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What We Will Cover Today

-Review the differences between:
- Sponsored Research Agreements (SRA)
- Service Agreements
- Consulting Agreements
- Institutional

- Private

-Q & A with ORA panelists




Sponsored Research
Agreements &
Service Agreements

Similar, but different.



Summary: Dollars or Deliverables?

Sponsored Research Agreement:

JHU seeks to gain scientific knowledge through a study funded by a
mutually interested sponsor organization. JHU owns the results of
study and permits sponsor to use data. Deliverables.

Service Agreement:

Sponsor pays JHU to perform specific portion(s) of sponsor’s own
study. Sponsor owns deliverables that JHU is paid to generate and
deliver. Dollars.




Sponsored Research Agreements

Sponsored research means all research and development activities that are
sponsored by Federal and non-Federal agencies and organizations.

“Research” 1s a systematic study for the purpose of gaining fuller scientific
knowledge or understanding of the subject studied.

“Development” 1s a systematic use of knowledge and understanding gained from
research directed toward the production of useful materials, devices, systems,
or methods, including design and development of prototypes and processes

Sponsored research awards may be used to support research activities; to maintain
facilities, equipment and/or operation of a facility to be used for research; for the
writing of books, when the purpose is to publish research results; for data
collection, evaluation, analysis and/or reporting.




Service Agreements:

- JHU performs non-research related services pursuant to the
specifications of Sponsor and in exchange for a specific fee.

- Sponsor owns service deliverables that JHU 1s paid to generate
and deliver.

- Services JHU performs are generally the type JHU provides to
numerous sponsors in the ordinary course of business.

- Interpretation of deliverables and scientific conclusions are made
by Sponsor.




Sponsored Research Agreement
and Service Agreement Terms

Sponsored Research and Service Agreements will
include terms governing:

* Scope of Work and Budget

* Reporting or deliverable requirements

* Payment terms and 1invoicing schedules

* Publication rights

* Intellectual property generated

* Use and treatment of confidential information disclosed
* Compliance with regulations

* Termination provisions

* Other items as appropriate for the specific project




Consulting Agreements:
Private or Institutional?



Private or Institutional Consulting?

- Private Consulting: When JHU faculty act as an expert advisor
or consultant with an outside entity in a capacity that does not
1involve the use of any JHU resources or property, including but not
limited to its: facilities, intellectual property, data, equipment,
material AND it 1s not anticipated that such consulting will lead to
a publication for the JHU faculty member.

- Institutional Consulting: When JHU faculty act as an expert
advisor or consultant with an outside entity in a capacity that does
1involve the use of any JHU resources or property (including data
and materials) OR 1t is anticipated that such consulting will lead to
a publication for the JHU faculty member.

Institutional consulting agreements must include a detailed SOW.




Private Consulting Examples:

Provide opinion on potential directions or potential indications for
Sponsor’s products.

Provide subject matter expertise on how to communicate research
results from Sponsor to scientific community.

Brainstorm on potential questions and concerns from disease
specialists on publicly available information, along with any
confidential data of Sponsor’s shared with Consultant, regarding
diagnosis and management of oncological diseases, port delivery
system for Sponsor’s product, and other molecules in the
Sponsor’s pipeline.




Institutional Consulting Examples:

Provide feedback on a Company’s assay that a JHU faculty member
will test at a JHU facility.

Advise on the design of Sponsor’s Clinical Trial, titled:

. , iIncluding but not limited to stud design,.]fo.atient
population, protocol development (this activity often quali

1es for
consultant to be an author on any publication regarding the Clinical

Trial).

JHU Faculty Member will assist in analyzing the study results of the
now completed Phase 2 Trial titled: “ 7, AI}II of the data
that will be reviewed will be a limited data set.

JHU Faculty Member will chair the Steering Committee for Sponsor’s
multi-center Clinical Trial titled ” and review the study
data including toxicity data and will make recommendations on
patient safety.




Private vs. Institutional Consulting
Flow Chart

Institutional —
Anticipated agreement
required

Yes —
include disclaimer in
research publications®

Not anticipated.

Qualification for Also no participation Permissible under Does work evolve and

result in qualification
for authorship?

authorship? in external IRB or private agreement
TIACUC

Not anticipated.

Participation in

external IRB or
ITACUC 1s proposed

Consult with IRB or
TACUC to determine
if permissible

Source: Office of Policy Coordination * Please alert ORA and OPC if this occurs



https://www.hopkinsmedicine.org/research/resources/offices-and-policies/opc

Q & A with
ORA Panelists

Daryl Carson, Associate Director (Contracts)
Mike Harmon, Assistant Director (Contracts)
Adam Sosnik, Sr. Contracts Associate (Contracts)

Jessica Atlass Roscoe, Sr. Operations Manager
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