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Lear ning Objectives:
1) Become familiar with the various tools, services and capabilities that support 

Translational Research

2) Describe different data types, de-identification, and the Privacy Rule 

3) Identify the differences between research and QA and QI

Target Audience:
Clinical Research Professionals (CRPs) at UC/H and Cincinnati Children's Hospital Medical 
Center (CCHMC): including Principal Investigators (PIs), Research Nurses (RNs), Critical 
Care Unit Nurses (RNs), Pharmacy Technicians and Regulatory Specialists.



Accreditation Statement for Directly Sponsored Activity 
The University of Cincinnati is accredited by the Accreditation Council for Continuing Medical Education (ACCME) to provide 
continuing medical education for physicians.

The University of Cincinnati designates this live activity for a maximum of 1 AMA PRA Category 1 Credit™. Participants should 
claim only the credit commensurate with the extent of their participation in the activity. 

**CRPs, NPs, PAs, and RNs can count activities certified for AMA PRA Category 1 credit™ for professional credit reporting 
purposes. Other healthcare professionals should inquire with their certifying or licensing boards.**

Disclaimer Statement 
The opinions expressed during the live activity are those of the faculty and do not necessarily represent the views of the University 
of Cincinnati. The information is presented for the purpose of advancing the attendees' professional development.

Off-Label Disclosure Statement: 
Faculty members are required to inform the audience when they are discussing off-label, unapproved uses of devices and drugs. 
Physicians should consult full prescribing information before using any product mentioned during this educational activity.



Speaker and Planner Disclosure Policy:
In accordance with the ACCME Standards for Integrity and Independence Integrity and Independence in Accredited Continuing Education and the
University of Cincinnati policy, all faculty, planning committee members, and other individuals, who are in a position to control content, are required
to disclose all relationships with ineligible companies* (commercial interests) within the last 24-months. All educational materials are reviewed for
fair balance, scientific objectivity, and levels of evidence. The ACCME requires us to disqualify individuals who refuse to provide this information
from involvement in the planning and implementation of accredited continuing education, or whose conflicts of interests cannot be mitigated.

*Companies that are ineligible to be accredited in the ACCME System (ineligible companies) are those whose primary business is producing, marketing, selling, re-selling,
or distributing healthcare products used by or on patients.

All relevant relationships have been mitigated. The following disclosures were made:

Planning Committee Members:
• Maria Stivers, MS, CIP; Course Director – No Relevant Relationships
• Nathaniel L. Harris, BS, Course Coordinator – No Relevant Relationships
• Heather Muskopf, CME Program Manager – No Relevant Relationships

Speaker:
Brett M. Harnett, MS-IS
Asst. Professor, Field Service
Director, Center for Health Informatics
Department of Biomedical Informatics (BMI)
Consultant for Johnson & Johnson



UC Health Compliance Training REQUIRED for all
CLINICAL RESEARCH PROFESSIONALS

and
CLINCAL RESEARCH STAFF

Annual Compliance Training is open in ONE TOUCH 
for all Clinical Research Professionals 

& Clinical Research Staff. 
Assigned training must be completed by 5pm 

Friday, Nov. 11th, 2022 or disciplinary action will 
be taken.

Please contact MYHR@uchealth.com or 585-MYPC.



UC Health Annual Flu Vaccination Requirement 
The UCH annual flu campaign began the week of October 3rd, 2022. 

If you are a Contractor (MOST CLINICAL RESEARCH STAFF or those who are ONLY University of 
Cincinnati, FALL UNDER THIS CATEGORY), You will need to fulfill this requirement with one of the 

following 4 options:
• Email proof of vaccine documentation completed elsewhere to UCH-Employee-Health@UCHealth.com

• Drop off proof of vaccine documentation at UC Health Employee Health
• Receive your flu vaccine at UC Health Employee Health

• Or attend one of the UC Health vaccine blitz events and fill out a paper form.

If you are a UCH Employee, or a UCP employee hired prior to April1, 2022, the survey (consent form) will be 
in Readyset. This survey must be filled out prior to receiving your vaccine, and also if you receive the 

vaccine elsewhere.

CLINICAL RESEARCH Staff and related services 
are required to receive an annual flu vaccination 

by Friday, Nov. 11, 2022 at 5 p.m.

Please contact UCH Employee Health for any questions 



Thursday, December 8th, 2022
9:00 am - 3:00 pm
Virtual presentation

The last day of registration is 
Friday, December 2nd, 2022

Register Here

Please reach out to Nate Harris,  
nate.harris@uchealth.com for any questions 

UC / UC Health 
Clinical Research Orientation and Training

(CRO&T) 

https://teams.microsoft.com/registration/bC4i9cZf60iPA3PbGCA7Yw,TSxEfEA1XEOp1SHRa3CwGg,1LwLnc8M7EOS-1ygBNUfWw,qeWtL1Ilb0CgP9YLq5pcEQ,oLvtFdF9BEKpvjkacX3DDQ,iCmayuSgokawXxMUvuiWTg?mode=read&tenantId=f5222e6c-5fc6-48eb-8f03-73db18203b63
mailto:nate.harris@uchealth.com


Today’s Presentation:

Services and tools that Support Translational 
Research at the Department of Biomedical 

Informatics
Join us in this session to become familiar with the various tools, services and capabilities provided by the Department of 

Biomedical Informatics at the UC College of Medicine, where you’ll gain a high-level understanding of data types, de-
identification, the Privacy Rule, and an understand of the differences between research and QA/QI, as well as where the 

lines are often blurred. 

Brett M. Harnett, MS-IS
Asst. Professor, Field Service

Director, Center for Health Informatics
Department of Biomedical Informatics (BMI)
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Learning Objectives:
1. Become familiar with the various tools, services and 

capabilities provided by the Department of Biomedical 
Informatics at the UC College of Medicine. 

2. Have a clear understanding of data types, de-identification 
and the Privacy Rule.

3. Understand the differences between research and QA/QI, 
as well as where the lines are sometimes blurred.





In a message to Congress, the President of the United States 
said:

“Millions of our citizens do not now have a full 
measure of opportunity to achieve and to enjoy 
good health. Millions do not now have protection or 
security against the economic effects of sickness. 
And the time has now arrived for action to help 
them attain that opportunity and to help them get 
that protection.”



In a message to Congress, the President of the United States 
said:

“Millions of our citizens do not now have a full 
measure of opportunity to achieve and to enjoy 
good health. Millions do not now have protection or 
security against the economic effects of sickness. 
And the time has now arrived for action to help 
them attain that opportunity and to help them get 
that protection.”

This was President Truman in 1945



Remember: Epic is an 
electronic health record, and its 
primary function is healthcare
(and billing) – not research.



How does the Biomedical 
Informatics team aid research 
by using the EHR?

…We get things
…We build things
…We coordinate things
…We teach things



If it’s research = BMI/CHI
If it’s clinical QA/QI = UC Health

If unsure, we will figure it out

I need data, where do I go?



The CHI is the designated Honest Broker 
for the 

University of Cincinnati and affiliates 



QA/QI vs Research

Research
- Systematic investigation designed 

to develop or contribute to 
generalizable new knowledge

- Implementation of research is a 
separate process – and commonly 
referred to as a “Learning Health 
System”

- Usually performed by researchers 
independent of clinical care – often 
retrospective but also prospective

QA/QI
- Systematic data-guided activities 

designed to bring about immediate 
positive changes in healthcare 
delivery and practices

- Integral part of continuous 
improvement

- A form of clinical and managerial 
innovation and adaptation

- Combines discipline-specific 
knowledge and experiential 
learning and discovery



BMI/CHI:
Aggregate numbers [?]

Counts on patient cohorts

De-identified data [?]

All PHI stripped out using Safe Harbor or Expert Determination method

Limited Data Set [?]

A specific set of data where 16 of the 18 patient identifiers are removed, usually dates of service and geographic locations 
more granular than state or zip codes <20k people.

Fully identified patient data [?]

For research purposes, a valid IRB HIPAA waiver is required.

Identified data for preparatory research [?]

These are special conditions and can only be accessed with mediation at the CHI with no recording of data.

UC Health:
Quality Improvement or Operations data [?]

Fully identifiable data is available but under special rules, no IRB is required. 

Categories of Data
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• Structured
• Unstructured
• Semi-structured

Types of Data



Structured Data



Unstructured Data



XML
Extensible Markup Language

JSON
JavaScript Object Notation

Semi-structured Data



Request for Waivers:
• An explanation as to why obtaining consent/authorization would prevent the research from being completed.
• An explanation as to whether it is possible or feasible to obtain informed consent, given the scope of the research, 
including whether the research could still occur if consent was obtained.
• An explanation as to how the removal of the consent process from the conduct of this research will not adversely 
affect the rights or welfare of participants. (Note: "participants" in this case is human data/specimens. The use of 
human data/specimens for research purposes constitutes human subjects research.) An example of adverse effects 
might include a person's right to decide whether or not they want to be a participant in a research study.

Research = IRB
How and Why

http://med.uc.edu/chi/researchdata


http://med.uc.edu/chi/researchdata


Minimum Necessary Restriction

 Law imposes a minimum necessary requirement on all 
permitted uses and disclosures of PHI by a covered entity.

– This means that a covered entity must apply policies and 
procedures, or criteria it has developed, to limit certain uses or 
disclosures of PHI, including those for research purposes, to "the 
information reasonably necessary to accomplish the purpose [of the 
sought or requested use or disclosure]."





“Safe Harbor” - remove 18 specified identifiers -
intended to provide a simple, definitive method for de-
identifying health information with protection from 
litigation (also called heuristic method).

“Expert Determination” - retain some of the 18 safe 
harbor’s specified identifiers and demonstrate the 
standard is met if person with appropriate knowledge 
of and experience with generally accepted statistical 
and scientific principles and methods, e.g., a 
Biostatistician, makes and documents that the risk of 
re-identification is very small.

Two methods for the de-identification of health information



18 HIPAA identifiers 

Obvious identifiers
 name
 address
 SSN
 phone 
 fax
 e-mail
 full face photo

Less obvious identifiers
 any dates
 MRN
 health plan #
 account #’s
 license #
 VIN
 device #
 URL’s
 IP address 
 finger/voice print
 any other unique identifying 

numbers, characteristics or codes



The CHI is a 
Government Cost 
Control Service 

Center and charges 
for services.



What do 
our data 
analysts 

do?



A network where HCOs supply de-identified patient data so pharmas 
and CROs can identify sites with certain patient populations. 

And fund studies here.



TriNetX has three primary use cases:

1. Clinical Trials. UC has been offered 
almost 200 trials since 2015, taken 
about a third.

2. Local cohort analysis. Over 28,000 
queries since 2015.

3. Generalizable research using Real 
World Evidence. That is, the TriNetX 
Research Network.
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How many people developed Chronic Kidney Disease within 
three months after a COVID infection? 

- temporal analysis -



Create two groups, 
related by a temporal 
constraint – Event 1B 
occurred at least three 
months after Event 1A



Using the exact same 
logic, select the Research 
network to run the query 
against 39 other sites 
equating to >86M instead 
of 1.2M.



Tools for exploring the 
cohort are part of the 
interface with drill-down  
capabilities.



Built-in Analytics allow for 
numerous types of 
analyses directly in the 
web browser.



Built-in Outcomes Analysis





Research Network: Increase the n from 1.2M to over 85M





Collaborators
U. Michigan

Case Western
UNC
UK

Columbia

Almost 200 
publications













REDCap (Electronic Data Capture)



REDCap on FHIR (use of APIs)



H
H

S:
 9

 N
ew

 A
nn

ou
nc

em
en

ts
 

->
 C

O
VI

D



21st Century Cures Act

• Signed into law on December 13, 2016, is designed to help 
accelerate medical product development and bring new 
innovations and advances to patients who need them faster and 
more efficiently.

• The law builds on FDA's ongoing work to incorporate the 
perspectives of patients into the development of drugs, biological 
products, and devices in FDA's decision-making process. Cures 
enhances our ability to modernize clinical trial design including 
the use of real-world evidence…

• No Information Blocking

https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence




Thank you - Questions

This is our Chief Information Officer. He’s encrypted for security purposes. 
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