LSU HEALTH COORDINATOR COMPETENCIES

: X PATIENT SCREENING
. AND RECRUITMENT

Screening




Objectives

Define the difference between pre-screening and
screening

Describe the ways pre-screening can be conducted
Describe the ways screening can be conducted
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Pre-Screening vs Screening
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Presenter Notes
Presentation Notes
Pre-Screening occurs before obtaining informed consent (i.e., before enrollment) to determine initial eligibility in the study. Pre-screening cannot involve any medical procedures for research purposes. 

Screening occurs after obtaining informed consent. Screening activities usually include interaction with the potential participant to determine further eligibility. 


Pre-Screening

How is pre-screening conducted?
« EMR/medical chart review (common)
e Participant Discussion (uncommon)

What information can be collected?

* Data related to inclusion/exclusion criteria

 Non-medical feasibility information (e.g.,
ability to attend all study visits)
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What should be submitted to the IRB?
* PHI Prepatory to Research Request
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Presenter Notes
Presentation Notes
Pre-Screening can be conducted a few different ways: 
Through review of medical records, including certain admission or clinic logs that contain identifiable private information 
Asking individuals questions or taking a brief medical history either at a standard clinic visit or over the phone.

During pre-screening, you should be collecting information to determine: 
If any inclusion criteria are met and exclusion criteria are not present. Please note that this is not an appropriate time to gather any additional information (i.e., complete medical history) nor conduct any medical tests needed to verify inclusion/exclusion criteria. 
Other information that is appropriate to collect during pre-screening includes questions about the participant’s ability to participate in the study, such as their ability to attend all required visits. 

When pre-screening is involved in the study, one of the following must be submitted to the IRB: 
PHI Prepatory to Research Form signed off by the site who owns the medical records or where the subject will be seen 
Partial HIPAA Waiver for screening purposes 


Screening

SCREENING _ ,
How is screening conducted?

* EMR/medical chart review
Informed Consent * Participant Discussion

>>>  Medical procedures (e.g., lab work)

emert What should be submitted to the IRB?
* Protocol describing instruments or
procedures used to assess
inclusion/exclusion criteria

ﬁ * Copies of any instruments to be used for
screening purposes
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Presenter Notes
Presentation Notes
Screening activities include any interaction or intervention with potential subjects to determine eligibility that is performed following a participant’s consent to continue with the research. 

The IRB protocol should describe any screening instruments or procedures to be conducted. Any instruments should be provided in the IRB application for review and approval. 


Screening Exercise

Study Title: Occurrence of Type 2 Diabetes in Adult Women Who
Were Diaghosed with Gestational Diabetes in Multiple Pregnancies

e > 18 years of age e < 18 years of age
e Female at birth e Male at birth
e Multiple pregnancies e No or single pregnancy
e Multiple diagnoses of diagnosis
Gestational Diabetes * No history of gestational
e Type 2 Diabetes diagnosis diabetes
post-partum e No history of Type 2
e No pre-partum diagnosis of diabetes post-partum
Type 1 or Type 2 Diabetes ® Pre-partum diagnosis of
e No current pregnancy Type 1 or Type 2 Diabetes
diagnosis e Currently Pregnant
e Prisoners
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Presenter Notes
Presentation Notes
Here is a study looking at the occurrence of Type 2 diabetes in women who were diagnosed with gestational diabetes during multiple pregnancies, along with the study inclusion/exclusion criteria.


Screening Exercise

001 10/22/1964 F Multiple Gestation (1994)
Gestational Diabetes (1994)
Type 2 Diabetes (2005)

002 08/24/1960 F Single Gestation (1994) Prisoner
Single Gestation (2000)
Gestational Diabetes (1994, 2000)
Type 2 Diabetes (2001)

003 05/07/1994 F Single Gestation (2020)
Singles Gestation (2022)
Gestational Diabetes (2020, 2022)
Type 2 Diabetes (2024)

004 07/12/2009 F Type 1 Diabetes (2013)
Single Gestation (2023)
Single Gestation (2023)
Gestational Diabetes (2023)

006 04/02/2001 F Single Gestation (2017)
Multiple Gestation (2021)
Gestational Diabetes (2017, 2021)
Type 2 Diabetes (2023)

007 12/18/2007 F Single Gestation (2023)
Gestational Diabetes (2023) -
Type 2 Diabetes (2023)
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Presenter Notes
Presentation Notes
Here is a sampling of the subjects that were screened. Confirm which subjects have continuing eligibility and which would be considered screen fails. 


Screening Exercise

@ 10/22/1964 F Multiple Gestation (1994)
Gestational Diabetes (1994)
Type 2 Diabetes (2005)

002 08/24/1960 F Single Gestation (1994) Prisoner
Single Gestation (2000)
Gestational Diabetes (1994, 2000)
Type 2 Diabetes (2001)

05/07/1994 F Single Gestation (2020)
Singles Gestation (2022)
Gestational Diabetes (2020, 2022)
Type 2 Diabetes (2024)

004 07/12/2009 F Type 1 Diabetes (2013)
Single Gestation (2023)
Single Gestation (2023)
Gestational Diabetes (2023)

04/02/2001 F Single Gestation (2017)
Multiple Gestation (2021)

Gestational Diabetes (2017, 2021)
Type 2 Diabetes (2023)

007 12/18/2007 F Single Gestation (2023)
Gestational Diabetes (2023) -
Type 2 Diabetes (2023)
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Presenter Notes
Presentation Notes
Subject 003 and Subject 006 are the only two who are eligible to continue. 
Subject 001 is excluded because she only had one pregnancy, even though it was multiple fetuses
Subject 002 is excluded because she is a prisoner
Subject 004 is excluded because she is underage and had diabetes prior to pregnancy 
Subject 007 is excluded because she only had one pregnancy



LSU Health Coordinator Competencies

Onboarding

Ethical Standards

Protocol Compliance

Informed Consent

Patient Screening & Recruitment
Management of Patients

Documentation & Document Management
Data Management & Information Technology
Financial Stewardship

Leadership & Professional Development
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