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RDO Vision
Expand UNM’s capabilities to discover and share new 
knowledge and promote transformative growth in 
research, education, clinical care, and health equity in 
New Mexico
• Promote research career training, planning, and mentorship
• Facilitate interprofessional and interdisciplinary collaborations
• Help with identifying funding opportunities
• Provide navigation for facilities and resources
• Support grant writing

https://hsc.unm.edu/research/research-development/

https://hsc.unm.edu/research/research-development/


Research-in-Progress (RIP) 
Meetings

• Meets on the 3rd Thursday of the month, 3:30-4:30 pm
• Open to all UNM faculty and fellows (all disciplines)
• Designed to provide peer feedback on research products, 

including in progress grant sections and manuscripts 
• Participants sign up to present and discuss their work
• Great opportunity to share resources and connect with 

potential collaborators

Sign up here!   Email HSC-RDO@salud.unm.edu for more information 

https://app.smartsheet.com/b/form/3894271db9854e5e9d44b8e7a820e6c0
mailto:HSC-RDO@salud.unm.edu


Research in Progress: Core 
Principles

Collaborative space to give and receive input 
from expert colleagues

Active 
Engagement Respectful Constructive 

feedback Confidentiality



Questions & Requests
•Kara McKinney
Strategic Support Manager
kmckinney@salud.unm.edu
•Request Form: 

mailto:kmckinney@salud.unm.edu
https://app.smartsheet.com/b/form/f6a7e8a0f8b8463eb208335352389506


BRAD DOLIN,  JD

HUMAN RESEARCH PROTECTIONS PROGRAM DIRECTOR

FDA Guidance on Clinical Decision Support 
(CDS) Software



Introduction

•The FDA regulates software that meets the definition of a device, including software 
providing decision support for diagnosis, treatment, prevention, etc.

•The 21st Century Cures Act (Cures Act) amended the Food, Drug, and Cosmetic Act 
(FD&C Act), excluding certain software functions from the device definition

•This guidance clarifies the types of Clinical Decision Support (CDS) software functions 
excluded from the device definition by section 520(o)(1)(E) of the FD&C Act and 
therefore not regulated by the FDA.



Definitions 
•Device - a broad range of instruments or articles (including software) intended for 
medical purposes, including diagnosis, treatment, or affecting body structure/function, 
excluding those that achieve their primary purpose through chemical action or 
metabolism, and also excluding certain software functions. 

•Clinical Decision Support (CDS) Software - a tool that provides healthcare 
professionals and patients with relevant, personalized information at appropriate times to 
improve health and healthcare decisions. Essentially, it is software designed to guide 
clinical choices by delivering knowledge and patient-specific data.



4 Criteria for when CDS software are 
excluded from the definition of device
Section 520(o)(1)(E) of the FD&C Act outlines four criteria for CDS software functions to 
be excluded from the device definition. The software must meet ALL of the following: 

1. Not intended to acquire, process, or analyze a medical image, signal from an in vitro 
diagnostic device (IVD), or pattern/signal from a signal acquisition system.

2. Intended for the purpose of displaying, analyzing, or printing medical information 
about a patient or other medical information.

3. Intended for the purpose of supporting or providing recommendations to an HCP 
about prevention, diagnosis, or treatment of a disease or condition. And;

4. Intended to enable a Healthcare Provider (HCP) to independently review the basis 
for recommendations so that the HCP does not primarily rely on them to make a 
clinical diagnosis or treatment decision.



Criterion 1:Data Input
• “Not intended to acquire, process, or analyze a medical image, signal from 

an in vitro diagnostic device (IVD), or pattern/signal from a signal 
acquisition system.”

• These do NOT meet the exemption:
• Software functions that are intended to acquire, process, or analyze a 

medical image, a signal from an IVD, or a pattern or signal from a 
signal acquisition system

• Examples: CT, X-ray, ultrasound, MRI images, 
electrochemical/photometric response from assays, ECG leads, 
tissue/blood samples, etc.



Criterion 2: Purpose of Software
• The software function must be intended for the purpose of displaying, 

analyzing, or printing medical information about a patient or other medical 
information.

• Medical information includes patient-specific information (e.g., 
demographics, symptoms, test results, discharge summaries) and 
other medical information (e.g., clinical practice guidelines, peer-
reviewed clinical studies, approved drug/device labeling, government 
agency recommendations).

• To meet criterion 2, the relevance of the information to the clinical decision 
being made must be well understood and accepted.



Criterion 3: HCP Support
• The software must be intended to support or provide recommendations to 

an HCP about prevention, diagnosis, or treatment of a disease or 
condition.

• Exempt CDS enhances, informs, and/or influences a health care 
decision, but is not intended to replace or direct the HCP’s 
judgment.

• Software that provides a specific preventive, diagnostic, or treatment 
output or directive fails Criterion 3.

• Must take into account the level of software automation and the time-
critical nature of the HCP’s decision making when determining whether 
the software is substituting, replacing, or directing the HCP’s judgement



Criterion 4: Independent Review
• The software function must be intended to enable HCPs to independently review the 

basis for the recommendations so that they do not primarily rely on such 
recommendations.

• The software and labeling should include:
• Purpose/intended use of the product, including intended HCP user and patient 

population.
• Identification of required input medical information and instructions on how to 

obtain it.
• Plain language description of the underlying algorithm, development, and 

validation.
• Software output with relevant patient-specific information.

• Software functions intended for a critical, time-sensitive task or decision do not meet 
criteria 4 because an HCP is unlikely to have sufficient time to independently review 
the basis of the recommendations. 



Examples of Non-Device CDS 
Software Functions
• Evidence-based clinician order sets for a particular condition, disease, or clinician 

preference.
• Matching patient-specific medical information from records or reports to reference 

information.
• Contextually relevant reference information about a disease or condition.
• Drug-drug interaction and drug-allergy contraindication notifications.
• Drug formulary guidelines.
• Duplicate testing or medication error prevention notifications.
• Reminders for preventative care or clinician’s orders.
• Patient data reports and summaries.
• List of preventative, diagnostic, or treatment options.
• Prioritized list of preventative, diagnostic, or treatment options.



Updates to the Data Use 
Agreements(DUAs) 
Process

Sponsored Projects Office (SPO)



Agenda

 DUA Process Updates

 New DUA Request Form

 Who Does What?



DUA Process Updates

 IRB protocol submission is not required to initiate the DUA process.  
However, data CANNOT be shared until the IRB protocol has been 
approved.

 DUAs are now initiated through SPO, with the PI completing the new DUA 
Request Form and submitting it through the Click Agreements systems.
 If you are unsure how to create a Click record or don’t have a login account, reach out 

to HSC-PreAward@salud.unm.edu for more information on the appropriate training.

 DUA Workflow is now entirely in Click Agreements.  

 Once the DUA is executed, the IRB will be notified. If the IRB protocol does 
not match, the IRB will work with the PI to modify the protocol.



DUA Process Updates Continued

 All DUAs REQUIRE final approval from our Institutionally 
Authorized Signatory, the Vice President of Research. Once the 
agreement is ready for execution, your SPO Specialist will route to 
accordingly. 



DUA Process Flowchart



New DUA Request Form

Department contact that 
can assist with the DUA 

Ensure that all questions are 
thoroughly answered!

Refer to the DUA Request 
Form Reference Guide for 
assistance in completing the 
information.



New DUA Request Form Continued

Collaborator’s 
Sponsored Projects 
contact information Include Collaborator’s 

PI information.  Use 
multiple lines for 
multiple collaborators 
and complete all 
information for each.



New DUA Request Form Continued
Provide a summary of 
the project including 
how the recipient will 
use the data.

The preferred data transfer 
methods are through HSC 
SFTP or HSC REDCap. If data 
is shared via an externally 
managed web portal, include 
the website link.  For other 
methods, contact IT Security 
for assistance: 
HSC-ISO@salud.unm.edu

For human subject data, 
provide approved IRB 
protocol number.  The 
DUA can be negotiated 
alongside the IRB 
review, but data transfer 
requires an approved 
IRB protocol.



New DUA Request Form Continued

Indicate the type of data to be 
shared.  Refer to our DUA 
Request Form Reference Guide 
or contact the Privacy Office 
for assistance: 
HSC-Privacy@salud.unm.edu



New DUA Request Form Continued

List collaborators along 
with the data classification 
and description of the data 
to be shared.  
Example: University X / 
de-identified / Incoming –
Participant #, Vitals, 
Diagnosis

Note that while a DUA 
can be executed before 
IRB approval, an 
executed MTA requires 
an approved IRB 
protocol.  



Who Does What?



Who to Contact?
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