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• Oversees research design, mentorship

• Guides research question formulation and study design

• Supervises data collection methods and ensures compliance

• Reviews analysis plans and results for clinical relevance

Provides feedback on drafts, ensures scientific integrity

PI/Mentor

• Develops clinical research skills through active participation

• Assists in formulating research questions and drafting protocols

• Collects data (e.g., chart reviews, surveys)

• Writes drafts, integrates feedback

Trainee

Defining Roles



• Provides expertise in statistical design, analysis, and interpretation

• Advises on study design and power analysis

• Assists with data cleaning and interpretation

• Performs statistical tests, regression models, and data visualization

• Provides statistical methods section and reviews results accuracy

Biostatistician

• Assists with data extraction feasibility and database creation

• Ensures data accuracy, merging, and cleaning from multiple sources

• Confirms technical accuracy of data used 

Informatician

Defining Roles



Study Flowchart (Retrospective)
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Protocol Template



Literature Review for 
Research Question

6

✓  Identify a topic or problem

✓  Use Ochsner Medical Library Resources to review the 
literature

✓  Ensure your question hasn’t been thoroughly 
researched

✓  Identify the gap in knowledge your study will address

Background and Rationale of Protocol



Literature Matrix



Background & 
Relevant 
Literature

Define the Topic

• Briefly introduce the condition or research focus.

Epidemiology

• Key prevalence/incidence statistics and affected populations.

Current Understanding

• Pathophysiology, risk factors, and standard treatments.

Gaps in Knowledge

• What’s missing or uncertain in the literature?

Study Rationale

• Why is this research needed? How does it address gaps? 



Purpose and 
Objectives

Who is being studied? (e.g., Adults hospitalized with COVID-19)
P 

(Population)

What is the exposure or intervention? (e.g., Obesity BMI GE 30 
Kg/m^2)

I/E 
(Intervention)

What is the control or alternative? (e.g., Non-obese patients BMI < 
30 Kg/m^2)

C 
(Comparison)

What is being measured? (e.g., rehospitalization rate)
O 

(Outcome)

Over what period? (e.g., within 3o- days post-discharge or between 
2020-2021)

T (Time)

Purpose: Describes the overall 

goal or rationale of the study, 

explaining why the research is 

being conducted and its broader 

significance.

Objectives: Specific, 

measurable actions or outcomes 

the study aims to achieve, often 

broken down into clear research 

questions or hypotheses. 

PICOT FRAMEWORK

X ----> Y



Research Question & Hypothesis
Primary Research Question (PICOT-Based): 
▪  In adults hospitalized for COVID-19 (P), how does obese (BMI ≥30 kg/m²) (E) 

compared to non-obese patients (BMI <30 kg/m²) (C) impact 30-day 
rehospitalization rates (O) after discharge between 2020-2021 (T)?

Secondary Research Questions:
▪Does obesity increase the risk of specific complications leading to 

rehospitalization (e.g., respiratory failure, cardiovascular events?

▪Are there differences in ICU admissions and length of stay between obese and 
non-obese patients?



Research Question & Hypothesis

Null Hypothesis (H₀): 

There is no significant difference in 30-day rehospitalization rates 
between obese and non-obese patients hospitalized for COVID-19.

Alternative Hypothesis (H₁):

Obese patients hospitalized for COVID-19 have a higher 30-day 
rehospitalization rate compared to non-obese patients.



Study Design
Overall description of the study design, summary of how the study will be conducted

State what study design will be used

 Case Series / Descriptive Study

 Retrospective Chart Reviews

 Case-Control vs. Cohort Study

Great place for additional information related to how the study will be design

 How a survey will be disseminated

 Matching of patients

 



Case Series: A study that tracks a group of patients with a common condition or treatment 
to identify trends, outcomes, or new insights, often without a comparison group. (5-30 case 
total)

Descriptive Study: A study aimed at describing characteristics of a population without 
examining causal relationships; there is often no comparison group

Objective: “To measure…” or “To describe”

Cross-sectional study collects data from a population at a single point in time, providing a 
snapshot of the prevalence of a condition, behavior, or characteristic

Case-Control Study: Compares individuals with a particular condition (cases) to those 
without (controls) to identify potential risk factors or exposures.

Cohort Study: Follows a group of individuals over time to examine the relationship between 
exposures and outcome; starts with identifying by intervention or exposure 

Study Designs

Quality
of

Evidence



Setting
Hospital or Clinic Details: Mention the specific hospital, clinic, or outpatient setting where the 
research will occur, such as the name of the institution, geographic location, and the unit (e.g., 
oncology department, pediatric clinic).

  Examples: 

◦ Jefferson Highway Hospital

◦ Ochsner Baptist Maternal and Fetal Clinics

◦ All Ochsner Health Network



Participants

• List of characteristics that participants must have 
to be eligible to participate in the study.

• Specific age rage, diagnosis/condition, procedure 
performed, certain locations, ability to provide 
informed consent (if needed), any specific 
demographics of lab values

Inclusion Criteria: 

• Characteristics that disqualify a participant from 
the study. Exclusion criteria help prevent 
confounding variables.

• Other conditions or medications that might 
confound your study

Exclusion criteria



Explanatory Factors
The primary and/or secondary independent variables.

Refers to the main variable being hypothesized to be associated with the outcomes of the study.

If a comparative study, it should clearly define what groups are being compared
◦ Examples: Obese vs. non-obese; Cefazolin vs. Clindamycin

Should clearly define how these factors will be measured

Comparing two interventions or comparing different patients' characteristics 

X ----> Y



End Points / Outcomes
Primary Outcome: The main result or effect the study is designed to measure

◦ Example: 1- year Survival rate

Secondary Outcomes: Additional results measured in the study, which are important but not the 
main focus. These can help to provide a broader picture of the intervention’s effects

◦ Quality of life; cancer recurrence; complications/adverse events

Consider 

◦ Define outcome clearly

◦ Ensure alignment with the objectives previously stated

◦ Ensure outcome is measurable

◦ Define timing of outcome clearly (i.e. within 6 months of procedure)

X ----> Y



Study Periods & Follow-Up

The study period is the calendar dates 
that the study data will be assessed from

i.e. 1/1/2025 to 12/31/2025

The follow up time is the length of time 
that participants will be evaluated for 
the outcomes previously stated starting 
with the data enrolled 

Participants will be followed 12  
months after their surgery to 
measure survival, re-admissions, and 
complications.



Patient Identification
Explain how participants will be identified and recruited.

Common examples
◦ List of ICD-10 or CPT codes used

◦ Slicer Dicer: Self-service, web-based data exploration tool within the Epic

◦ A patient registry



Allows users to quickly query and visualize de-identified patient data from the 
EHR to explore trends, identify cohorts, and assess study feasibility

Data Exploration: Users can filter data across multiple variables, such as 
demographics, diagnoses, medications, procedures, and lab results.

Visualization: Generates visual summaries like bar charts and graphs for easy 
interpretation.

De-identified Data: The data shown is typically de-identified, ensuring patient 
privacy.



763 potentially eligible patients



Slice By Month



Map by Zip Code



Slice By Sex & Race



Anticipated Study Size and Power 
Analysis

Common for researchers to explore the potential eligible sample in Slicer Dicer.

Slicer Dicer is a program built into Epic that allows querying and identifying aggregate number of 
patients based on the eligibility criteria of the  proposed study

A biostatistician will conduct a power analysis to determine if the anticipated sample size is 
sufficient to detect the hypothesized effect. 



Data Management
Data Storage & Security: Explain where and how data will be stored (e.g., secure hospital server, 
REDCap, encrypted databases) and who will have access.

Data De-Identification & Confidentiality: Outline measures to protect participant privacy, such as 
assigning unique study IDs and removing personal identifiers.

Data Access & Sharing: Specify who will have access to the data, any restrictions on sharing, and 
whether data will be shared externally.

Data Retention & Destruction: State how long data will be retained per institutional guidelines 
and the process for secure deletion after the retention period.



Data Collection

Pre-existing data 
set or registry

Data Extraction 
from the EMR or 

another data 
source

Survey 
Dissemination

Manual Chart 
Reviews

Prospective Data 
Collection / 
Clinical Trial

Describe how data will be collected (e.g., electronic health records, surveys, chart reviews, laboratory results).
Where will the data be entered? Into an Excel Sheet? Using RedCap?



Secure, web-based application 
designed for data collection and 
management in research 
studies. 

Widely used building surveys, 
collecting research data, and 
managing study workflows.

Supports randomization 
modules, which allow for the 
assignment of participants to 
treatment or study groups in a 
randomized manner.

Creating chart review forms in 
REDCap allows for standardized 
data collection from patient 
charts for retrospective research 
studies.



Data Dictionary

Usually included at the end of the protocol

Provides a detailed list of all the variables to be extracted from the EMR

Provides a definition and rationale for each variable listed

Usually included at the end of the 
protocol

Provides a detailed list of all the 
variables to be extracted from the 
EMR

Provides a definition and rationale for 
each variable listed



Statistical Analysis
A biostatistician can assist with a statistical analysis plan for the proposed research study.

The statistical 
software that will be 
utilized for the 
analysis

Discussion of 
regression analyses if 
appropriate for the 
study

Outline of appropriate 
statistical tests to 
compare the groups 
or address the 
primary and 
secondary objectives 
of the study

Descriptive statistics 
to characterizes the 
demographics and 
clinical features of the 
population



Limitations and Bias
Factors that may impact the validity, generalizability, or interpretation of study findings, while 
biases are systematic errors that can distort results.

Common Examples: 
• Individuals who sought medical care, which may make them systematically different from those who 

did not seek care

• Differences in documentation practices across providers, departments, or clinic locations can lead to 
inconsistent data quality and completeness.

• Missing or Incomplete Data – EMR data is collected for clinical care, not research, leading to gaps in key 
variables, missing follow-up data, or unrecorded patient behaviors.

• Non-Response Bias: individuals who do not respond to a survey or study differ systematically from 
those who do

• Confounding – Retrospective studies lack randomization, increasing the risk of confounding by 
unmeasured variables



Informed Consent & HIPPA Authorization
Most retrospective chart reviews meet the waiver 
for informed consent and waiver for HIPPA 
authorization due to the minimal risks of the 
nature of the study

Many surveys require at least an abbreviated 
consent.

For prospective studies, Ochsner has an informed 
consent form that is standard for all research 
studies at Ochsner.



Funding Source
Identify the organization(s) or agency providing financial support (e.g., NIH, internal hospital 
grant, industry sponsor).

Most trainee research projects are “unfunded”, which can be written into this space in the 
protocol



Dissemination
Outline how the study findings will be shared with relevant stakeholder

• Peer-Reviewed Publications: Plan to submit findings to relevant journals based on the 
study's focus (e.g., oncology, epidemiology, public health).

• Conference Presentations: Present results at national and international conferences (e.g., 
ASCO, APHA, AACR) and institutional research symposiums.

• Internal Dissemination: Share findings through hospital grand rounds, department 
meetings, and internal research forums.

• Community or Patient Education (if applicable): Provide summaries to patient advocacy 
groups, hospital newsletters, or lay-friendly reports for participants. 



References
Final section is a list of references used throughout the presentation



EndNote

What is EndNote?

Reference management software for organizing 
and citing sources.

Key Benefits:
▪ Syncs with Microsoft Word to insert citations directly into 

manuscripts.

▪ Auto-updates reference lists and bibliographies on Word 
Document.

▪ Streamlines literature reviews and citation management.

▪ Reduces citation errors with automatic formatting.

▪ Enables collaboration with shared libraries.

•Citation files (.ris, .nbib) can be downloaded from 
PubMed and many journals for easy import.



EndNote



Submitting to the IRB



STEP
Citi Training is required 
for all study personal to 
submit to IRB.



Pre-Submission Review 
Complete

Pre-Review Post-ReviewIRB Review

Clarification 
Requested

Clarification 
Requested

Modifications 
Required

Not submitted by PI.

• Technical Review 
• Scientific Review 
• Radiation Safety
• Conflict of 

Interest Review.

Full panel review or 
reviewed by an IRB 
member.

• IRB Panel has 
completed its 
review. and the 
Determination

• Letter is being 
prepared 

Review complete 
and 
Determination 
Letter issued.

• Missing or 
unsatisfactory 
information.

• Required and 
recommended 
changes

• One or more 
elements of the 
study require 
changes to be 
made

• Missing or 
unsatisfactory 
information.

• Required and 
recommended 
changes

IRB Review Process

Only the PI, or your mentor, can submit 
the protocol to move the project from 

Pre-Submission to Pre-Review.



Schedule a 
Consult

https://redcap.link/ocor_requests

REDCap link to place a consult: 
https://redcap.link/ocor_requests

One form to request assistance from biostatistics & 
informatics

New Projects are distributed every Tuesday (with 
exceptions for holidays)

You will receive in e-mail about setting up a Zoom consult to 
learn more about the project

Your mentor and all other relevant research team members 
should attend the consult

https://redcap.link/ocor_requests
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