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Objectives for Orientation

Define human subjects 
research

1

Understand that there 
is a difference between 
Quality Improvement 
and Human Subjects 
Research

2

Review the PICO 
strategy for starting a 
literature review or 
generating a testable 
hypothesis

3



What Is 
Human 
Subjects 
Research?

• Human Subjects Research Defined

• Human Subject: a LIVING individual about 
whom an investigator is conducting research

• Human Subjects Research:

• Obtains information or biospecimens 
through intervention or interaction with 
the individual, and uses, studies or 
analyzes the information or 
biospecimens

OR

• Obtains, uses, studies, analyzes, or 
generates identifiable private 
information or identifiable 
biospecimens



Examples of 
Human 
Subjects 
Research
may include:

• Collecting blood

• Conducting a survey

• Changing participants’ 
environments

• Administering medicine

• Interviewing

• Administering a 
psychological test

• Collecting data

• Conducting a focus group

• Testing a new educational 
technique

• Implanting a device



Am I Doing 
Human 

Subjects 
Research?

• Clinical Questions

• Affect patients

• Affect medical 
practice

• QI Projects

• Affect processes

• Affect systems

• Research Questions

• Inform others 
through generalizable 
knowledge

• May have no effect 
on patients

• May have no effect 
on processes



Am I Doing Human Subjects Research?

Clinical Question vs 

Research Question

• Clinical: I think my ALS patients 
should be assessed with the ALS 
Functional Rating Scale – will this 
help me determine the right 
support services for my patients?

• Research: Were ALS Clinic 
patients, who were assessed with 
the ALS Functional Scale, matched 
to support services in less time 
than those who were not 
assessed?

Quality Improvement vs 

Research Question

• QI: If I train my fellow residents to 
use this behavioral intervention 
with people who want to quit 
smoking, will we reduce the 
number of active smokers in our 
clinic over the next 12 months?

• Research: If I use this behavioral 
intervention with people who 
want to quit smoking, how many 
people who use my program will 
become nonsmokers compared to 
those who do not use my program 
over 12 months?

Pre-research Activity vs

Research Activity

• Pre-research: I am interested in 
studying a behavioral intervention 
to help people quit smoking. Let 
me use SlicerDicer to see if I have 
enough smokers in my clinic to 
meet the target sample size.

• Research: How many people in my 
clinic using this behavioral 
intervention have been a 
nonsmoker for 12 months or 
longer versus those using nicotine 
gum?



Who Decides 
If I am Doing 

Human 
Subjects 

Research?

• Only the IRB can make a determination – 
they may decide your project is:

• Human subjects research

• Not human subjects research

• It is Quality Improvement/Process 
Improvement

• It is pre-research activity



I Want to 
Perform Human 

Subjects 
Research

Complete 
required training 

(e.g., CITI)

01
Do a Literature 
Search

02
Formulate a 
Testable 
Hypothesis

03



How Do I 
Complete CITI 

Training?

•Go to the HRPP website and
click on IRB Education &Training

•Click on Collaborative Institutional
Training Initiative (CITI)

•Create a login 
•Affiliate with Ochsner Clinic Foundation
 and the required modules will load



Research Question: 
Start with a Literature Search

Has my question been answered in the literature?
• If I cannot find the answer, will others learn from my results? Make your idea novel & 

relevant 

• What if only one publication offers an answer to my question – is a second study 
important? Generally speaking, yes – it is important to try to replicate research findings 
(and publish negative findings when relevant).

• If my question has been reliably answered, can I extend my question to contribute to the 
scientific literature? What hasn’t been examined? Will my patient population add 
something unique to the reported findings?



Formulating 
a Testable 

Hypothesis

• https://research.ochsner.org/iir/trainee

• Choose “Generating a Testable Hypothesis” for 
examples

• https://research.ochsner.org/iir/trainee

• Choose “Quick Start Guide” (CITI, eIRB accounts, 
etc.)

• Step 2 walks through generating a research 
question, doing the literature review, and 
formulating a hypothesis

https://research.ochsner.org/iir/trainee
https://research.ochsner.org/iir/trainee
https://research.ochsner.org/iir/trainee
https://research.ochsner.org/iir/trainee


How do I start my lit search or 
formulate a testable hypothesis?

PICO Strategy

P   (Patient or Population)

I    (Intervention)

C  (Comparison)

O  (Outcome)



Using the PICO strategy
to do a literature search

For patients with Hyperkinetic movement disorders, does 
botulinum toxin injection (as opposed to no Tx) improve 
functional outcomes?
P   (Patient or Population) = Patients with Hyperkinetic 
movement disorders

I    (Intervention) = botulinum toxin injection

C  (Comparison) = no injection 

O  (Outcome) = functional testing



Combine PICO Terms to Build Search
For patients with Hyperkinetic movement disorders, does botulinum 
toxin injection (as opposed to no rx) improve functional outcomes?

Patients

Intervention

Search Terms

1) Myoclonus or Tremors or 
Dystonia

2) Botulinum Toxins

3) Combine 1 and 2

("Myoclonus or Tremors or 
Dystonia" and "Botulinum Toxins“)



Limit Retrieval to 
Target Relevant 

Literature
Limit by 
text availability
e.g., if you 
only want full 
text  or free full 
text

Limit by type – 
like “Clinical 
Trials”

What are 

additional filters?



This is what pops 

up when you click 

“Additional Filters”

• Methodology of 
Study

• Article Type

• Human

• Animal

• Language

• Sex

• Age Group

• Publication Type
• Letter, article, 

etc.



Using the PICO strategy to formulate a 
testable hypothesis

For adults with hypertension, does participation in the Ochsner Digital Hypertension 
Program lower blood pressure?

P   (Patient or Population) = people ≥ 18 yr. with blood pressure ≥ 130/80

I    (Intervention) = active participation in Digital Hypertension

     (weekly BP entries)

C  (Comparison) = prescription and follow up visits every 3 months

O  (Outcome) = blood pressure 6 months after enrollment in Digital Hypertension or 
  initial hypertension prescription



Ready to 
Work with 
Mentor on 
Next Steps

• Consult the trainee resources site 
(https://research.ochsner.org/iir/trainee) 

• A few PowerPoint lectures on Research

• Protocol Templates – “Protocol Template for 
Minimal Risk” is perfect for chart reviews

• Guidance for requesting help for protocol, 
sample size analysis, statistics and data pulls

• Poster Templates

• Links to the UQ site and the Sharepoint site 
for Trainees

https://research.ochsner.org/iir/trainee


Ochsner Research

• The Clinical Research Centers of Excellence support investigator-initiated 

clinical research and sponsored clinical trials in nearly 30 medical specialties.  
– Cardiology, Neurosciences, BioDesign Lab, Oncology, Transplant/Hepatology, Multispecialty 

Surgery, Multispecialty Medicine, Women's Health, Infectious Disease, Pediatrics

• The Biorepository Core assists with specimen processing and special 

projects.

• The Informatics and Biostatistics Core helps researchers create and fine-

tune their projects.  

• The Translational Research Labs conduct laboratory-based research.

Division of Academics
CAO – Dr. Leonardo Seoane

Department of 

Research
CSO - Dr. Nneka Ifejika



Scholarly Project vs Extracurricular Research

• Scholarly Project  
– Group project undertaken alongside clinical immersions

– 2 hours per week for 35 weeks during Year 3

– Five milestones assessment points throughout the year

– Curriculum requirement that will be managed through the UQ-OCS 

medical school.  Research staff/resources are available to assist 

completion of group projects as needed. Not all scholarly projects will 

fall into the category of research.

• Extracurricular Research
– Extracurricular research opportunities arranged on a voluntary basis 

between the student and a research mentor

– Dr. Parke and research staff are available to provide guidance and 

facilitate projects



Priorities

• What are your priorities?

– MD degree and USMLE Step 1/2

• Be honest with yourself

• What are the risk and benefits of what you want to do 

and what you CAN do

• It is your responsibility to be aware and take advantage 

of your options to do research

• Be cautious about taking on extra commitments too early 



Can anyone do extracurricular research 

during their medical program? 

• Any student “in good academic standing” can participate in 

extracurricular research.  

– Must have a passing score on USMLE Step 1 and no recorded findings of 

student misconduct at the University.

• To ensure that you are in good standing and approved to participate 

in Research, complete this form: https://is.gd/UQ_student_research

• Phase 2 medical students can do extracurricular research at any 

time during year 3 and 4. Most students find that they need to devote 

10-20 hours a month to a project for it to be successful. 

https://is.gd/UQ_student_research


How do I get started (extracurricular 

research)? 
Steps to Extracurricular Research (OMSA Guide):

1. Complete this form for approval to participate in research: 

https://is.gd/UQ_student_research

2. Set up an eIRB account: eIRB  

3. Complete ethics training via the CITI training course: CITI Training 

4. Identify an area of interest with potential supervisor(s). 

 Students are not allowed to serve as PI for research projects.  You must 

identify a mentor. 

5. Agree upon a research outcome with your supervisor.

 You will need a defined research question and a hypothesis or an existing 

research project.

 Research cannot be conducted until an IRB approved protocol is in place. 

6. Finalize your project commitment with your supervisor.

7. Register your project on the Medical Student Research Portal.

https://ochsnerhealth.sharepoint.com/:b:/s/OCSSRA/IQBP8CcN5i21SbgvZeftAVDkAcI7U6xsV5xN2baoLPNaBP8?e=Tqso2t
https://is.gd/UQ_student_research
https://eirb.ochsner.org/?fbclid=IwAR0t9ZbAuMTlgeoFBqMdC5EZXT1oaaAZFSPbPXOd4o_fAfbo92-gjgIv4yA
https://eirb.ochsner.org/eIRB/sd/Rooms/DisplayPages/LayoutInitial?Container=com.webridge.entity.Entity%5BOID%5B1818D83B09FBC64EB252968CDC33517D%5D%5D
https://ochsner-craft.s3.amazonaws.com/research/static/Hypothesis-Generation-and-Lit-Search.pdf
https://survey.app.uq.edu.au/register-your-research.aspx


How do I find a mentor/project (extracurricular 

research)? 
• Consider reaching out to Student Interest Groups.

• Ask the attendings and residents while rotating – they may have projects they are seeking help with.

 

• Post or respond to posted projects on the Sharepoint site 

https://ochsnerhealth.sharepoint.com/sites/OCSSRA.

• Reach out to Dr. Courtney Parke, courtney.parke@ochsner.org, Director for Student Research.

• Take a look at posted projects on the Ochsner Student Research Hub of the Student Research Portal: 

Ochsner Mentor Projects.  Look for physicians who are active in research by browsing list of clinical trials at 

Ochsner: Search Clinical Trials | Research

Other Notes:

• It is recommended that students join an existing project. The wheels of research turn very slowly and while it 

is exciting for students to develop their own research question and protocol, it can take significant time. 

• Please understand that with little or no prior research experience, you may be limited in the types of activities 

you may be allowed to do. Wet lab or clinical research may not be a good fit. 

• Look for research projects that involve analysis of secondary or existing data. Public health and health 

systems research, medical education and epidemiological research, literature reviews are good options 

which offer excellent experience. 

https://ochsnerhealth.sharepoint.com/sites/OCSSRA
mailto:courtney.parke@ochsner.org
https://medical-school.uq.edu.au/ochsner-student-research-hub
https://medical-school.uq.edu.au/project-location/ochsner-clinical-school
https://medical-school.uq.edu.au/project-location/ochsner-clinical-school
https://resqual.ochsner.org/sip/default.html


Ochsner Clinical School Student Research Hub

This SharePoint site is designed to:

• Connect medical students with research opportunities and

• Provide resources for students interested in becoming involved in research.

Project Postings for Physician Mentors:
Physician mentors can easily post ongoing or upcoming research projects, making 
it simple for interested students to find opportunities to participate and contribute.

Student Resources:
Find guides and information to help medical students engage in research activities.

How to Access:
Visit the SharePoint site: https://ochsnerhealth.sharepoint.com/sites/OCSSRA 

Questions? Contact Courtney Parke (courtney.parke@ochsner.org).

https://ochsnerhealth.sharepoint.com/:l:/s/OCSSRA/FPJ24p2PmitPgQGGEUh5qoIBDFa61G_JUvxJ8wGI4Y7WYA?nav=YzgxY2RhNzctMTVlYi00YjMyLTljNjItZTA3NzhkNGE4MWQ5
https://ochsnerhealth.sharepoint.com/sites/OCSSRA


Use the Portal to 

register any research 

projects or research 

activities, and report 

all your research 

achievements 

(publications, 

conference abstracts 

etc.) from any time 

during your medical 

program.  

This will allow us to 

officially acknowledge 

your achievements 

when you graduate, 

and can be used on 

your CV, for your 

match interviews and 

Dean’s letter etc.

27

https://medical-school.uq.edu.au/research/student-

research-portal/how-undertake-student-self-guided-

research?p=4#4 

https://survey.app.uq.edu.au/register-your-research.aspx
https://survey.app.uq.edu.au/register-your-research.aspx
https://survey.app.uq.edu.au/report-your-research-achievements.aspx
https://survey.app.uq.edu.au/report-your-research-achievements.aspx
https://survey.app.uq.edu.au/report-your-research-achievements.aspx
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4
https://medical-school.uq.edu.au/research/student-research-portal/how-undertake-student-self-guided-research?p=4#4


Helpful Sites – bookmark these links

Ochsner Investigator-Initiated Resources Page - Investigator-Initiated Research Resources

Contains multiple resources for conducting research at Ochsner such as links to the IRB, 

Biostatistics/Informatics request forms, medical library, protocol templates, research start guides, and 

more

Ochsner Student Research Hub - Ochsner Student Research Hub - Medical School - University of 

Queensland (uq.edu.au)

The Ochsner Student Research Hub contains helpful information for participating in research at 

Ochsner including the OMSA research guide, introduction to clinical research, quick start guide, and 

other resources. 

Medical Student Research Portal  - https://medical-school.uq.edu.au/research-portal 

The Portal is a dedicated website that allows students to inquire about and locate a suitable research 

project and gain recognition for research efforts and achievements.

https://research.ochsner.org/iir
https://research.ochsner.org/iir
https://research.ochsner.org/iir
https://medical-school.uq.edu.au/ochsner-student-research-hub
https://medical-school.uq.edu.au/ochsner-student-research-hub
https://medical-school.uq.edu.au/ochsner-student-research-hub
https://medical-school.uq.edu.au/ochsner-student-research-hub
https://medical-school.uq.edu.au/ochsner-student-research-hub
https://medical-school.uq.edu.au/ochsner-student-research-hub
https://medical-school.uq.edu.au/research-portal
https://medical-school.uq.edu.au/research-portal
https://medical-school.uq.edu.au/research-portal
https://medical-school.uq.edu.au/research-portal
https://medical-school.uq.edu.au/research-portal


Other Research Programs and 

Opportunities

• Postdoctoral Research Fellowship Program
– Competitively awarded 5-month (Jan-May) Research Fellowship which 

is available to graduating students. Applications open to 4th year 

students from June-August. 

• UQ-OCS Student Travel Reimbursement
– Reimburses the cost of travel for presentation of posters/invited podium 

talks for which the student is first author. 

• Ochsner Research Week 

– Occurs annually in May with opportunities for student poster and 

podium presentations. 



Contact Information

Courtney Parke, PhD

ITR Manager and Director of Student Research 

Ochsner Health System

New Orleans, LA

courtney.parke@ochsner.org

Aachal Gunda

OMSA Phase 2 Research Officer

v-aagunda@ochsner.org 

mailto:courtney.parke@ochsner.org
mailto:v-aagunda@ochsner.org
mailto:v-aagunda@ochsner.org
mailto:v-aagunda@ochsner.org
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