
commercial sector participant must be reduced to writing and signed
by all participants to protect the rights ind integrity of all
parties involved. In most cases, such agre-sents will be in the
form of contracts, grants or cooperative agr:ements between the
commercial sector participant and the NCI b.: they may take the
form of formal letters of agreement (see [1!.stration [).

General Principles and Guidelines: Because commercial firms have a
different orientation and motivation than non-profit and academic
institutions, there are certain factors that should be kept in mind
by anyone contemplating entering into a collaborative project with
a commercial firm. They are:

1. Research Priorities and Program Relevance - Joint endeavors
should be entered 1nto oniy when the purpose of the
collaboration is fully compatible with the research mission of
the NCI and the participation of the commercial sector
participant will enhance the possibility for successful
attainment of the project's goals. The availability of outside
sources of project funding should not affect the decision to
enter into a research collaboration with a commercial firm,

2. Scientific Quality and Integrity of the Project - The NCI
should do all that 7t can to ensure that the usual high
standards of scientific project performance are not compromised.




This is not meant to imply that the commercial sector generally
tolerates or adheres to lower standards of performance than
other segments of the research community but their needs and
priorities do not always coincide entirely with ours and this
could result in differing opinions on how a project -should be
conducted and research results reported. This being the case,
NCI staff should take appropriate measures to assure that
adequate agreements are developed that minimize the possibility
for misunderstandings about each participant's expectations of
the project and each other.

3. Institutional Integrity and Conflict of Interest - In any joint
endeavor with the commercial sector, there 1s the danger that
~ the participation of the NCI in the project could be exploited
.- -commercial -gain .through -advertising dr claim or appearance of. . ..
" official ‘endorsement of the NCI/government of -a commercial =~ .
product. NEI employees should be sensitive to this possibility
and make every effo~t to preclude its occurrence through
careful wording of 3> written agreement with the commercial
sector participant and diligent monitoring of their activity.

4. Dissemination of Scientific Information - One area that may be
particularly troublesome when dealing wi:n the commercial
sector is that of reaching mutual agresrant on when and in what
form scientific information describing :t:e joint endeavor is to
be released. The NCI has an obligation 31s a member of the
research community and as mandated by its authorizing
Tegislation to disclose and disseminate research results both
nationally and internationally. This obligation may sometimes
conflict with the desire on the part of the commercial sector
participant to assure its competitive position in the
marketplace by beating its competitors to the punch in product
or process development while quarding against disclosure of
trade secrets and other proprietary information. This
potential clash of conflicting interests can best be resolved
through negotiation and translation of the results of the
negotiation into a carefully worded written agreement between
the principals on the disclosure of research information,

Additional guidance on this subject is contained in Section E. of NIH
Instruction and Information Memorandum (I&I) OD 84-2 dated 10/19/84.

In most cases, collaborative agreements between the NCI and the
commercial sector will be in the form of contracts, grants and
cooperative agreements which are prepared and negotiated by specialists
and should reflect existing policy and procedures in the subject areas



discussed above. Other formats for collabgrative arrangements such as
Formal Letters of Agreement require additional care in their
formulation because they are done less frequently and without the
amount of staff assistance and policy guidance that accompanies
contracts, grants and cooperative agreements. A guide for the
preparation of Formal Letters of Agreement is attached as Illustration
1. Procedures on the development and approval process for joint
endeavors is contained in the section that follows.

H.. Procedures
1. The NCI staff member and the prospective commercial sector

collaborator begin preliminary discussions about the
possibility of a joint endeavor. The NCI staff member

. -discusses -the possibility of. a-joint endeavor -with.his, or her 7. -

" ' program-Director and/or Division Director and receives
permission to proceed with the preparation-of a draft agreement
following the guidelines -'ntained in this Manual Issuance and
NIH [&] QD 84-2 on the s.ite subject.

2. The draft agreement is reviewed by the :ognizant Program
Director and Division Director for soundness of scientific
approach, compatibility with Divisional! zand Institute mission,
research priority, financial feasibilitv, legal ramifications
and conformity with policy.  If the drai: is found to be
acceptable, it is given preliminary approval at the Division
Tevel and the initiator may proceed witn the development of the
agreement, :

3. If the agreement will be in the form of a contract, grant or
cooperative agreement, the Research Contracts Branch or the
Grants Administration Branch, NCI will see to it that the
appropriate clauses are contained in the instrument of
agreement and the appropriate people review and approve the
agreement. NCI officials planning an agreement for a joint
endeavor in the form of a contract, grant or copperative
agreement will follow established policies and procedures
applicable to these mechanisms of support and need not submit
draft agreements to the Director, NCI or the Executive
Committee for review and approval.

4, [f the agreement will be in the form of a Formal Letter of
Agreement rather than a contract, grant or cooperative
agreement and, if the agreement will involve some dispositicn
of the government's rights to inventions (i.e. patent rights,
exclusive license, assignment of rights, etc.), a copy of the




draft and a written request for review is sent to the Office of
the General Counsel, NIH. The initiator will wait for the
written response from the QGC before proceeding.

If the Formal Letter of Agreement does not involve any
disposition of the government's rights to inventions,
Divisional officials have the discretionary authority to decide
whether the draft agreement should be reviewed by the QGC or
nat. :

After completion of internal and/or 0GC review, the proposed
agreement is sent to the Executive Committee, NCI for review
and approval.

. "Affer‘review and approval by the Executive Committee, the -7 -

agreement will be either signed by the Director, NCI, if it
involves any assignment of the government's rights to
inventions, or signed by the cognizant Division Director. if it
does not involve disposition of the government's rights
inventions. Once signed by the Division Director, the
agreement can be forwarded to the commarcial firm for
execution.

If the agreement does involve disposition of the government‘s
rights to inventions, the agreement must be sent to the
Assistant Secretary for Health (ASH) for approval. After
receiving ASH's approval, the agreement '1ay be sent to the
commercial firm for signature.

If the agreement is not in the form of a contract, grant or
cooperative agreement, after execution by all parties to the
agreement, a Report of NIH-Profit Sector Joint Endeavor (see
[Tlustration Il) should be completed and sent the
Administrative Ufficer for the Program in which the agreement
originated for inclusion in the annual inventory which will
occur in October of each year and will cover the previous
fiscal year, Agreements with the commercial sector in the form
of contracts, grants and cooperative agreements will be
reported centrally. Divisional Administrative Officers will be
asked to verify the information collected on contracts, grants
and cooperative agreements and add reports on other formal
agreements with the commercial sector entered into during the
previous fiscal year. Reports from the various Divisions will
be collected, consolidated into an Institute report and
forwarded to NIH.




1. Additional Information The NCI contact person for matters relating
to joint endeavors with the commercial sector is the Director of
Staff Operations, Office of the Director. Questions on the
contents of the policy issuance itself should be directed to the
Management Analysis Branch, Office of the Director, NCIL.




FQUMDATION FOR ADVANCED EQUCATION IN THE SCIENCES

FAES Procram for Administration of Grants

General Information and Instructiaons

The FAES Board of Directors has established a program to administer grants of.
funds from outside sources for the support of research and training at the MIH.
Such’ grants have in the past served primarily to support research fellcws in
NIH laboratories, but they may be usad to supoport any rasearch or training
activity appropriate to the purposas of the NIH and of the FAES. A Grants
Committae has bean appeointad to oversas the program and to review and apgrove
requests to the FAES by NIH sponsors for the administration of 'such grants.

Such grants may inciude funds to pay stipends for one or more fellaws, salaries
and fringe benefits of employeas, supplies, equipment, travel, bocks, and
tuition. In order to offset the expenses of administering grants, FAES requires
that a 5 per cant management fee be added to each grant budget. If the donor
states in writing that its policy prohibits payment of a management fee, the

grants committes will consider accegting the grant with a waiver of the manage-
ment fea.

A sponsor who wishes the FAES to administer a proposed grant must make appli-
cation to the FAES on the appropriate form. FAES application Form F is for

use when the funds are intended solely for the support of a specific, designated
Fellow, including stipend. ‘Application Form G is used for ail.other purposes.

Befare a formal request for funds is sent to a prospective donor, the sponsor
(or principal investigator) must submit it together with either Farm F or Form G
to the FAES so that the Grants Committee can rev1ew it. The Grants Committe=
will normally approve such requests if: . Co :

{(a) the activity to be supparted is consistent with the purposes
of the NIH and of the FAES,

(b) the grant application requests funds for the chligatory
fringe benefits of proposed staff if indicated,

(¢) the grant applicant requests a 5% management fea, and

~(d) the proposal has beesn approved by the Institute's
Scientific Director. -

Renewal applications must be handled in the same way.

Infarmation on specific budget items will be found in the attached
instructions far Forms F and G.



Qther policies and guidelines include the follawing:

(1) The FAES will da all the bookkeesing for the grants it administers,
maintain all financial records, and submit financial statements to
donors as reguested.

(2) Unless other arrangements are made, stipends and salaries will be
paid by the FAES directly to the recipients aon the last working
day of each month. Instructions faor other arrangements for payment
.of stipends and salaries or for other kinds of expenditures should
be submitted to the FAES directly by the sponsor with sufficient
documentation to support the reguest for payment.

(3) It is the responsibility of sponsars to complete the NIH Guest
Worker form for aill recipients of grant-supperted stipends and
salaries.

(4) The FAES will not administer a grant of funds where any aspect
of the management cannot be made- pub]lc.

Attachment -
12/4/81



FAES Program for
Administration of Grants

3.

Specific Instructions far Form F
(Stipenas and Uther Support for rellows)

Three copies of Form F and one copy of the grant applicatiaon prenarsd
for the prospective donor must be submittad to the Executive Secretary
of the FAES, Mrs. Lois Kochanski, Building 10, Room Bl-L-lQl.

A separate Form F must be completed for each Fellow.

The FAES administers a group health insurance plan which is available to
all Guest Researchers at NIH. (See."tEmployee Benefits" page for costs.)
It should be noted that foreign Guest Researchers ara required by NIH to
have health insurance. Sponsors may wish to include a request for such
funds in their appT1cat1ons to donors.

To offset the cost to FAES of adm1n1stering grants, the FAES requires a
management fee of & per cent of the total grant, and prospective donors

‘must be asked for such funds. 1If a donor states in writing that his

policy prohibits the payment of such fees, the FAES will consider a
request for a waiver of this requlrement.

A1l Tines on Form F must be filled in with the requested information or
by the abbreviation "n. a.“ (not applicable.)

Before coming on duty, a11 fore1gn nat1onals must have their passport
examined by the Execut1ve Secretary of FAES.

A

Revised 7/26/83
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‘. Fo REQUEST TO FAES FOR ADMINISTRATION OF FELLOWSHIP

(use this form only if recipient is to be a FELLOW)

Date:
Donor:

{organization or person awaraing fteilowship)
Recipient: ,
Name

Highest Degree Institution Year

Citizenship

Resident Alien ‘ or Nonresident Alien

Registration # ~or Passport #
Visa category and expiration date )

Date of Initiation Date of Termination

Stipend: $
Other Funds:
(such as travel, tuition, bocks)

Health Insurance Premium:
Subtotal:

Management Fee (5% of Subtotal}):
Total Amount: $

Sponsor:
Name

- e— e —.. NIH designation _

NIH address ‘ " NIH Phone MNo.

I certify that the recipient of these funds will be primarily in training.

Signature ‘ Date .
Scientific Director: - ' -
-t - Name SR -
~ Signature ‘Date
FAES Recording: Date

Mrs. Lois W. Kocnanski,- Exec. Secretary
FAES Grants Cormittes Approval:

Date
Pr. Jdonn C. cbarnart, Chairman’
: Date
Oor. Alan Peterxorsky

Date
Or. Edward hutt .

1273731



FAES Prearam for
Administration aof Grants

Ermlovea Benafits

REQUIPED FOP FOREIGM GUEST RESEARCHERS: QPTINMAL FOR OTHER GUEST RESEARCHERS

Hospital Insurance Premiums per Month

Low Ootiaon Hiah Ootion
Individual $50.00 T $63.00

Family $118.00 $171.00

~REOUIRED FOR EMPLOYEES: . S .

-FICA {Social Security) _ - 7.05% of.salary from donor (max. salary
- 7.05% of salary from-employas -$39,600)

"MaryTand Uﬁemp1oyment'insurance- 3.1% of 1st $7,000 per year from donor

Workmens Compensation © = 0160% of salary from doner

Ravisad 1/1/858



FAES Program for
Administration of Grants

Specific Instructions for Form G
{(Grant Application)

1. Three copies of Form G and one copy of the grant application prenared
for the prospective danor must be submitted to the Executive Secretary
of the FAES, Mrs. Laois W. Kochanski, Building 10, Room BL-L-101.

2. In order to provide required benefits for employees being paid from a
grant, the FAES will serve as the employer of record for those_staff
members who will be providing a sarvica (as opposed to Fellows, who are
in training.) The benefits in question are Social Security (Secc. Sec.),
Maryland Unemployment Insurance, and Workmens Compensation. A 1ist of
current rates is attached. The application to the donor must contain
budgetary items to pay these costs.

3. The FAES administers a group health insurance plan which is avaiTable to
~ _all .Guest Researchers at NIH. (See "Employee Benefits" page for costs.)
Fareign Guest Researchers are required by NIH to have health insurance.

Sponsors may wish to include a rEquesb for such funds in their applica-
~tions to donors. . - . : oo : ,

4. To offset the cost to FAES of administering grants, the FAES requires a
.management fee of 5 per cent of the total grant, and.prospective donors .
—must be -asked “for such funds. If a-donor-states in writing that his -

policy prohibits the payment of such fees, the FAES will consider a ' )
request for a waiver for this requirement.

. \ .
‘5. In the case of a grant in which the -identity of a staff member and/or the o
salary amount have changed or were not specified in the original appli-
cation, the request for the payment shall originate with the sponsar on
Form F and be signed by the Scientific Director.

6. ATl 11nes on Form G must be filled in with the raquested 1nformat1on or
by the abbreviation “n.a." (not applicable.)

7. All foreign nationals must complete the first nine lines of Form F.
Before coming on duty, all such individuals must have their passports
examined by the Executive Secretary of FAES. It should be notad that
individuals halding J-1 visas are exempt from Social Security payments.
Those individuals holding J-2 visas whase employment is authorized by
the appropriate I-94 and individuals holding F-l1 student visas, which
can incliude 12 manths of work, should be covered by Social Security.

A1l support personnel will be caovered by Maryland Unemployment Insurance
and Workmens Caompensation In3urance.

Raevised 7/26/83



-

. Fo'r‘m G

REQUEST TO FAES FOR ADMINISTRATICN QF GRANT
(use this form if funds are for other than Fellows)
Date:
Donor:

Title of Grant or purpasa:

Principal Investigator (sponsor)

NIH designation

NIH address MIH Phone No.

Date aof Grant Initiation

Date of Grant Termination

Budaet 7 : Amount Peauasted
Personnel 'Cicizen—l Soc. ' M0 l WKMS .
~Name {(if known) and Title shin | Salarvy Sec, iUnemol.! Como. [Totals

il |

|
|
.
|
|
,.

[
| [
[ |
f f
l I

EQUIPMENT: o o o o & o o 2o o = o o o o s = « o o
Supplies: ¢ o ¢ o o o & & ; “ o s s 8 4 o v 8 e e e e
TTEAVETE v 4 e e e e m e s e e e e e m e e e e e e
Health INSUrANC2: o o o o o o o o « « 270 o =« o »
Other EXPEASES: « o o o s o o o v'e o o o o a o o
. SUBLOTATI . e e e e e e e e e '
Management Fee (5% of subtotal): e e e e e e e e
Total to be sent by donor: . . « . . ..

|

!

;
I
-
i
3

Signature of sponsor _ Date
Scientific Director:

"~ Name A

" Signature - . Date
FAES Recarding: | | ' Date

Mrs. Lots W. Xccnanski, &xec. Secretary
'FAES Grants Caommittee Appraval: .

- Data
- Ur. «40an L. Zbernartn, Cnairman
Date
Jr. alan Jecerkavsiy

ST e p TS
L Y
A e SRS
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PUBLIC HEALTH SERVICE
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Wa ——
SUBJECT

230b-735-4 CUTSIDE WORK AND ACTIVITIES

1. Explanation of Material Transmiffed: This chapter provides
quidel ines on outside work and activities, describes in
somewhat more detail than in the past the issues that govern
the approvability of requests to do outside work, and includes
additional changes for clarity.

a. Substantive additions to the guideiines are provisions
© relating to: _ -

(1) Naw-criteria for consultative service to industry.

(2) Acceptance of honoraria by the {ncumbents of certain
NIH positions.

(3} Conditions under which private medical and dental
practice may be permitted.

¥ b. Deletion of the requirement for a renewal Form HHS~520,
Request for Approval of Outside Activity, for continuing ?
activities where neither the position of the employee nor
the activity has changed since the initial approval.

2. Material Superseded: None.

3. Eiling Instructions: File in NIH Manual Serfes 2300 or Federal
© Personnel Manual Chapter 735. Holders of the Federal Personnel
- Manual should file the transmittal sheet {n the NIH Manual as a

cross-reference,
Remove Insert
None 2300-735-4 {(dated 8/1/85)
[l . E"' ?
F-401
F-403
F=405

NIH-1511.1 GPO 189.043
REY. 540
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2300-735-~4 OQUTSIDE WORK AND ACTIVITIES

s

Purpose and Scope This chapter states the policies and guidelines which
govern outside work and activities requiring approval above the level of
the BID Director and prescribes the procedures for obtaining approval.
Requests which may be approved within the BID are described {n NIH
Manual 1130 Delegations of Authority., Personnel No. 16.

Comprehensive regulations on outside work applying to all HHS employees
are contained in the HHS Standards of Conduct, 45 Code of Federal
Regulations Part 73 (Standards). This NIH Manual chapter interprets,
supplements and {s subordinate to the Standards but does address ftems
of particular interest to NIH. A copy of the Standards, concerning
outside activities, is found in Appendix 1. .

This chapter appiies to all NIH Civil Service and Commissioned Corps
employees. It does not apply to NIH staff who are not "employees," such
as guest researchers, visiting fellows, and members of fnitfal review
groups (grants., contracts and cooperative agreements) and special
government employees. This chapter does apply to visiting assocfates
and visiting scientists as they are considered to be NIH employees.

Background and References

1. Background The last official NIH statement on the {ssues of ocutside
work by NIH staff members was the 1970 NIH Manual chapter entitled
"Outside Work and Other Qutside Activities," subsequently deleted 1n
1978. A revised chapter was prepared in 1974, but {t was never
1ssued. Several specific problems were dealt with in NIH
Instruction and Information Memoranda or minutes of the Board of
Scientific Directors.

A Committes on Outside Work was appointed by the Director, NIH, 1in
1982 because of: the elapsed time since the last comprehensive
statement; new issues rafsed by requests from biotechnology
companies for consulting by NIH scientists; the desire of some
scientists to accept such invitations; and, in part, the perceived
need for additional guidance for NIH officials with authority to
recommend or approve outside activities,

The Cemmittee recommendations were approved by the Board of
Scientific Directors, the BID Directors, and the Director, NIH.

Executive Crder 11222, Section 202, provides the federal policy on
outside work: "An employee shall not engage in any outside
employment, including teaching, lecturing, or writing, which might
result in a conflict, or an apparent confiict, betwean the private
interests of the employee and his offfcial government duties and
responsibilities, although such teaching, lecturing, and writing by

NIH MANUAL RELEASE

8/1/85
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2300-735~-4 OQUTSIDE WORK AND ACTIVITIES

employees are generally to be encouraged so long as the laws, the
provisions of this order, and Office of Personnel Management and
agency regulations covering confiict of interest and cutside
employment are observed.“

. 2. References The authority of the Director, NIH, to formulate and
© {ssue policy on outside work and activities is 45 CFR
§73.735-708(a)(4), Other related references are:

a. Executive Order 11222
b, Federal Personnel Manual Chapter 735
c. 45 CFR 873.735-701 et. seq.; HHS Personnel Instruction 735-1
d. CC Personnel Manual Chapter CC 26, Subchapter CC 26.1c
e. NIM Manual 1130, Delegations of Authority, - Personnel No. 16,
- Qutside Activities or Work and Statements of Employment and
Financial Interests

C. Responsibilities The Director, NIH, reserves the authority to issue
© policy and procedures concerning outside activities. Any BID
suppiementation must receive prior approval of the Director, NIH.
Officials with authority concerning outside work and activities are
Yisted {n NIH Manual 1130, Personnel No. 16.

1. RBecommending and Aoproving QOfficials (See NIH Manual 1130.
- Delegations of Authority) are responsible for: ‘

a. reviewing each Form HHS-520 and appraising it on the basis of.
© the Standards, and all other applicable laws, regulations, or
internal rules of the PHS or NIH;

b. consulting with the NIH Legal Advisor in all cases that raise a
- difficult or novel question of law or fact;

. ¢. examining the propriety of the Form HHS~-520, using their
knowledge of the intricacies of the responsibii{ties of the
employee and the relationship of the proposed activity to NIH
programs;

d. assuring that any reiationship of the activity to NIH programs
© or responsibilities, or any official relationship with other
agencies, organizatfons, or individuals {is disclosed on the Form
HHS-SZO;
e. communicating disposition of the Form HHS-SZO 1n writing.

2. Recruitment and Employee Benefits Branch [(RERR), Div*ston of
Parsonpel Management (OPM) 1{s responsible for:
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a. reviewing each Form HHS-520 and Form HHS-521 for compliance with
© statutory, regulatory and NIH requirements;

b. obtaining additional information from fnitiating BID or outside
source to clarify conflict {ssues, i{dentifying precedent cases,
and recommending approval/disapproval on those Forms HHS-520
requiring disposition within the Office of the Director;

¢. providing assistance to supervisors, BID Qutside Work
- Contacts/Personnel Officers, recommending and approving
officials;

d. requesting the Form HHS-521, in July of each year, on all
continuing outside work or activities; reviewing Form HHS-521
for discrepancies between the reported {nformatfon and the
information in Form HHS=520 on which approval was based, If a
discrepancy is Indicated, REBB forwards the matter to the
approving official for review and disposition;

e. preparing a stati{stical summary of the year's activities and
* reporting emerging trends or problems to the Director, NIH;

; f. mafntaining copfes of Form HHS~520 approval/disapprovals and
. - Form HHS~521. ' '

3. BID Qutside Work Contact/Personnel Officer {s responsible for:

a. reviewing each Form HHS-520 for conformance to procedural
"~ requirements; accuracy and completeness, and forwarding to REBB
for processing;

b. requesting annually, Forms HHS-521 from each employee who
- recejved approval for a continuing outside work or activity.
. comparing reports to requests, reconci{ling {nconsistencies and
forwarding Forms HHS-521 to REBB by October 1l of each year;

c. requesting renewals of Form HHS~520s where necessary.
4, BSupervisors are responsibie for:

a. acquiring a working knowledge of pertinent statutes,
© regulations, policies, and procedures regarding outside work;

b. helping their employees understand requirements;

¢. assuring that program-related considerations are disciosed on
© the Form HHS~520,
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5. Employees are responsible for:

a. acquiring a working knowledge of the DHHS Standards of Conduct
- and of PHS and NIH policies regarding outside work;

b. submitting Form HHS-520 when required (see H below);

c. providing compiete Informatfon on the Form HHS—SZO and attaching
© additional material 1f necessary;

. d. finitiating a revised Form HHS-520 for all continuing activtties
- 1f they change positions or if there {s a change in the
activity;

e. submitting the required Forms HHS-521 by September 10 of each
© year to the BID Outside Work Contact/Personnel Off{cer;

f. obtaining advice and assistance from supervisors, and/or BID
- Qutside Work Contacts/Personnel Officers when needed.

0. Relationship o the HHS Standards of Conduct This chapter is

" interpretive of the Department's Standards of Conduct. In all cases.
proposed activities must be permissible under the Standards in order to
be approved by NIH. Interpretation and application of the Standards
have taken into account the role of the NIH in the broad support of
biomedical research and trafning throughout the United States and the
NIH programs in patifent care. For these reasons requirements of this
chapter are i{n some {nstances more restrictive than those of the

Standards. The following paragraphs summarize some of the provisions of
the Standards and their {mpiications.

TV sy

The Department's Standards of Conduct permit employees to engage in
certaln types of outside activities. The provisions of the Standards
relating to outside activities apply to all HHS employees except for
special Government employees, and apply whether an employee is on Jeave,
Including leave without pay, or on or off duty. All employees should be
familfar with these requlations {45 CFR Part 73), Before an employee
may engage 1n specified types of outside activities, advance
administrative approval must be obtained., The categories of activities
for which advance administrative approval is required urnder the
Standards are as foilows:

¢ Certain writing or editing activities [see 45 CFR
§73. 735-705(d)]

8 Certain types of toaching [see 45 CFR §73. 735 ~706(b)1;
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e All professional and consultative services;

o Any other outside activity for which the head of an Operating
Division of HHS (OPDIV) (PHS, for example) or the head of an
QPDIV subunit (NIH, for example) Imposes {nternal requirements
for administrative approval; and

o Certain offfce-holding activities {in professional societies [see
45 CFR §73,735-707(b) 1. '

Requests for advance approval are initiated by submitting Form }d4S~ 520,
Request for Approval of Outside Activity (see Illustration l). The -
request should clearly and completely describe the nature of the
preposed activity. and how it {s compatible with the Standards of
Conduct.

The Standards further provide that in reviewing requests for approval of
outside activities, the approving official shall appraise each request
on the basis of the Standards, and "all other applicable laws,
regulations, or internal rules"™ of the PHS or NIH.

* =

Guidelines to Employees and NIN Qfficials Who Recommend or Approve
Qutside Work In general, previous NIH policies continue. A majJor
exception is consulting for industry. Although it had been previous
policy to disapprove such requests, consulting is now permissible under
certain circumstances. This change recognizes: the increasing desirs
of NIH scientists to consult for nongovernmental for-profit
organizations that are engaged in biomedical research, the increasing
importance of these organizations in contemporary biomedical research,
Executive Branch encouragement of closer governmental/private sector
cooperation, and the belief that conflict of interest problems can be
avoided {f the safeguards {in this chapter are followed.

Employees should be familfar with all of the outside work guidelines and
determine which pertain to them. Certain requfrements, such as those

governing consulting with industry. apply to all NIH empioyees. Others
apply only to extramural program administrators. An extramural program

administrator who wishes to consult for industry must satisfy hoth sets
of requirements.

NIH employees should be aware of and sensitive to activities that may be
Tnappropriate because of the potential for embarrassment to NIH, HHS, or
the Federal Government. For examples in certain circumstances, becauss
of an NIH employee's professional credentials, a nongovernmental party
may seek to retafn the employee to testify as an expert witness at a
trial or similar forum. This should be avoided when the subject is
highly controversial and the general public Is T1ikely to attribute the
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employee's views to NIH. (Note that NIH employees are subject to a
formal PHS policy restricting testimony in private 1itigation as part of
official duties. See NIH Manual Chapter 1171.) (Also see E-9 below.)

1.

Basic Requirements For All Emplovees In all cases of proposed
outside activity, the BID should first determine whether or not the
activity should be authorized as official business with NIH paying
the travel and other expenses, if any. Only activities other than
official business are controlled by this chapter.

Each NIH employee 1s expected to so reguiate any outside activfties
as not to fnterfere with performance on the job or constitute a real
or apparent conflict with job requirements. A1l responsibilities
must be so organized that NIH time or facilities will not be
committed (e.g.» the employee will be on annual leavel. No NIH
employee should engage in any outsi{de activity which would:

o Constitute a real or apparent conflict of interest;

e Tend to damage the NIH appearance of objectivity 1n the eyes of
the biomedical community, particularly those organizations whose
products are tested by NIH or with which NIH participates '
through grants., cooperative agreements or contracts;

o Interfere with an employee's regularly assigned duties.
"Regularly assigned duties" include the total set of obl{gations
and responsibilities which characterize the performance of
professional researchers and research administrators at the NIH.

The employee 1is {nitially responsible for avoiding such activities.
When there {s doubt 1n an employee's mind about the propriety of
contemplated activities, he or she should consult with the
supervisor before undertaking the proposed cutside activity. In any
case where there {s dcubt or where the contemplated outside activity
involves professional performance or other activities for which

~ advance’ approval must be sought under 45 CFR Part 73 and this

policy, Form HHS-520 should be submitted to the employee's
supervisor,

Some NIH offfcials hold positions of such natfonal prominence that
most of their proposed outside work activity could reasonably be
considered to fall within their officlal responsibilities for which
they are already being compensated. There are, however, some
activities outside the scope of their official duties for which
remuneration can be accepted. ODetails are containsd in E.3 below.
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Some NIH officfals hold positions that appear to enable them to
influence a grant, cooperative agreement or contract award. They
may not accept an honorarfum for any outside work activity from an
institutfon or organization that has recently negotiated, or in the
near future may be expected to seek, a grant, cooperative agreement
or contract from NIH.

Official NIH travel funds may not be authorized for travel related
to outside work. When participating in an official role, it is
preferable to travel on official travel funds. On occasion (defined
by the travel regulations) {t may be proper to accept payment frofm
an outside institution, i{n l{ieu of Government funds, for travel
expenses when the visit {s on offfci{al business.

Profession-Oriented Activities of MIH Emplovees The NIH

requires each employee to submit a Form HHS-520 to the employee's
supervisor for approval before engaging in outside activities which
require the use of professional qualiifications readily identified
with NIH employment.

Activities subject to this requirement include private medical and
dental practice, consultative services, teaching and lecturing, and
the acceptance of awards or any form of compensation from a
"for-profit" organization. Each request will be Judged against the
basic requirements criteria 1isted above and on individual merits.
The requirements of individual NIH assignments vary sufficiently so
that outside work appropriate for an employes In one assignment may
not be appropriate in another assignment.

Teaching, lecturing, and
speechmaking-activities, with or without remuneration, ars
recognized as beneficial to NIH and to staff members who are so
engaged. Employees may participate in these activities with prior
approval,s provided the conditions set forth 1n the Standards of
Conduct (573, 735-706) are met.

By statute, an honorarium for any one article, appearance or lecture
is 1imited to 2 maximym of $2,000, excludipng amounts for actual
trave] and subsistence expenses for the employee and his/her spouse
2 U.S.C. 4417). The term "honorarium" means payment of money or
other thing of value whether made gratuitously or as a fee for an
appearance, speech, or article, but does not {nclude salary or
compensation made for services rendered on a continuing basis, such
as for teaching., or as proceeds from the sale of a book or similar
undertaking. (See Section 4.b below for limits on lecturing for
industry.) s
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Both NIH employees and approving
officials should recognize that consulting for industry raises
special concerns. “Industry," in this case, means a for—profit
firm or a non~profit organization which seeks to develop and/or
market, directly or indirectly, a technique, process or product.
The possibility exists that an employee will be tempted to alter
the direction of research activities {n order to benefit the
company for which consulting 1s performed. In addition, the
more time spent in outside consulting and “the more compensation
received, the greater is the potential for conflict of 1nterest
or adverse effect on the emp]oyee s official NIH
responsibilities.

The following requirements apply to consultations for industry:

o Consulting work that utilizes the general knowledge and
expertise of the employee may be approved to be performed on
_an ongoing basi{s for a particular individual, company or
institution. However, information concerning the empioyee!s
ongoing NIH research should be available on a non-exclusive
basis, through, for example, lectures such as those
presented at an open conference,

o OQutsi{de consultation with private industry for compensation
requires the approval of the Director, NIH.

o Total compensation from consulting is 1imited to $25,000 per
year, with no more than $12,500 from any individual company. K7
Compensation may not include stock options, nor may the ‘
employee own stock in the company for which he/she consults.
The amount of compensation {5 required to be listed on Form
HHS=520 under {tem ll: "Method or Basis of Compensation."

® No service on a Board of Dirsctors {s permitted.

¢ No government time, facilitles, or other resources may be
used.

o A company cannot list the name of the NIH scientist or
his/her affilfation with the NIH in material used for
publicity or promotional purposes,

o If outside consulting work {s to be performed during normal
NIH working hours, the NIH employee must be on annual leave
or leave-without-pay and not present at the employee's
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normal duty station. (Commissioned Officers are required to
take one day of annual leave for each day during which any
consulting takes p]ace.)

X- o A tentative contract between the employee and the
proposed outside employer is to accompany the application
for approval, Form HHS~520, for such work. (A copy of any
Signedcontract 1s to be sent to the Division of Personnel
Management, Office of Administration.) The proposed
contract shoulid include statements on the following:

s0 The number of work days per year.

e A stipulation that the work will neot interfere {n any
way with the employee's responsibilities at NIH; that
the work will be done on annual leave or
leave-without-pay from NIH; that the employer will have
no proprietary interest in any work that the employes '
has done or wiIlT do at NIH; that the employee will not collab-
gTs8To5e any Tnformation derived from work at the NIH &greem
until 1t has been disclosed publicly, either 1in a
written publication or in an oral presentation at a
lecture or mesting which is open to the public and that
has been publicly announced; and that the employer will
not refer, fn anything distributed for publicity or
product promot1on. to the employee’s affiliation with
NIH.

ee The methed and amount of compensation for the employee's
services and expenses,

ee¢ The employee's obligation to report certain 1nventiohs

made by the employee to the Government. The following
language {s recommended:

"Notwi{thstanding any other provision in this
agreement, the consultant shall not be restricted from
reporting an invention made by the consultant (whether
alone or jointly) to the Department of Health and
Human Services (HHS) as required by Federal
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regulations at 45 CFR Part 7.% Nor shall anything 1in
the agreement restrict or preclude the ability of HHS
to ascertain its rights in such an {nvention.”

es The employee may agree not to divulge to other parties
confidential information provided by the employer.

Exclusive contracts (i.s.s contracts 1n which the employee
agrees not to consult with any other company) may not be
signed. '

Interactions with a particular company on unpublished or
undisctiosed NIH research should only be carried cut under a

collaborative agreement as part of the employee's official
duties.

Scme examples of consulting activities that would not be
approved include:

Consulting for a company that has applied for or received a
ressarch contract with the employeets own BID,

Consulting to assist a company in the preparation of grant
applications, contract or cooperative agreement proposals,
or project reports to be submitted to any part of the
Federal Government, with the exception that such activity
can be approved if it is intended that the employee is to be
named as principal investigator. Then the provisions of
section G of this Chapter and of NIH Manual Chapter 4204
apply. '

Consuiting for a company whose products are leased or
purchased by the NIH, when the employee has a role in such
acquisitions that could lead to a conflifict of interest. The
DHHS Standards of Conduct prohibit an employee from
participating fn a decision, e.g., the decision to lease or
purchase equipment, fnvolving organizations in which the
employee has a financial interest, such as a consultative
relatfonship with the company.

*Those regulations require the reporting of any fnvention made

by an HHS employee that bears any relatfon to his/her official
duties, or that was made in whole or in part during working hours,
or with any contribution of Government facilities. equipment,
material, funds, or Information or of time or services of other
Government employees on official duty.
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o Consulting for a company if the official position of the
employee is 1ikely to be used to promote a product or
sarvice, or to imply an official point of view or action of
the Department.

b. Lecturing for Industry Lectures of an open nature, in an
- 1ndustry-sponsored forum, are permitted subject to the statutory
limitation on maximum remuneration per instance of $2,000 with
the added 1imitations of no more than $12,500 from any one Lect fé

company per year, and a maximum of $25,000 from 1ectures_§9 ! .
Tndustry in any one year. o Umes o

) 7

Qutside work on the part of high level NIH officlials may, under
certain circumstances, be permissible. It must be recognized,
however, that some high level NIH officials (NIH Director, Deputy
Directors, and Associate Directors; BID Directors and Deputy
Directors) hold positions of such national prominence that most
potential outside work opportunities could reasonably be considered
to fall within thelr official responsibilities. These officials
must be circumspect about engaging in outside work for remuneration
in order to avoid causing embarrassment to NIH or c¢reating a real or
apparent conflict of interest. Thers are occasions, however: when
they can separate themselves from their official role and accept
remuneration. It must alsoc be remembered that many high level
officials participate in the awarding of grants, contracts and
cooperative agreements and therefore will be restricted from
accepting remuneration from those recipients of federal financial
assistance or from persons, institutions or organizations
potentially falling into these categories. With these restrictions
in mind, the following types of work are examples of permissible
outside activities provided they are permissible under the DHHS
Standards of Conduct and are approved in advance in accordance with
this policy.

e HWriting or editing scientific material for publication.

o Lecturing at natfonal or international symposia or conferences,
when such lectures concern the employee's recognized area of
professional expertise and do not pertain to his/her official
responsibilities.

o FParticipating 1n a committee for selecting reciplients of awards
or prizes. '
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e Teaching, lecturing, or participating in the préparation of
examinations for nonprofit professional societies such as the
American Board of Internal Medicine.

e Serving as a lecturer sponsored by'a privats endowment that is
not connected with or controlied by an 1inst{tution or perscn
receiving grants, contracts or cooperative agreements.

Approval for all remunerated outside activities comes from the
Director, NIH. In the event of disapproval of a proposed activity,
the high level official may request that the Director, NIH, seek an

advisory opinion from an appeals committee composed of the three NIH
Deputy Directors.

Outside Work by Extramural Program Adminicirators No major change
has been made from the previous policy that gensrally restricted
outside work for remuneration by extramural program administrators,
because of thelr responsibilities for grant, ccoperative agreement
or contract review or administration.

In many ways, extramural program staff are similar to BID Directors
and other high level NIH officials. Because of their role in making
or influencing funding decisions, extramural staff must be
considered separately from intramural scientific or general
administrative staff, Thus an extramural administrator cannot
tacitly be assumed to be free to give the commencement address at
his/her alma mater, for sxample, and to receive an honorarfum. It
would be 1nappropriate to do so if that instituticn is, or is likely
to be, a recipient of NIH funds.

A useful approach in determmining whether a given outside activity is
appropriate or not is to consider the following five
characteristics.

‘a., Nature of the Group or Agency Associated with the Qutside Work

In most instances, the nature of the work spensor will be the
paramount consideration for extramural program adminfstratoers.
Opportunities for outside work at institutions that are actual
ar potential recipients of NIH financial support should, 1in
general, be declined. This would exclude most major non~-profit
erganizations such as universities, research {nstitutions, etc.
The exclusien extends also to profit-making organizations that
are eligible for grants, cocperative agreements or contracts,
The exclusion might also extend to a variety of voluntary
agencies that, from time to time, receive NIH financial support.

In particular, it almost always is inappropriate to receive an
honorarium from such an organization.
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An extramural employee may accept an invitation to serve as an
officer of a 1earned society or a professional or scholarly
organization. He/she must secure advance approval 1f (a) the
organization has or is seeking a grant or contract with the
employee's Bureau, Institute, or Division, or (b) the
organization is one which customarily expresses publicly views
on matters of legisiative or administrative policy within the
specific areas of concern to the Department. Thus, for these
societies and organizations, the guidelines for both extramural
and intramural employees are the same.

In some circumstances it may be {mportant to judge whether the
extramural employee can be isolated from further NIH decisions
fnvolving the Inviting organization. Thus, currently, the
outside employer may have no NIH support and {t may seem
unlikely that 1t ever will. 1If that situation changes in the
future, it may be advisable to divorce tha staff member from any
determinative role in funding decisions.

Staff Member Thers is, to some extent, a hierarchy of potential
conflicts based upon the Individual's precise role and influence
in making funding decisions. Thus, a somewhat higher degree of
sens{tivity should exist for award-making program staff as
cempared with an employee who {s working entirely in program
planning and evaluation. Executive secretaries of {nitial _
review groups may be viewed as occupying a somewhat intermeviate
position.

Nature of the Outside Activity Assuming the outside work
request i{s consistent with the factors concerning the nature of
outside organizatfon and the functions of the employee, (a and b
above) judgment must next progress to this assessment.
Individual circumstances of the request need to be judged. Some
types of outside work are more readily justified than others.
For example, scholarly writing, editing, and publishing are -
allowable, Similarly, an extramural administrator may serve on
a prize committee that 1s evaluating individuals for awards
based upon past accomplishments. Such evaluations and
recommendations are primarily retrospective. On the other hand,
service on search committees and review panels that are related
to the broad area of biomedicine may be inappropriate., whether
with or without compensation.

Nature of the Topic Even 1f the proposed outside work does not
relate to the employee's current activities at NIH, there may be
reason for disapproval., The outside work activity may be
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related to professional activities that the staff member was
engaged 1n prior to Joining NIH, or may relate to activities
that are outside biomedicine (e.g., the arts), but the activity
may be proscribed if the inviting agency is a current or
potential recipient of NIH funds. This serves to emphasize the
overriding importance of the first factor, "The Nature of the
Group or Agency Associated with the Outside Work."

e. Nature of fhe Compensation The size and type of compensation
must also be considered and both qualftative and quantitative
factors deserve consideration. Compensation may involve a cash
fee or honararium or an award, honor., or prize (recognition and
prestige have value), travel funds, housing., or procvision for
other costs and expenses. There are, of course, activities that
will be considered impermissible whether or not compensation {is

"~ provided.

Qfficers An NIH {ntramural scientist serving as a contract project
of ficer may accept compensation from an institution only if the
offfcial duties of the scientist, as a contract project officer, are
not related to that institution. For example, any lecture delivered
to an institution to which the offic{al duties of the scientist, as
a2 contract project officer, are related, must be on "official duty"
with all expenses paid by the NIH. If that intramural scientist f{s
Invited by a department (not institution) which has no contract
relationship with him/her but does receive BID contract funds, the
scientist may not accept an honorarium, but may deliver a lecture to
that department on "official duty" status. The scient{st may
ordinarily receive, on behalif of the government, travel expenses
and/or per diem 1n payment-in-kind ({f approved on Form HHS-348,
Request and Approval for Acceptance of Payment of Travel Expenses in
Cash or 1n Kind. Ses NIH Manual 1500).

An NIH intramural scientist contract project officer may accept an
invitation by a department of an {nstitution in which a diffarent
department receives a BID contract so long as the scientist, as a
contract project officer, has no relationship with the institution.
Use Form HHS=520 for this request. He/she may also deliver a
lecture to that department, as an "outside activity," and recefve an
honorarium, travel expense, and per diem allowance for hotel, meals,
etc., with these expenses being paid by the requesting department.

Service to Contract, Cooperative Agreement or Grani-Assisted
Brojects Remuneration may not be accepted for service of any kind
to a PHS contract, cooperative agreement or grant-assisted project,
This policy does not automatically preclude remunerated or other
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service to an organizatfon in {ts institutional capacity when some
part of the organization is receiving a contract or grant. It does,
however, preclude service to any specifically identified contract,
cooperative agreement, or grant—assisted project of such-an
organization.

For example, if a university receiving a PHS contract, cocperative

agreement, or grant for a specific project requests the services of
an NIH staff member for such project, the service may be authorized
only as part of official duties.

However, {f the requested service i{s for some other project of the
university which is not assisted by a PHS contract, cooperative
agreement, or grant, this limitation does not apply as Tong as the
service does not include participating in applying for a PHS
contract, cooperative agreement, or grant.

In fact, all NIH employees must be extremely carsful in even
providing information about possible contracts as, under the Federai
Acquisition Regulations, providing unequal assistance to potential
contractors can have serjous consequences,

It is important that this policy be understeod by those arranging
for or recommending approval of cutside work. An official who
inftfates a request for approval of service for which there will be
remuneration must ascertain and state whether or not the precposed
remuneration is derived in whole or in part from a PHS contract,
cooperative agreement or grant.

9. Clinical Pragtice Private clinical practice may be requested on
Form HHS-520 and {s generally permitted, if on one's .own time,
subject to administrative restrictions. It 1s generaliy limited to
a maximum of & hours per week (400 hours per year). Each employee

requesting authority to engage in the private practice of medicine
must agree that:

o No patient, with whom a continuing physician-patient
relationship 1s established 1n outside private practice, will be
referred to the NIH as efther an {in-patient or out-patient as a
consequence of that relationship;

e The employee will never knowingly establish a physician-patient
relationship in outside private practice with any current or
recently discharged NIH patient; and

o No employee with final responsibility for the admission of
patients to the Clinical Center may receive a fee for service as
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2 consultant to another physician where the condition of the
patient would appear to make the patient eligible for Clinical
Center admission in an area currently supervised by that
emp]oyee.

Furthermore, an NIH empioyee should not accept a primary
responsibility for the care of one or more patients except in
circumstances where it will clearly not impose on, or interfere
with, his/her responsibilities as a Federal employee.

Qutside Work Involvying Testimony fn Private Litigation

PHS policy on testimony in private 1itigation {is found in NIH Manuaj
1171. That chapter does not cover testimony in an employee's
private capacity.

The controversial nature of some private 1{tigation and the
sensitivity of the {ssues that may be inveolved have already been
mentioned. For example, {f such testimony would necessarily involve
using the names or patient records of former NIH patients, the
employee would have to testify in his/her official capacity in
accordance with NIH Manual Chapter 1171. For thase reasons each
employee requesting outside work approval lavolving testimony in
private 1itigation must agree that:

e No NIH information or data will be used that has not yet been
published.

e No present or former NIH patient names or patient records wiil
be used.

o If the case involves a patient seen at NIH, the employee will
disqualify him/herself,

e Any opinion rendered will be his/her own personal opinion and
not that of NIH or the Department, and

¢ The subject of the 1{tigation is not centroversial and is not
11kely to become controversial in the future.

The Director, NIH, retains authority to approve requests for
partfcipation in 1itigation as an outside activity if the Government .
is 1ikely to be a party to the 1{tigation, 1s 1tkely to request
leave to serve as a friend of the court, or {s known to have a
substantial Interest in the 1itigation. Consultation with the
Office of the General Counsel must precede such approva]. Authority
to disapprove ‘

MANUAL RELEASE
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such requests {s delegated to Deputy and Associate Directors of NIH,
and BID Directors. in their respective areas.

e Approved cutside work and activities must
be undertaken outside of officially scheduled work hours or during
periods of approved leave. In the case of Commissioned Officers,
station Jeave may not be used for ocutside work, and annual leave must be
taken in whole days rather than in hours.

e
Maming an NIH Intramural Scientist as Principal Investigator Anm NIH
intramural research scientist, while still an NIH empioyee, may, under
certain conditions, develop plans for research and similar projects and
prepare grant applications or contract proposals to be submitted by a
non-Federal institution or organization to NIH or other Federal agencies
for consideration for funding, The employee may be named as the
propesed principal investigator., The cond{ticons are quite specific and
must be adhered to in order to avoid violation of the DHHS Standards of
Conduct and Federal conflict of interest statutes. This subject is
fully covered in NIH Manual Chapter 4204 to which any interested
employea should refer.

Brocedural Requirements
1. Initial Approval

a. Before commencing any outside activity requiring advance

- administrative approval, an employee must obtain that approval
by {nitfating a Form HHS=-520, Request for Approval of Qutside
Activity. For supplement2] material which will assist employees
in providing necessary information see 1.2 below, Preparation
of Requests, The Form HHS-520 should be initiated well ahead of
anticipated commencement of the activity. Recommending and
approving officials are specified in NIM Manual 1130,
Delegations of Authority.

b, Recommending officials are responsible for establishing routing
and copy requirements for Forms HHS-520 under their authority.
A1l Forms HHS-520 must be routed through the REBB for review
(original and one copy).

c. Forms HHS-520 should reach the REBB at least two weeks before
the proposed activity is to begin. A reasonable effort will be
made to review late requests so that they are approved prior to
the performance of the activity. REBB recommends disposition to
the appropriate approving official.

NIH MANUAL RELEASE
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After approval/disapproval, the original request is returned to
the REBB for forwarding through the BID to the employee, The
REBB w111 retain a copy of the approval/disapproval and maintain

. the official file of Forms HHS-520.

" Renewals of continuing activities (e.g., private practice) must

be submitted 1f the employee changes positions or 1f there is a
change in the activity.

2. Aopual Report

b.

Each person performing a continuing activity (versus a one-time
activity) must file a Form HHS-521 by September 10 of each year
for the prior 12 months.

The original Form HHS-521 1s to be submitted to the REBB, where
it will be reviewed for discrepancies between the reported
informat{ion and the information in the Form HHS-520 on which
approval was based. Discrepancies will be brought to the
attention of the approving official for review and dispesition,
The Form HHS=-521 1s retained by REBB with the approval copy of
Form HHS-520 1n accordance with the Privacy Act and other
requirements.

I. Preparation, Routing., apnd Approval of Requesis
1. Quiside Work and Activities Requiring Aporoval

The following outside activities require advance approval:

a. Teaching, lecturing, and speech making.

b. Professional and consultative services with ou£side
© organizations.

c. Private mediczl and dental practice.

d. Consultative service relating to patfent care,

e. Service on boards or committees.

f. Writing, editing, or publishing.

g. Holding office in a professional organization.

h. Any outside work or activity by an NIH employee, in his/her
- Government capacity or otherwise, which creates a real or

NIH MANUAL : RELEASE
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apparent confiict of interest or about the propriety of which
the employee is uncertain.

i. Any other outside activity for which the Director, NIH, impcses
© an approval requirement through an amendment to this manual
chapter. -

2. Preparation of Reguests A1l requests are made by submitting Form
HHS-520, Request for Approval of Outside Activity to the employeels
supervisor. To avoid delays in processing requests and possible
complications from failure to obtain approval prior to commitment ‘to
participate in an outside activity, give specfal attention to
completing the following items on the form::

Requesting fmployee

—> Item 7. Indfcate "Nature of Activity" according to the
categories 1isted under section I.1 (Qutside Work and
Activities Requiring Approvall or other topic titles
found in this chapter. For teaching and lecturing give
title of course or lecture. For writing and editing
give title of chapter, book, or journal, and add the
following statement: "The Department’s requirements
with regard to writing and editing done not as part of
offic{al business will be obssrved.™

—» Item 8ec. If answer is "no" show how absence will be accounted

: for during official duty hours. Hours/days of absence
from work in 8c. must agree with 8a. "period covered.®
If employee is departing after work hours or returning
before or during work hours, please so indicate.
. 1tem 1l. List the method and amount of compensation for any

proposed consultation with {ndustry.

Reviewing Qfficial

Ttem 18c.  Indicate title of approving official.

3. Approving Officials Offfcials authorized to approve requests are
specified in NIH Manual 1130 Delegations of Authorfty - Personnel
No. 16. '

4. Aonual Report By September 10 each year each employee for whom a
continuing outside work has been approved during the past year must
report the items shown fn 45 CFR §73,735-709 (shown in Appendix 1)

NIH MANUAL RELEASE

8/1/85



wl

2300-735-4

Page 20

2300-735-4 OUTSIDE WORK AND ACTIVITIES

using Form HHS-521 "Annual Report of Outside Activity," shown 1n
ITlustration 2.

J. Information and Supply of Form HHS~520 Further information and coples
© of Form HHS-520 may be obtained from BID personnel offices.

K. Additional Gopies of this Chapter For extra copies of this chapter,
- send a Form NIH=-414«5, Request for NIH Manual Chapter, to the Printing
and Reproduction Branch, Division of Administrative Services, Building
31, Room B3BEQ7. ' )

NIH MANUAL RELEASE
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REQUEST FOR APPROVAL OF OUTSIDE ACTIVITY 3 Initial Requwst
{3 Revised Request
[Ref. HHS Persannel Guidas for Supervitars, Chapter [V, Guide 7, Supplemsnt 1) | T Renewal

NOTE TO EMPLOYEE: Soe Information on Reverss Side of This Form

1. NAME fLast, First, Initisl} 2. ORGANIZATIONAL LOCATION {Principal Operating Compo-
nant, Sureau, Division}

3. TITLE OF POSITION 4. GRADE AND SALARY {Faderafl

*5. NAME, ADDRESS AND BUSINESS OF PERSON OR QRGANIZA- 6. LOCATION WHERE SERVICESWILL BE PERFORMED
TION FOR WHOM QUTSIDE SERVICES WILL BE PERFORMED .

7.NATURE OF ACTIVITY fIndicate type of activity, e.g., teaching, consuitative services, and give full description of specific duties or services to
be performed. Specify, when possibla, the scheduled days of week and hours of day proposed activity will be perfarmed.)

8. ESTIMATED TIME INVOLVED

s. PERIQD COVERED ) b. ESTIMATED TOTAL TIME DEVQTED TO ACTIVITY (ifon 2 continuing
basis, give estimated time per yaar}
FROM : TO

c. WILLWORK BE PEARFORMED ENTIRELY OQUTSIDE USUALWORKING HOURS?

CJ ves - I NO  tF NO, INDICATE ESTIMATED NUMBER OF HOURS OR DAYS OF ABSENCE FROM WORK

9.00 YOUR OFFICIAL DUTIES RELATE IN ANY WAY TO THE PROPOSED ACTIVITY?

O o (T3 YES (Describel

*10. IF PROVIDING CONSULTATIVE OR PROFESSIONAL SERVICES, ARE YOUR WOULD-BE ASSOCIATES RECEIVING OR WILL THEY
SEEK, A GRANT OR CONTRACT FROM A FEDERAL AGENCY?

O ~no ] ves tDescrivel

11. METHOD OR BASIS OF COMPENSATION 12. WILL COMPENSATION BE DERIVED FROM A DHEW
GRANT OR CONTRACT?

Ol eee ClHonorarium O rer Diem [ PER ANNUM
C)royaLTy [CJexpenses (] oTHER Specity) CJno O ves tDescribel

13. THIS REQUEST 1S MADE WITH FULL KNCWLEDGE OF DEPARTMENT AND PRINCIPAL OPERATING COMPONENT POLICY AND

PROCEDURES ON QUTSIDE ACTIVITIES. THE STATEMENTS | HAVE MADE ARE TRUE, COMPLETE AND CORRECT TO THE BEST
OF MY KNOWLEDGE AND BELIER,

4. SIGNATURE OF EMPLOYEE 15. DATE *16. ADDITIONAL INFORMATION ATTACHED
COves OCno

*17. ACTION RECOMMENDED

a. CJ ApPROVAL b. SIGNATURE c TITLE 4. DATE
] DISAPPROVAL

18. ACTION TAKEN

a. b. SIGNATURE . TITLE Id. DAT
2 approvaL ¢ DATE

*[CJ isarrRGVAL

*5e4 raveria of form

HMS-320 (Rev, 8/21)



ANNUAL REPORT OF QUTSIDE ACTIVITY
{Ref.: HHS Personnp] Guides for Supervisars, Chapter IV, Guide 7, Supplament 1)

NOTE TO EMPLOYEE: Sae Information on Raverss Side of This Form

SECTION |
1. EMPLOYEE'S NAME, TITLE, GRADE, AND SALARY 2, DATE
TO:
3. APPRQOVING OFFICIAL 4, REPQRT PERIOD
ENDING
FROM:
August 31,
Each persan for whom an approval for cutside work is currently on record is required 1o file an annual report. It will be
necessary, therefore, for you to compiete and return this form to me through regular channels within 15 days of the
date shown jn jtem 2, .
SECTION Il - PRECEDING 12 MONTHS
5. NATURE QF APPROVED ACTIVITY 6. ACTIVITY PERFORMED FOR {Person or organization
and address)
7. WAS THE ACTIVITY ACTUALLY PERFORMED?
D‘ YES D NG {f “Na", sexplain
8. AMOUNT OF TIME SPENT ON ACTIVITY 9. HAS THERE BEEN ANY CHANGE WITH RESPECT TO
{Specify hours worked) . INFORMATION, OTHER THAN SHOWN IN ITEM 8, ON WHICH
APPAOVAL WAS BASED? (If “Yes”, a revisad request must be
submitted)
O ves Ono

SECTION HI - NEXT 12 MONTHS
10, DO YOU ANTICIPATE THAT THE ABOVE ACTIVITY WILL CONTINUE?

Ovyes O no

11. DO YOU ANTICIPATE ANY CHANGE WITH RESPECT TO INFORMATION PREVIOUSLY FURNISHED (If “Yes”, # revisad request
must be submitted]

Oves O wno

12, DO YOUWANT YQUR REQUEST FOR APPROVAL OF QUTSIDE ACTIVITY CANCELLED?

Clyes {J NO I *Yes”, indicate daws

13, SIGNATURE OF EMPLOYEE 14, DATE
15, REVIEWED 8Y 16. DATE OF REVIEW
17,

COMMENTS IContinue on reversa, if necessary}

- [ SEE REVERSE, IF CHECKED

HHS5-521 (Rav, 7/81)



CONSULTING AGREEMENT WITH INDUSTRIAL ORGANIZATION :*X Q}F%

Agreement between
Industrial Organization (I.0.):

of (City & State): ' and

National Cancer Institute (NCI) Employee:

This contract relates to consulting work proposed by an Outside Employer identified
above as the Industrial Organization, and the above named NCI Employee, identified
herein as the Consultant. An Industrial Organization shall mean in this Agreement
a for-profit firm or a non-profit organization which seeks to develop and/or market,
directly or indirectly, a technique, process or product.

The following items are agreed to by both the I1.0. and the Consultant:

1. The proposed work will not interfere in any way with the Consultant's
responsibilities at the NIH, and will be performed only on annual leave time or
during leave without pay.

2. The Consultant will not disclose to the I.0. any information derived from work
performed at the NIH until it has been disclosed publicly, either in a written
publication, or presented orally at a meeting open to the public and publicly
announced.

3. Consultation will relate only to the general knowledge and expertise of the
Consultant, and may be performed on an ongoing basis for the 1.0., however all
information concerning NIH research shall be provided on a non-exclusive basis.
Any and all agreements for exclusive consultation are prohibited.

4. The 1.0. will have no proprietary interest in any work that the employee has
done or will do at the NIH.

5. It is understood by the parties that the substance of the consulting agreement

: is independent of that of any collaborative agreements. Services to be rendered
by the employee in the consulting agreement are independent and unrelated to
those performed under official duties involving collaborative agreements.

6. Notwithstanding any other provision in this Agreement, the Consultant must
report any invention made by the Consultant (whether alone or jointly) to the
Department of Health and Human Services {DHHS) as required by Federal regulations
in 45 CFR Part 7,* nor shall DHHS be restricted or precluded by anything 1n
this agreement from ascertaining its rights in such an invention.

*These regulations require the reporting of any invention made by a DHHS employee
that bears any relation to his/her official duties, or that was made in whole
or in part during working hours, or with any contribution of Government facilities,
equipment, material, funds, or information or of time or services of other
Government employees on official duty.

[Approved NCI Format: 9-12-85] ‘ Agreement Page 1 of 2



7. Except to the extent it may interfere with the obligation in item 6 above, the
Consultant agrees not to divulge to other parties confidential or proprietary
information provided by the I.0.

8. The 1.0. will not refer to the Consultant or to an affiliatibn with NIH in
anything distributed for publicity or product promotion.

9. The number of days the Consultant will work for the I.0. during calendar year
1985 are to be: ; and during 1986 are to be: .

10. The method and amount of compensation for the Employee's services and expenses
will be as follows: -

11. This Consulting Agreement shall become effective the date of NIH approval of
the Consultant's participation in this Qutside Activity.

=ttt et - P A bt Rt e

ACCEPTED AND AGREED TO FOR THE INDUSTRIAL ORGANIZATION:

Signature of Designated Official:

Typed Name: DATE:

Position in Organization:

Address:

PHONE :

ACCEPTED AND AGREED TO BY THE NCI EMPLOYEE/CONSULTANT:

I will observe the poiicies and regulations which govern outside activities as
defined in the NIH Manual 2300-735-4 (8/1/85)} and the DHHS Standards of Conduct.

Signature of Employee:

Typed Name: DATE:

Title of Position:

Location & Phone:

This completed Agreement is to be submitted together with Form HHS-520, "Request

For Approval Of Outside Activity," for all consultative services for outside organi-~
zations, as defined by the NIH regulations. Completed forms should be submitted to
the employee's supervisor at least 6 weeks in advance of the requested activity to
permit appropriate processing and approval prior to initiation.

NIH Approval Granted: NIH Approval Denied:
(Date) ' (Date)

Agreement Page 2 of 2
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CHECKLIST FOR CONSULTING AND
TECTURING FOR INDUSTRY

Instructions: This checklist is for applicants seeking approval to engage
in consuitation for industry as an outside activity, and for the reviewers -
of such requests. There are questions for both the initiator and the
reviewing Lab/Branch Chief. - Check YES or NO after each question.

*If the answer to any'question js YES, attach a separate sheet providing
additional intformation on the item.

A completed checklist, plus a signed Consulting Agreement, must accompany
each Form HHS-520 which requests approval for industrial consulting. The
three documents should be submitted to the Division Director for review
at least six weeks prior to any proposed consultation. :

YES* NO

APPLICANT'S CHECKLIST

Have you ever requested and been denied approval for this
outside activity before?

If the proposed outside activity is to be a lecture for
industry, will the fee to be received from the lecture
(excluding any amount paid for travel and subsistence
expenses) exceed $2,000?

Will the fee/honorarium to.be received for the proposed
industrial lecturing/consultative service(s) exceed
$12,500 (excluding any amount paid for travel and
subsistence expenses} either in this instance or in the
aggregate from this industrial employer this calendar
year?

Will the fee to be received for the proposed industrial
consulting or lecturing cause your outside income from all
industrial sources to exceed a total of $25,000 for either
consulting or lecturing this calendar year?

Do you or any member of your family own stock, have stock
options or any other financial interest in the industrial
organization for which you propose to work?

Are there any conditions or circumstances which would
prevent you from complying with any of the terms of the
standard NCI Consuiting Agreement with an industrial
organization?

As a part of your official responsibilities, have you made
procurement or financial decisions, or are there any pending
decisions that you will have to make, which will affect the

business prospects of your proposed employer?






4.04 _Jff{w representatives to the Researéh Committee
shall, prior to the execution of any and all RPA's and
periodically thereafter, review with the —— Principal
Investigator(s)-the'prior; current, and proposed
assignments of — Personnel performing research under

this Agreement to determine whetherwf;fiPersonnel have in

the past, or are currently performing, or propose

to perform, related research under any other agreement

between —_ and a third party. —— _ representatives

shall discuss their findings with'_hﬁgglij representatives

and, if in the opinion of  C©.  representatives further
investigation is warranted,::iffi Patent Counsel will, at
the request of the Research Committee, use reasonable
efforts to review the situation to determine whether any
actual or potential conflict exists between the
obligations undertaken or proposed to be undertaken by —
hereunder with respect to patentable inventions and
biological materials, and those obligations undertaken by

S MIT in such other agreement(s). If a potential conflict

does exist,j:ffz: Patent Counsel will so repoft to the
Research Committee which will (upon request by::]fgziﬁv
representatives) request such “— personnel to elect which
of the potentially conflicting projects they choose to
participate in. If _ —_ Patent Counsel believes that theé
investigation of conflicts cannot reasonably be completed
he will So inform the Research Committee along with the

reasons for his conclusion and the parties shall then

discuss an appropriate resolution of the situation. Cbé? i



2. Other Agreements. 1t is recognized that the work of some proposed project
Y .

participants may be supported in whole or part under contracts and grants be-

tueen the University and other parties. Prior to the participation of such an

individual or the use of equipment ouned by other sponsors in a joint study pro-

ject, " will use its best efforts to identify and disclose to Co'lany

terms in those coniracts which may conflict uith._:' , cbligations under

this Agreement.‘ziélvmay, at its option, and in writing, agree to waive or alter

any such conflicting rights under this Agreement in favor of those prior obliga-

tions so disclosed. If_zgiidoes not agree to waive or alter any such conflict-

ing right in a manner satisfactory tﬂ,_;:ﬁ::”,, the individual uili not be able

to participate in that portion of the work under this Agreement as te which- such

conflict arises. C9. uynderstands some emplovees have private consult-

ing agreements uith third parties, %o which the University is not privy and for

which it disclaims all responsibility.

Section 11l. Government Obligations

thhing in this Agreement shall be construed to
restrict the right of MIT to transfer to the United States
Government such rights as the Government may be entitled to
under any agreement MIT may have or may hereafter enter with the

Government, whether or not consistent_with the provisions of

this Agreement.

24, Independent Inquiry. Nothing in this Agreement shall e

construed to limit the freedom of researchers who are not participants
in this Agreement, whether paid under this Agreement or not, frou
engaging in similar research inquiries rade independently under cther

graﬁts.{contracts or agreements with parties other than Sponsor.



.

D.1.1. PERIOD OF PERFORMANCE. The research shall be conducted during the

period through and will be subject to renewal only
by mutual agreemeht of the parties.
b, Period of Performance. This Agreement is effective for the T

period ¥*[{DATE] through *[DATE] and may be extended only by written

agreement of the parties.

ARTICLE 11} - TERM

L] *

3.1 This Agreement shéil be for a period of three (3} years commencing
July 1, 1981.

3.2 On or about the conciusion of the second year of this‘Agreemeﬁt the
parties shall enter into discussions as to whether both\parties
desire -to continue the Program beyond the termination date of this
Agreement. If continuation is mutually desirable the parties shél]

proceed .with negétiations to arrive at mutually acceptable terms

and conditions for such continuation.

3.3 If, in accordance with paragraph 3.2 the ﬁarties decide not to
continue the Program beyond the stated term 0# this Agreement,

then the Company shall have the option of continuing its support,

on a Project by Project basis, for any Project started but not
completed dﬁring the stated term. The Company shall make such
elections anq the partfes shall negotiate in good faith mutually
acceptablé time éitensinn and financial terms prior to the expiration
6f this Agreement. All other relevant terms of this Agreement

shall- apply to such terminal project continuations. .

o /0



f2. férmination. This Agreement may gé terminated By either
party at-any time upon the receipt of 60 days written notice to the
otﬁer party. Upon notification, V;rtfrfm shall proceed in an orderly
ﬁashion to limit or terminate any outstanding commitments and to
conclude the worﬁ. All costs associated with termination shall be

allowable including, without limitation, all costs or noncancellable

commitments incurred prior to the receipt of the notice of termination

which have not been reimbursed to. —— . If any — . student is

supported under this Agreement, Sponsor shall remsin liable for the

full costs of such student support through the end of the academic
quarter in which this Agreement terminates. In the event of
termination,_:zf:::" shall submit a final report within 120 days of
the effective date of termination of all costs and commitments incurred
and all funds received. The report shall be accompanied by a check in
the amount, if any, of the excess of funds advanced over costs and
allowable commitments inc;rred, or if appropriate, by an-invoice fof

costs and commitments incurred in excess of funds provided due and

payable within 30 days.

D.2.1. TERMINATION. Performance under this agreement may be terminated by the

Sponsor upon sixty days written notice; performance may be terminated

by the Institute {if circumstances beyond its control preclude
continuation of the research. Upon termination, the institute will be
reimbursed - as specified in Article _ for all costs and
non-cancel lable commi tments incurred in the performance of the

research, such reimbursement not to exceed the fotal estimated project
cost specified in Article .

D.2.2. TERMINATION. This Agreement may be terminated by either party at any

time upon giving the other party sixty (60) days prior written notice
te the other party.- Upon the giving of notice of termination, both
parties shall procedd in an orderly fashion to terminate any
.outstanding commitments and to conclude the work. All costs associated
with termination shall be allowable, including without limitation,
costs and noncancellable commitments incurred prior to the notice of
termination which have not been reimbursed to the Institute. In the
event of termination, the Institue shall prepare a final report within
ninety (90) days of the effective date of termination of all costs
incurred and all funds received. The Institute shall send one (1) copy
of the report to the Sponsor and shall accompany such report with a
check in the amount, if any, of the excess of funds acvanced over costs
incurred. If any costs are due to the Institute, such costs shall be
paid to it forthwith. OI{



E. COSTS AND PAYMENT

E.1.1. REIMBURSEMENT OF COSTS. In consideration of the foregoing, the'Sponsor
will reimburse the Institue for all direct and indirect costs incurred

- in the performance of the research which shall not exceed the total
estimated project cost of without written authorization from
the Sponsor.

£.1.2. REIMBURSEMENT OF COSTS (additional). The estimated direct cost of the
Institute's research projects consists of the salaries and wages of
project personnel, including associated employee benefits, and
equipment, materials and services, travel and any other direct costs
necessary for performance of the project.

in addition to the foregoing direct costs, the: prnoject costs include an
aliocable share of the Institute's indirect costs. Institute indirect
costs cover maintenance of the physical plant and facilities, the
libraries, the general and administrative services and other .institute
support services. ‘

E.2.1. BUDGET FLEXIBILITY. In performing the research, the institute agrees
not to exceed the total estimated cost unless it is increased by
written authorization from the Sponsor. However, within thgt total
cost, the costs accumulated under each of the various budget categories
may change in order to adapt to ‘the needs of the project as the
research progresses. To maintain the needed flexibility, the Institute
must reserve the right to shift funds between budget categories at the
discretion of the principal investigator.

E.3.1. PAYMENT Payments shall be made to the Institute by the Sponsor in
advance on the following basis or schedule:

E.k.1. FISCAL REPORTS. A final financial accounting of all costs incurred and
all funds received by the institute hereunder together with a check for
the amount of the unexpended balance, if any, shall be submitted to the
Sponsor within ninety days following the completion of the project.

E.b.2. FINANCIAL RECORDS. The Institute will maintain records of its costs
hereunder and of funds received in accordance with its regular peolicies
and procedures based on recognized institutional accounting principles
consistently applied. The Sponsor shall have the right to examine the
institute'’s accounting records relating to this Agreement, on
reasonable ' advance written notice, at the Institute during the term of
this Agreement and for a period of one (1) year following the
expiration of this Agreement.

O /L



5. Reimbursement of Costs. (a) _ __ shall be reimbursed for

all costs incurred by it in connecticn with the Research up to the

amount of $¥*¥[AMOUNT SPELLED OUT] (the "Research Cost"), It is

estimated that the amount designated as the Research Cost 1s sufficient

to support the costs of the Research, but = may submit to
Sponsor a revised budget requesting additional funds at such time as
costs may reascnably be expected to exceed the Research Cost. 3ponsor
shall not 'be liable for any payment in excess of the Research Cost
unless this_Agreemept is modified in writing.

(b) Within 120 days of the termination of this Agreement,

shall submit a final financial report setting forth costs and

comnitments incurred and funds received. The report éhall be.“
accompanied by a check in the amount, if any, of the excess of funds
advanced over costs and,commitments_incurred.

6. Payment. (a) Sponsor shall make payments to™

according to the'following schedule:

1. Within ten days of execution of this Agreement §¥%

2. ¥[SPECIFIED DATE] $*
3. *[SPECIFIED DATE] $*
4. *[CONTINUE AS NEEDED] $*
(b) Checks shall be made payable to.” ~ =~ " and shall

be sent to:

(e¢) Each payment shall include the title of the Research and the

name of the Principal Investigator, for purposes of identification.

o3



15. Indemnifiecation, Sponsor hereby waives and agrees to

indemnify, defend, and hold harmless —

damage, or liability of any kind involving an employee of Sponsor
arising out of or in ccnnecticn with this Agreement, except to the
extent that such loss, eclaim, damage, or liability arises in whole cor

in part from the negligence of Stanford.

16. WARRANTIES._"__,_Am::?MAKES NO WARRANTIES, EXPRESS OR

IMPLIED, AS TO ANY MATTER WHATSOEVER, INCLUDING, WITHOUT LIMITATION,

THE CONDITION OF THE RESEARCH OR ANY INVENTION(S) OR PRODUCT(S),

WHETHER TANGIBLE OR INTANGIBLE, CONCEIVED, DISCOVERED, OR DEVELOPED
UNDER THIS AGREEMENT; OR THE OWNERSHIP, MERCHANTABILITY, OR FITHESS FOR

A PARTICULAR PURPOSE OF THE RESEARCH OR ANY SUCH IKVENTION OR PRODUCT.

i:::j SHALL NOT BE LTABLE FOR ANY DIRECT, CONSEQUENTIAL, OR OTHER

DAMAGES SUFFERED BY ANY LICENSEE OR ANY OTHERS RESULTING FROM THE USE

OF THE RESEBRCH OR ANY SUCH INVENTION OR PRODUCT.

ARTICLE X - INDEMNIFICATION

10.1 The Company agrees to_hold.harmless, indemnify and defend the
University from ail.fiabilitiés, demands, damages, expenses and losses
arising out of use by the Company, or by any party acting on behalf of
or under authorization from the Company, of University Technical Developme
or out of any ﬁse, sale or other disposition by the Company, or by any
party acting on behalf of or under authorization from the Company, of
products made by use of University Technipal Developments. Thé

provisions of this paragfapﬁ shall survive termination of this Agreement.



G, USE OF THE lNST!TUTf/SPONSbR NAME

G.1.1. USE OF INSTITUTE/SPONSOR NAME. Neither party will use the name of the
other in any form of publicity without the written permission of the
" other; in the case of the Institute, that of the Director of the News

Office.

14, Publicity. Neither party shall use the name of the other in
connection with any products, promotion, or advertising without the

prior written permission of the other party.::.

16.1 Except as provided in Paragraph 9.5, neither party
shall use the name of the- other party, its affiliated
organizations or its:persoﬁnel in advertising or promotional
materials or news or press releases pertainiqg to the: subject

matter of this Agreement without prior written consent of such

other party.. - -

ors



ARTICLE XIIT - ASSIGHNMENT - PARTIES BOUND

13.01 This Agreement shall be binding upon and inure

to the benefit of the parties hereto and the successors to

those portions of the business and/or assets of the
respective parties hereto to which this Agreement
pertains. This Agreement shall not be assignable by
either party hereto without the prior written consent of
the other party. Any and all assignments of this
aAgreement or of any interests thérein not made in
acéordance with this Paragraph 13.01 shall be void. Aany
licenses granted by — to Co. pursuant to this
Agreement shall be assignable only with prior cbnsent of

—— which consent shall not be unreasonably withheld,

20. Assignment. Neither party shall assign this Agreement to
another without the prior written consent of the other party; provided,
however, that Sponsor may assign this Agreement to & successor in
ownership of all or substantially all its business assets. Such
successor shall expressly assume in writing the obligation to perform
in accordance with the terms and conditions of this Agreement. Any

other purported assignment shall be veid.

ARTICLE X1 - TRANSFER OF INTEREST

11.1 Neither this Agreement, nor any of its rights and obligations, may be

assigned, transferred or otherwise disposed of by either

party without the prior written consent of the other unless such
assignment, transfer or disposition is to @ successor to all the
business and assets of the transfefor which pertain to the subject
matter of this Agreement, and provided that such successor shall
agree in writing with the other party to assume all the obligations

of the transferor under this Agreement in a form satisfactory to

the dther.party.. - - : 0/6



ARTICLE XII - ADDRESSES AND NOTICES

12.01 The addresses of the parties hereto are as
follows, but either party may change its address for the
purpose of this Agreement by notice in writing to the

other party:

12.02 All notices, payments, statements and reports
required or permitted to be given under this Agreement
shall be sent to the addresses set forth in Paragraph
12.01. When any of said notices, pavments, statements or
reports are sent by certified or registered mail to the
other party entitled thereto at its address as set forth

above, they shall be deemed to have been given or made as

of the date so mailed.

ARTICLE XV - NOTICE

15.1 Any notice or report required or permitted to be
given under provisions of‘this'Agreement shall be in writing and

be sent by first class mail or hand delivered:

13. Notices. Any notices given under this Agreement shall be in
writing and delivered by first-class mail, postage prepaid, or by telex

1

addressed to the parties as follows:

or



ARTICLE XV - FORCE MAJEURE

15.01 Neither party hereto shall be responsible to

the other for failure to perform any of the obligations

- imposed by this Agreement, provided such failure shall be
occasioned by fire, flood, explosion, lightning,
windstorm, earthquake, subsidence of soil, failure or
destruction, im whole or in part, of machinery or
equipment or failure of supply of materials, discontinuity
in the supply of power, governmental interference, civil
commotion, riot, war, strikes, labor disturbance,

transportation difficulties, labor shortage or any cause

beyond the reasonable control of the party in guestion.

17. Force Majeure. ————  shall not be liable for any failure

to perform as required by this Agreement, to the extent such failure to

perform 1s caused by any reason beyond =

control, or by reason

of any of the following occurrences: labor disturbances or labor

disputes of anylkind. accidents, failure of any governméntal approval
required for full performarnce, civil disorders or commotions, acts of
aggression, floods, earthquakes, acts of God, energy or other
conservation measures, explosion, failure of utilities, mechanical

breakdowns, material shortages, disease, or other such occcurrences.

ol




ARTICLE XVI - DISPUTES

16.01 The parties hereteo recognize that it would be
in their mutual interest to resolve all disputes on an
amicable basis., Accordingly, the parties shall exercise
all reasonable efforts to resolve such disputes by:
(i) the Research Committee or, concerning anticipated
licensing agreements, by negotiations between appropriate
personnel from MIT and and, if not resolvable on
that basis; by {ii) a management committee consisting of. .. -
two members, one appointed by each party. The initial
-appointees to the management committee shall be Kenneth A.

Smith for MIT and ' for

19. Arbitration. Any disbute arisihg between the parties in
connection with this Agreement which cannot be resclved by mutual
agreement shall be finally settled under the Rules of Conciliation and
Arbitration of the American Arbitration Association by one or more
arbitrators appointed in accordance with the Rules. Any such
arbitration shall bte held in : or at such other

location as the parties may agree.
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23. Entire Agreement; Changes. This Agreement and its

Appendices contzin the entire agreenent betweer the parties. No

amendments or changes to this Agreenent shall be effeciive unless mace

in writing and signed by authcrized representatives of and

Sponsor. All correspendence regarding terms of this Agreement shsll ve

sent as specified in the Peragraph ontitled Ketices.

13.5

This wfifing constitutes the entire Agreement_betwéen the parties_-
hereto relating to the subject matter of this Agreement and there
are no understandings, representations or warranties of any kind
except as expressly provided herein. Neither this Agréement, nor
any term or provision thereof, may.be discharged, waived, released,
abandoned, changed or modified except by an instrument in writing
signed by a du]? authorized representative of each of the parties
to this Agreement. If either party desires a modification or change
of any kind in this Agreement, the parties shall, upon reasonasle
notice of.fhe proposed modification or change by the party desiring
the change, confer in good faith to determine the desirability of

such modification or change.

o2



16.6 The parties agree that it is the intention of .-
neither party to violate any valid federal, state and local laws
and regulationé; that if any sentence, parégraph, clause, or
combination of thelsame in this Agreement is in violation of any
applicable law or regulation, or is unenforceable or void for any
reason whatsoever, such sentence, paragraph, clause or
combinations of the same shall be inoperative and the remainder

of the Agreement shall remain binding upon the parties.

13.3 No wativer 6f any default, condition, provisions or breach of this
Agreemeht shall be deemed to imply or constitute a waiver.of any
other lTike default, condition, provision or breach of this Agreemént.

13.4 The Article headings used in this Agreement are for convenience only

and form no part of the Agreement.

21. Severability. 1In the event a court of competent Jjurisdiction

holds any provision of this Agreement to be invalid, such holding shall
have no effect on the remaining provisions of this Agreement, and they

shall continue in full forece and effect.

17.04 ¥No amendment, change or modification of this
Agreement shall be effective unless in writing signed by

each of the parties hereto.

O3



3 PAGE &

A. RECITALS

AL1.1»

A.2.T.

R.2.2.

RESEARCH AGREEMENT between the MASSACHUSETTS INSTITUTE OF TECHNDLOGY,
hereinafter referred to as Ythe Institutel, and
hereinafter referred to as "the Sponser'.

WHEREAS, the research program contemplated by this agreement is of
mutual interest and benefit to the Institute 2and to the Sponsor, and
will further the instructional and research.objectives of the Institute
in a manner consistent with its status as a non-profit, tax-exempt,
educational institution,

NOW, THEREFORE, the parties hereto agree as follows:

WHEREAS, the Institute and the Member have a mutual interest in the
advancement of technology in the field of

. and wish
to interact in a program of research ranging from fundamental to
concentrated or focused research in this field,

WHEREAS, the institute and the Member view such interactions as
conducive to the ultimate aims of technology transfer,

WHEREAS, the program contemplated by this agreement will further the
instructional and research objectives of the Institute in a manner
consistent with its status as a non-profit, tax-exempt, educational
institution,

NOW, THEREFORE, the parties hereto agree as follows:

O/
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. 3. Independent Contractor.:  is an independent contractor

and not an agent, joint venturer, or partner of Sponsor.

C.1.1. INDEPENDENT CONTRACTOR. The .Institute's relationship to the Sponsor
under this agreement shall be that of an independent contractor. The '
Institute shall have complete and scle control and responsibility over
the research performed under this agreement and the Institute's
personnel.

C.2.1. PRINCIPAL INVESTIGATOR. The research will be supervised by
tf, for any reason, (s)he is unable to continue to serve as Principal
Investigator, and a successor acceptable to both the Institute and the
) Sponsor -is not avéilable, this agreement shall be terminated as -

provided in Article .

2. Key Personnel. (a) The following individuals are identified

as key personnel for the performance of the Research:

1.%0 NAME 1, Principal Investigator
2.%[ NAME ], (Other)
3.%[  NAME 1, (Other)

(b) If for any reason ®*[NAME] withdraws from serving as Principal

Investigator, and Sponsor shall endeavor to agree upon a
successor. If the parties are unable to agree upon a successor, this
Agreement shall be terminated in the manner provided in the paragraph

entitled Terminaticn.

B.L.l. BEST EFFORTS. The Institute agrees to use its best efforts (1) to
accomplish the research or studies described in the statement of work
and (2) to do so within the total estimated cost and within the stated
period. of performance. It is understood, however, that if funds are
exhausted before the project is compieted, the principal investigator
will, at the option of the sponsor, etiher submit a report on what has
been accomplished to date, or will provide an estimate of further funds
required to complete the work and will continue if such funds are
provided by the Sponsor." : ) O



ARTICLE II - PROJECTS AND RESEARCH COMMITTEE

2.01 ~ 0. and — shall each appoint four (4)
representatives ané such representatives shall then
collectively constitute the Research Commit£ee. Each
party hereto.shall have the right, in its sole discretion,
to appoint substitute representatives upon prior written
notice to the other party.

2.02 The Research Committee shall invite proposals
from interestedfffiifa&ulty within the Field of this
Agreement. Afﬁer‘the hormal proposal review atlffi; the

Research Committee shall select the proposals considered

most appropriate for funding pursuant to this Agreement.

The Principal Investigator (s} for a selected proposal
shall then prevare a Request for Project Authorization
("RPA"). Each RPA shall set forth sufficient information
so that both parties can fully understand the research to
be performed including the objectives thereof, Qork tasks,
period of performance, annual budget, Principal
Investigator (s), other;——Personnel to be involved, the
minimum percentage of individual research time that each
of the — Principal Investigator(s) sha.l devote to thé'
research proiject, and the disposition of rights in

T intellectual property,

O3



v 2.03 The Research Committee shall review the RPA's
and those that are approved for funding shall be submitted
to the authorized representatives of the parties (as
designated in writing by each party to the other from time .
to time) for apﬁrovalz Written approval of any given RPA
by the authorized representatives of both parties shall
constitute authorization for — to proceed with

performance of the Project. A copy of each fully

aprproved RPA shall bhe annexed to and become a part of this
Agreement. In the event of an inconsistency between the
RPA and this Agreem=nt, the terms of the RPA shall
prevail.

- 2.04 = sghall make.né changes in: (a) the
designation of the Principal Investigator(s); or (b} the
minimum amount of research time to be devoted by each
Principal Investigator in performing a Project without the
express written unanimous concurrence of the Research
Committee.

........ 2,05 The Research Committee shall establish its own
procedures and shall be responsible for providing guidance
and administration for all Projects. As part of its
overall responsibilities the Research Committee shall:

(i) periodically review each Project's

objectives, the results and data generated



-
under each Project, work tasks, annual

budget, period of performance, assignment of

" personnel and any other matters relating
to the Project and shall propose such changes'
therein as it deems appropriate; and

(ii) make recommendations to the parties for the
pfeparation and filing of Contréﬁt Patent Riéhts,

m1::T77ﬁ5T'Patent Rights, and Genetic Copyrights.

2.06 All decisions by the Research Committee to make
changes in a Project (pursuant to Paragraph 2.05(i)
hereinabove) shall be: (i) made bv unanimous vote:

{ii) reflected in written document({s) signed by all
members of the Research Committee; and {iii) concurred_in
by the Principal Investigator(s) if he¢/she or they are not
already members of the Research Committee. Copies of such
document (s) shall promptly the#eafter be transmitted to
;:Ei;andi3:§;: When countersigned by €¢&. ~ and —— each
RPA affected thereby shall be deemed to be amended to the
;*- | extent, and as of the date reflected -in such document(s).

2.07 Within the funding limits provided under
Paragraph 3.02, ——  shall be entitled to carry on one or
more Discretionary_Research Projects. Punding for the
Discretionary Research Projects shall be provided byiEEEiT:
pursuant to Paragraphs 3.02 and 10.01l. The amount of
funds allocated to each Discretionary Research Project
shall be determined by the — representatives to the
Research Committee,

%3



B.2.1. STATEMENT OF WORK. Thé Institute agrees to use its best efforts to

perform the research program entitled
as described in
1. Statement of Work. ———  agrees to use ressonable efforts

to perform the research * prograr.- ‘deseribed ..ir- .Exhibit A {the

"Research"), which Exhibit is hereby incorporated herein. Sponsor

acknowledges that

expressly makes no warranties  nor

—

representations with respect to¢- its ability to accomplish the Research.
- - —_ - . - - - - - - —q - P .o

-

B.2.2. ANNUAL REPORTS. The Institute shall furnish the Sponsor annual written
’ reports during the term of this agreement summarizing the research
conducted during the previous period. A final report setting forth the
accomplishments and significant research findings shall be prepared by
the Institute and submitted to the Sponsor within ninety days after
completion of the project.

L)

10. Reports. ~——  shall furnish Sponsor letter reports

during the term of this Agreement summarizing the research conducted,

A final report setting forth the accomplishments and significant -

~and submitted to

Sponsor within 90 days of the expiration of the Agreement.

a6



ARTICLE VI

INTERACTION BETWEEN _~———— AND THE UNIVERSITY

6.1 To optimize the mutual benefit and collaboration

intended by this Program, the parties desire that there be-
mutually’prﬁductive and con;inuing interchanges between
University-and & .  scientists. Accordingly, the- University
will ensure that all University scientists éngaged in the Program
are'avaiiable to appropriate.:iE;éiC::scientists for consultation

in the area of their respective Projects. Temporary office space

at the University shall be made available to collaborating

;:jggﬁgtiscientistsm

6.2 The University agrees to permit individual
scientists and technicians fromr__CEEt:ZQ with the consent of the
Program Director and Project Investigator and at™ "ZCo .
expense, to spend appropriate- periods of time in University-
laboratories where Project research is being conducted to learn
techniques developed therein, to participate if mutually

desirabie, and to facilitate the transfer of Technical

Developments to _CO- =~~~ €&. agrees that its employees who

are permitted to train and function. in the- laboratories of the
University pursuant to this paragraph. shall be reguired to

observe- the applicable policies of the University.
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