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Alphabet Soup - MTA, DUA, CDA 
What is it & why do you need one?



Agenda

• What is a contract?

• How is a contract different from a grant?

• What types of research contracts are there?

• How are research contracts processed?



What is a contract?

“a promise or a set of promises, for breach of which the law gives a remedy, or the 
performance of which the law in some way recognizes as a duty.” 

Restatement (Second) of Contracts §1 (1981)

4 Basic Elements
• Mutual Assent

• Both parties exhibit “contractual intent”

• Terms of the offer are clear and definite: parties, purpose, period of performance,
& price

• Clearly communicated acceptance

• Consideration
• Something bargained for and received by a promisor from a promisee

• Capacity
• Ability to satisfy the elements required to enter binding contract

• Legality
• Enforceable only if it complies with the law of the land and public policy.



How is a Federal contract different from a grant?

Characteristics Federal Grants Federal Contracts

Authority Specific legislation authorizing federal 

financial assistance

General authority if in compliance with acquisition law 

and regulations and for a purpose authorized by law

Purpose Used to support or stimulate an 

activ ity to advance a public purpose

Used to acquire goods/serv ices for the direct benefit 

of the Government

Announcement Funding Opportunity Announcement Solicitation

Scope of Work Applicant defines SOW Government initiated

Basis of Award Technical Merit Solicitation Criteria. Must incl. both technical eval. and 

cost/price for comparison

Contract Award with terms & conditions Contract with clauses

Payment Usually in advance Varies by type and terms & conditions

Regulations Uniform Guidance Federal Acquisition



Non-Federal Sponsors

• Private Industry/For Profit

• Non-profit Organizations & Foundations
• State and Local Governments

PRO: Non-federal sponsors often have more flexibility on terms & 
conditions

CON: Non-federal sponsor templates are generally written for suppliers 
or services providers rather than research. State government 

agencies& DC Government are typically harder to negotiate with due 
to their own internal restrictions.



Example Contract Types

Funding Agreements Non-Monetary Agreements

Grants Business Associate Agreements (BAA)

Procurement Contracts Confidentiality/Non-Disclosure Agreements (NDA)

Serv ice Contracts Teaming Agreements

Cooperative Agreements Data Use/Transfer Agreements (DUA/DTA)

Subawards (grants) Material Transfer Agreements (MTA)

Subcontracts Master Agreements

Facility Use Agreements (FUA) Collaboration Agreement

(some may also include funding)

Clinical Trial Agreements (CTA) Memorandum of Understanding (MOU)

Consulting Agreement Equipment Agreements



Procurement Contracts (Outbound)

What: Purchased goods or services from commercial vendors
• Supplies/Consumables

• Equipment and Equipment-Related Services

• Facility Maintenance

Processed by: Children’s Purchasing/Supply Chain or Materials Management

Sole Source Procurement

Only used if:

1. Item is available only from one source

2. Public Emergency

3. Expressly authorized by Federal agency
4. Competition is inadequate

Otherwise, buyers must 

• Solicit competitive bids/price quotes from (3) sources
• Provide Sole Source Justification



Research Service Contracts

What: A set of specific support tools and processes that assist researchers in carrying 
out complex tasks collaboratively

By Whom: Non-profit or another research entity (non-commercial)

Processed by:
Inbound = Proposal Development Team
Outbound = G&C Agreements Team 

Example (outbound): Children’s PI, Dr. Bear, has a research
project and needs to hire a service provider to collect
and ship samples. Dr. Bear contacts a University and agrees to 
pay a fixed fee for services rendered. 



Consulting Agreements

What: Professional assistance (e.g. collecting and analyzing data) to provide 
research-based recommendations and program evaluation.

By Whom: Individual or consulting firm

Processed by:
Inbound = proposal development
Outbound = G&C Agreements Team 

Example (outbound): Children’s PI, Dr. Bear, has a
Research project and needs to increase participant 
engagement. Dr. Bear contacts a consulting firm/individual
to provide insights and expertise at a fixed fee for services rendered.



Children’s Responsibility Matrix

Grants & Contracts Purchasing/Materials 
Management

Inbound

G&C Inbox

• Research activity(ies)

• Clinical Trials

• Testing or Services

• Core Facilities

Outbound

Subs Inbox

• SubAward/SubContract

• Consulting

• Research Services (non-
commercial)

• Purchased Services 
(commercial) *submit to 

purchasing

• Equipment *submit to materials 
management

• Purchase/Loan/Lease
• Equipment Maintenance

mailto:GrantsAndContracts@cnmc.org
mailto:Subs@childrensnational.org


Children’s PI? Contact us! 

Caroline Wellington, Proposal Development Manager (Research Business Office)
cwellingto@childrensnational.org

Nellie Falconett, Agreements Manager (Grants & Contracts Office)
nfalconett@childrensnational.org

Resources:
Grants & Contracts Administration & Finance (GCAF) Website
Supply Chain, Procurement & Purchasing Website

mailto:cwellingto@childrensnational.org
mailto:nfalconett@childrensnational.org
https://cnmc.sharepoint.com/:u:/r/sites/research/SitePages/GrantsContracts/GCAF.aspx?csf=1&web=1&e=6JFAAn
https://cnmc.sharepoint.com/:u:/r/sites/supplychain/SitePages/Supply-Chain.aspx?csf=1&web=1&e=hDoubp


GW Office of Clinical 
Research

Eric Cannon, Sponsored Projects Manager
Courtney Creekmore, Contracting Officer



GW Office of Clinical Research (OCR)

OCR Business Operations Unit (BOU) – Key staff contacts
Eric Cannon, JD (ecannon@mfa.gwu.edu): Manager, Sponsored 
Projects
Courtney Creekmore, JD (ccreekmore@mfa.gwu.edu): 
Contracting Officer
India Johnson (indjohnson@mfa.gwu.edu): Sr. Finance Analyst

mailto:ecannon@mfa.gwu.edu
mailto:ccreekmore@mfa.gwu.edu
mailto:indjohnson@mfa.gwu.edu


Responsible for review of contracts/legal terms and budgets for 
clinical research performed at GWU/MFA/GW Hospital

• Confidential Disclosure Agreements (CDA)
• Data Use Agreements (DUA)
• Material Transfer Agreements (MTA)
• Clinical Trial Agreements (CTA)
• Collaboration Agreements
• Master CDAs/CTAs with Industry sponsors

OCR BOU Purview



Generally, CDAs are to facilitate the exchange of proprietary   
confidential information between contracting parties
- Also can be referred to as a Non-Disclosure Agreement (NDA)
- Must be signed by Institutional authorized signatory, PIs cannot sign on 

behalf of GW/MFA
- Key aspects:

• Defining what information is deemed confidential
• Length of time the parties must keep information confidential
• Permitted use of CI
• Return/destruction of CI

Confidential Disclosure Agreements (CDA)



A Data Use Agreement (DUA) is an agreement that governs the 
transfer of data from one entity to another. A DUA establishes 
who is permitted to use and receive the data as well as permitted 
uses of the data by the receiving entity. 

Data Use Agreements (DUA)



- De-Identified per 45 CFR 164.514(b) – all 18 identifiers 
stripped?

- Limited Data Set per 45 CFR 164.514 (e) – no direct 
identifiers

- Directly identifiable PHI – health information + one of the 18 
identifiers. 

- Permitted with HIPAA authorization or IRB waiver of authorization 
that contemplates the proposed sharing 

Description of the Data 



- Geocodes at the level of city, state, or zip 
code.

- Dates, such as date of admission, 
service, discharge, dates of birth, or age. 

All other HIPAA identifiers must 
be removed to qualify as a LDS

Indirect identifiers that can be 
included on LDS are:

Limited Data Set (LDS)



• Names
• Postal address information, other 

than town or city, State, and zip 
code

• Telephone numbers
• Fax numbers
• Electronic mail addresses
• Social Security numbers
• Medical record numbers
• Health-plan beneficiary numbers
• Account numbers

Limited Data Set (LDS) – does not contain 
direct identifiers such as:

• Account numbers
• Certificate and license numbers
• Vehicle identifiers and serial numbers, including 

license plate numbers
• Device identifiers and serial numbers
• Web Universal Resource Locators (URLs)
• Internet Protocol (IP) address numbers
• Biometric identifies including fingerprints and 

voice prints
• Full-face photographic images and any 

comparable image



- Permitted uses and disclosures
- Authorized recipients and users of the data set
- Prohibitions on further disclosure not permitted by the DUA or law. 
- Require safety measures to be enforced to ensure the privacy of data 

and avoid prohibited uses and disclosures
- Reporting unauthorized use or disclosure of data
- Indicate that subcontractors who need access to data must also sign a 

data use agreement and agree to comply with all requirements of the 
agreement.

- Prohibition on re-identification. 

What is included in a DUA?



- Return/Destroying of Data after the Project 
- Publication
- Are there other agreements that may be more applicable to 

project than a DUA such as a collaboration or clinical trial 
agreement (CTA)? 

Other DUA considerations



Governs the transfer of proprietary tangible research materials 
between contracting parties/organizations

Specifically, MTAs are established between a provider institution 
and a recipient institution to document the material being 
transferred and applicable terms/conditions of such transfer

Material Transfer Agreements (MTA)



Why is an MTA needed?
• Materials are proprietary and/or the provider desired to restrict how 

material is to be used (research purposes only, for example)
• Provider desires to receive the results of the research arising out of 

its provision of the material
• Material is subject to special restrictions or regulations

• HIPAA
• Patient consent
• Export control
• GW Biosafety review – if materials can be considered hazardous/infectious

Material Transfer Agreements (cont’d)



Key aspects:
• Ownership of the material
• Permitted uses
• Development of IP (ownership)
• Liability
• Receipt of analysis of material/study results
• Return/destruction of materials at completion of use/end of project

Material Transfer Agreements (cont’d)



• Governs the conduct of each party 
involved in a clinical study/trial.

• Defines the Study Protocol (scope of 
work), legal, and financial terms for the 
study. 

Clinical Trial Agreements (CTA) 



- Interventional Study Drug 
- Interventional Study Device 
- Observational / Registry 
- Post Market Approval 

Industry Sponsored v PI Initiated
- In most industry sponsored CTAs, the 

pharmaceutical company is the funder of 
the Study, and regulatory sponsor of the 
Study. The pharmaceutical company also 
wrote the Protocol, and is usually testing its 
drug or device. 

- In a PI initiated study, the PI usually writes 
the Protocol and is the regulatory sponsor 
of the Study. The PI will secure funding and 
drug/devices from various sources. 

Types of CTAs

Clinical Trial Agreements



- Sponsor
- Clinical Research Organization (CRO)
- GWU
- MFA
- GW Hospital 

PI Acknowledgement 
- In CTAs at GW/MFA, the Principal 

Investigator is not a party to the CTA. 
However, the PI will sign the CTA as 
“Read and Acknowledged.” The PI does 
not have the authority to bind 
GW/MFA/GW Hospital to the terms in the 
CTA.  

Parties to the CTA

Clinical Trial Agreements



•Confidentiality
•Publication and IP terms
•Indemnification and Insurance
•Record Retention
•Inspections and Monitoring
•Governing law and dispute resolution
•Term and Termination
•Subject Injury
•Subject Privacy

Key components of a CTA



Submissions sent to OCR’s central intake inbox
• researchcontracts@mfa.gwu.edu

Submissions should include the following:
• Agreement to be reviewed
• Appropriate OCR intake form

• https://clinicalresearch.gwu.edu/researchers/forms-tools-templates
• Any ancillary study documentation

• Protocol
• Draft budget
• ICFs
• IRB approvals (for DUAs & MTAs)

Submitting Agreements for OCR Review

mailto:researchcontracts@mfa.gwu.edu
https://clinicalresearch.gwu.edu/researchers/forms-tools-templates
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