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IRB Prescreening Supplement Form

Student Name:|Poris Onyima

Doris.onyima@my.chamberlain.edu

Student Email:

D41259399

Student D#:

] ! fully understand | cannot collect any data and/or implement my project at the practicum site until my DNP practice change
project is approved and | have received all required permission(s) from Chamberlain’s Institutional Review Board (IRB), as
well as the practicum site’s IRB (if applicable).

Working Project Title: [The implementation of 1:1 Nurse Led Cognitive-Behavioral Therapy (CBT) for Patients

sal Al L 1L [mY

Practicum Site/Organization Name: |Legacy Medical and Mental Clinic

Practicum Site Contact Person: |Dr, Chuks Nwaulu EMAIL: Legacymedical2020@gmail.com PHONE: 301-880-4900

Name, email address, phone number

Preceptor Contact Information: [Dr. Chuks Nwaulu, DNP, APRN, PMHNP-BC Legacymedical2020@gmail.com. 301-

Name, email address, phone number QQN_A90N

Mentor Contact Information (if applicable): |- chyks Nwaulu, DNP, APRN, PMHNP-BC Legacymedical2020@

Name, email address, phone number

Practicum Site Key Decision Maker(s) Contact Information: [Dr. Chuks Nwaulu, DNP, APRN, PMHNP-BC
Name, email address, phone number Legacymedical2020@gmail.com. 301-880-4900

SECTION I: Practice Problem - Need for Project

As you prepare to submit your Project to the IRB for review and prescreening approval, complete the questions below utilizing
information you provided in your DNP Readiness Form from NR730 - Project course.

Provide a problem statement (no less than 5-6 fully structured sentences) to explain the problem/issue you are addressing.
Please describe the current practice/process leading to the issue. Provide reports or currently available data to document the
need identified by the primary decision-maker(s) at the practicum site. NOTE: In this section you must include in-text citations
with your evidence-based intervention.

The identified practice problem for my DNP project is the issue of alcoholism or alcohol use disorder (AUD).
Alcoholism or AUD is a widespread and costly behavioral condition. Alcohol use is a leading risk factor for
diseases and injuries. There is a high prevalence and negative impact associated with AUD and the treatment
rate is estimated at 10% (Kools et al., 2022). Alcohol misuse is associated with approximately 140,000 deaths
annually accounting for about 89,697 deaths in adults aged 20 to 64 years and 4000 in under 21 in the United
States (US). In 2020, about 70% of people living in the US aged 21 and above accounting for 166.6 million were
reported to have been drinking alcohol for the past year (Substance Abuse and Mental Health Services
Administration, 2022). The medical spending is approximately $14,918 per person on commercially insured and
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SECTION II: Practice Question — Defined Population
Based on the needs of the practicum site, please provide your one-sentence practice question in the PICOT format clearly and

concisely. Note your population cannot be students or faculty; your intervention cannot be educational only; and your time
frame must be 8-12 weeks. Please be certain your population and outcome measure match.

For adults diagnosed with alcohol use disorder in an outpatient mental health clinic, does the implementation of a
nurse-led 1:1 Cognitive Behavioral Therapy (CBT), compared to current practice, impact the alcohol relapse rates
over 8-10 weeks?"

Fully describe your proposed project’s population (keep in mind students and/or faculty are not allowed). What is your anticipated
population size and what inclusion, and exclusion criteria will be used to identify your population?

While the practicum site serves a population with diverse mental and behavioral diagnoses, the project
specifically targets adults diagnosed with alcohol use disorder and facing challenges with relapses. Specifically,
the project will aim to recruit at least 40 participants, which implies that informed consent will be sought before
administering the AUDIT tool at the start of participant recruitment.

For inclusion, patients will have to be aged 18-75 years with a confirmed diagnosis of AUD consistent with DSM-V

Please submit your completed John Hopkins Evidence Summary Table as a separate document. The
Johns Hopkins Table should have 10 articles focusing on your selected intervention.

SECTION lll: Week to Week Implementation Plan - Protocol

Provide a concise overview of what you will do each week during the implementation phase of your project to address the issue
within the practicum site. Common language should only be used for weekly monitoring, including formative evaluation, feedback,
huddle, and one-to-one conversation. The final weeks should include data analysis along with dissemination of the results. Note
your intervention implementation must take place over a minimum of eight (8) weeks. Recruitment, education, and data collection
weeks are NOT included in the eight weeks of intervention implementation. The information you place here should match what
you said in your intervention plan on the DNP Practice Readiness Form from the NR730 Project course.

Week 1: This project intervention will be done in three phases. | will hold an initial meeting with the nursing
staff of the unit to discuss the goal, purpose, and process for a 1:1 nurse-led CBT for patients with alcohol use
disorder. To practice CBT, | will prepare and execute educational training for the nurses at the clinic. | will
develop days/times for nurses to participate in the training. The training will focus on core CBT principles, their
filling out application in practice, and the use of the AUDIT tool. The educational sessions will focus on the ABCs
(adverse events, cognition, and behavior) model as it relates to the negative automatic thoughts (NATS) that
contribute to relapse. The model suggests that unhealthy feelings (cognition) and behaviors emanate from
irrational beliefs rather than the adversity of events (Tiba, 2024). In addition, the nursing staff will be trained on
the concept of behavioral activation and cognitive restructuring, which are the key approaches to implementing
CBT. The inclusion/exclusion criteria, project timeline, training objectives, participant roles, and expected
outcomes will be provided to staff participants. | will also conduct educational sessions at the practicum site on
the use of the AUDIT tool as a measurement tool for the severity of alcohol withdrawal in patients with alcohol
use disorder. All patients who meet the inclusion criteria will be invited to participate. The participants will be
identified during clinic visits and through electronic health records. The project manager will personally contact
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SECTION IV: Data Collection and Analysis Plan

During NR705 you will work with your course faculty and your preceptor to gain IRB prescreening determination
within Chamberlain and the practicum site, if applicable. Please answer all questions within this section.

Explain your data collection plan to measure your intervention’s impact on your project outcome. Include a concise
description of the outcome you identified in your practice question. If using a questionnaire or a survey, provide the
name of the questionnaire or survey and discuss its validity and reliability with in-text citations from supporting
literature. Additionally, fill out the chart below to concisely convey your project outcome and include the name of the
valid/reliable survey or questionnaire if you are using one to collect your outcome data.

The primary outcome of interest in the project is alcohol use relapse. Baseline data will be collected at
week 1 after participants have provided informed consent, while post-intervention data will be collected at
week 10 at the project endpoint. The AUDIT survey is a widely used tool for assessing alcohol consumption
severity. The tool is an effective and reliable tool for identifying alcohol use disorder, as it has been known
to have good sensitivity and specificity in detecting problem drinking (Habtamu & Madoro, 2022). The
10-item scale has an acceptable internal consistency (Cronbach's a = 0.817) (Chen et al., 2024). However,
there are studies suggesting that in using the AUDIT tool, it is significant to utilize the two-factor model
consisting of alcohol consumption, and alcohol-related problems (Horvath et2023). Consistent with its
authors, AUDIT scores will be expected to drop below the cut-off score of 8, which indicates harmful or
hazardous alcohol use. Participants will fill in paper forms of the AUDIT tool at baseline (during
recruitment) and at the project endpoint. | will scan the information into patients' charts in the EHR for
safe storage pending retrieval during data analysis. | will assign unique identifiers to the participants to use
for assignment when retrieving the scores from the collected surveys, housed in the EHR. No identifying
information will be entered in the password-protected Excel spreadsheet used to collect AUDIT scores.

Project Main Outcome Identified in the PICOT Question Data Collection Process Pre- and Post-Intervention

1) Alcohol relapse rates 1) |Pre- and post-intervention AUDIT scores collected
via paper forms, scanned into the EHR, then

de-identified when collected and stored in a

Explain your plan for data analysis and how you will determine if your intervention impacted your project outcome
and practice problem.

The DNP project manager will first extract AUDIT scores from the scanned charts in the EHR manually. For
de-identification, each participant will be assigned a number (01, 02, 03...0n) to exclude personal identifiers
such as names, addresses, dates of birth, and medical record numbers from the final dataset. This data will be
aggregated in an Excel sheet with three columns for the assigned patient number, pre-intervention AUDIT
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If using a survey or questionnaire to collect data, do you have written permission to use your data collection tool?

\» The questionnaire/survey is available in the "Public Domain" If in the
Ne® wo e Public Domain, Add the WEBSITE in BOX Below (NOT URL to PDF.)

https://auditscreen.org/

Other than Chamberlain IRB Prescreening, are there any additional approval processes you are required to
undergo within the practicum site? If you answer ‘Yes’, please describe the requirements below.

Ves L] No Comments

Note: If practicum site IRB or committee approval on the project is not required, | affirm | have provided my
course faculty with a letter from the decision maker at the practicum site to this effect.

IE Yes |:| No Comments || have provided my Letter of Support to affirm that the

nracticum site does not reauire IRB or committee aporoval.
Will informed consent be required for your project? If informed consent is required, submit the
informed consent with this document.

D Yes No

Comments

What plan do you have in place to answer questions that arise from participants?

| will be available at the practicum site throughout the intervention period to answer participants' questions and address
Y - “ [ IH 1| 1
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Will participants be able to drop out of your project without consequences?

whaon waail

[ Nes No comments|Participants will be free to discontinue their participation
without repercussions, but they will consistently be encouraged

Describe the plan you will have in place to maintain the confidentiality of participants, both regarding the data you
will collect and how you will protect their identity. Note: all data must be reported in aggregate form.

| will shred the paper-based AUDIT forms after scanning and entering the information into the EHR. Aggregate
AUDIT scores will be derived from the EHR and transferred into an Excel sheet to eliminate identifiers in the

- L LN W - 2l - [) o D L1

What safeguards will you have in place to protect the data over time? How long will you maintain the data
(minimum 7 years) and what will be done with the data after this time?

Paper-based records will be shredded immediately after scanning and transfer of the information into the EHR.

Consistent with the institution's guidelines, the aggregate form with raw AUDIT scores will be maintained for 7
years and destroyed after the timeframe lapses.

Discuss your plan for project dissemination at the practicum site and Chamberlain College of Nursing. Do you have
plans to share this project in the future as a podium or poster presentation?

| will share the project findings with Chamberlain faculty and peers through a poster presentation and a
summarized report with the practicum site decision-maker. | intend to share the conclusions of a podium

presentation after possibly publishing it in the Journal of the American Psychiatric Nurse Association if awarded
the opportunity.
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Step 1: Determination of Whether the Project is “Research” as Defined by the IRB

1. Is your project intended to generate new knowledge that will be or is desired to be applied beyond the setting(s) in
which the project is conducted?

Yes L1 |No
2. s your project designed to expand theory or inform policy that goes beyond the project setting(s)?

Yes []]No

3.  Will your project implement an intervention that has not been published as being used/tested in your population of
interest?

|:|Yes []|No

4. Will your project implement an intervention using a protocol that deviates substantively from how the protocol has
been used previously?

Yes []{No

5. Will the project replicate or extend a previous research study?

Yes []|No

Step 2: Determination of Whether the Project Includes Human Subjects

1.  Will your project involve collecting, studying, analyzing, or generating data, information, or biospecimens by
interacting with or intervening with living humans?

] Yes No

2. Will your project involve collecting, generating, using, studying, or analyzing identifiable* private**information,
identifiable biospecimens and/or protected health information?

Yes []|No

*Data, information, or biospecimens for which the identity of the subject is or may be readily ascertained (i.e., through codes or other types
of alternative identifiers) by the investigator or associated with the information or biospecimens.

**Data, information or biospecimens that occur are collected in a context in which the individual can reasonably expect that no observation
or recording is taking place or will not be made public and for which the identity of the subject is or may be readily ascertained by the
investigator or associated with the information or biospecimens.

If you answered “Yes” to any of the questions #1-#5 in Step 1, then your project is congruent with
Chamberlain’s definition of human subjects’ research, and you must submit the full IRB application packet for
IRB Review.
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Step 3: Additional Information

1. Does the practice setting require that this project be reviewed by the setting’s IRB or other review committee?

Yes |:| No

2. Does the project involve interacting with or having a direct impact on any of the following populations? (Identifying a
vulnerable population does not always require the project to go to the IRB for a complete review).

Yes [][No Persons below the age of 18?

Yes D No Persons with cognitive impairment?
Yes D No Pregnant women, fetuses, or neonates?
Yes []|No Persons institutionalized?

3. Will Chamberlain students, faculty, or staff be the subjects of the proposed project?

|:|Yes |:| No

Date: |1/17/25

Student Signature: Doris Onyima
Type Name in Signature line

Course Faculty: | reviewed the student’s practice question and attest to the accuracy and completeness of the information on
this IRB Prescreening Supplement form. All elements of the PICOT practice question are present and align with the project plan

NR705 Faculty Signature:  |Ella Allison Crabtree,Visiting Professor Date: |9/12/25

Type Name in Signature line

MelissaReedyDNP,MSNEdRN Date: |2/1/25

NR705 Course Lead Signature:

Chamberlain University | National Management Offices | 500 W. Monroe St., Suite 28 | Chicago, IL 60661

12-190115.5 ©2022 Chamberlain University LLC. All rights reserved. 0122culcpeADA



\‘"/ IRB Prescreening Supplement

1889

FOR FACULTY USE ONLY CHAMBERLAIN UNIVERSITY
Section VI: NR707 Project & Practicum IV

If changes to the project were made in NR707, Please document the change below and the rationale. NR707
Course Leader Signature and NR705 Course Leader Signatures required below.

NR705 Course Leader Signature Date

Date

NR707 Course Leader Signature

FOR FACULTY USE ONLY

Section VII: NR709 Project & Practicum IV

During NR709 you will finalize your data analysis, DNP Project Manuscript, portfolio, and present your final project
findings to the school. Under this section your NR709 course faculty will confirm various aspects of your project and
its completion.

NR709 Faculty Confirmation

The DNP project identified in this document was prescreened by the IRB for Chamberlain University. My signature
below as faculty affirms the project is complete and the IRB is now closed.

The DNP project identified in this document was prescreened by the IRB for Chamberlain University. My
signature below as faculty affirms the project is complete and the IRB is now closed.

NR709 Faculty Signature: Date

*Your written name in the above box represents your formal signature.
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	Text11: The identified practice problem for my DNP project is the issue of alcoholism or alcohol use disorder (AUD). Alcoholism or AUD is a widespread and costly behavioral condition. Alcohol use is a leading risk factor for diseases and injuries. There is a high prevalence and negative impact associated with AUD and the treatment rate is estimated at 10% (Kools et al., 2022). Alcohol misuse is associated with approximately 140,000 deaths annually accounting for about 89,697 deaths in adults aged 20 to 64 years and 4000 in under 21 in the United States (US). In 2020, about 70% of people living in the US aged 21 and above accounting for 166.6 million were reported to have been drinking alcohol for the past year (Substance Abuse and Mental Health Services Administration, 2022). The medical spending is approximately $14,918 per person on commercially insured and $4,823 per person on Medicaid-insured populations upon diagnosis of AUD. It is also linked to long-term physical harm, influence, jeopardization of public safety, and influence on productivity (SAMHSA, 2022). Notably, the implementation of CBT compared to current practice (using medication treatment alone) may lead to a reduction in the rates of relapse for patients with alcohol use disorder in an outpatient setting. Current evidence shows that using CBT as an intervention in AUD can reduce the severity of alcohol dependence and prevent relapse (Kiluk et al., 2024; Peng et al., 2022; Srivastava et al., 2022). 
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	Text12: For adults diagnosed with alcohol use disorder in an outpatient mental health clinic, does the implementation of a nurse-led 1:1 Cognitive Behavioral Therapy (CBT), compared to current practice, impact the alcohol relapse rates over 8-10 weeks?" 
 
 

	Text28: Alcohol relapse rates
	Text30: Pre- and post-intervention AUDIT scores collected via paper forms, scanned into the EHR, then de-identified when collected and stored in a password-protected Excel spreadsheet
	Text35: 
	Text36: I have provided my Letter of Support to affirm that the practicum site does not require IRB or committee approval.
	Text37: 
	Text38: I will be available at the practicum site throughout the intervention period to answer participants' questions and address their concerns. I will also be available for constant engagement with the participants through my mobile phone, email, and other means. I will prepare a list of possible Frequently Asked Questions (FAQs) and research possible evidence-based answers in preparation for potential questions.
	Text39: Participants will be free to discontinue their participation without repercussions, but they will consistently be encouraged to engage until its endpoint. 
	Text40: I will shred the paper-based AUDIT forms after scanning and entering the information into the EHR. Aggregate AUDIT scores will be derived from the EHR and transferred into an Excel sheet to eliminate identifiers in the data. I will store the aggregate data in OneDrive and share the access code with the supervisor. 
	Text41: Paper-based records will be shredded immediately after scanning and transfer of the information into the EHR. Consistent with the institution's guidelines, the aggregate form with raw AUDIT scores will be maintained for 7 years and destroyed after the timeframe lapses. 
	Text45: Doris Onyima
	Text46: 1/17/25
	Text47: Ella Allison Crabtree, Visiting Professor 
	Text48: 2/12/25
	Text49: Melissa Reedy DNP, MSNEd, RN
	Text50: 2/1/25
	Text32: 
The DNP project manager will first extract AUDIT scores from the scanned charts in the EHR manually. For de-identification, each participant will be assigned a number (01, 02, 03...0n) to exclude personal identifiers such as names, addresses, dates of birth, and medical record numbers from the final dataset. This data will be aggregated in an Excel sheet with three columns for the assigned patient number, pre-intervention AUDIT scores, and post-intervention AUDIT scores per patient. The mean AUDIT scores at baseline and post-intervention will be calculated for the aggregated data. The mean scores at baseline (week 1 data) will be compared with the mean post-intervention scores (week 10 data) to deduce the efficacy of the intervention. In this regard, a paired sample t-test will be conducted using SPSS version 26 to compare pre- and post-intervention scores. A statistically significant reduction (p < 0.05) in mean AUDIT scores will indicate that the intervention was effective in reducing the risk of alcohol relapse. If the post-intervention scores drop below the cutoff of 8 points, it will suggest that the intervention shifted consumption from hazardous to safe or abstinence. 
	Text16: The primary outcome of interest in the project is alcohol use relapse. Baseline data will be collected at week 1 after participants have provided informed consent, while post-intervention data will be collected at week 10 at the project endpoint. The AUDIT survey is a widely used tool for assessing alcohol consumption severity. The tool is an effective and reliable tool for identifying alcohol use disorder, as it has been known to have good sensitivity and specificity in detecting problem drinking (Habtamu & Madoro, 2022). The 10-item scale has an acceptable internal consistency (Cronbach's α = 0.817) (Chen et al., 2024). However, there are studies suggesting that in using the AUDIT tool, it is significant to utilize the two-factor model consisting of alcohol consumption, and alcohol-related problems (Horváth et2023). Consistent with its authors, AUDIT scores will be expected to drop below the cut-off score of 8, which indicates harmful or hazardous alcohol use. Participants will fill in paper forms of the AUDIT tool at baseline (during recruitment) and at the project endpoint. I will scan the information into patients' charts in the EHR for safe storage pending retrieval during data analysis. I will assign unique identifiers to the participants to use for assignment when retrieving the scores from the collected surveys, housed in the EHR. No identifying information will be entered in the password-protected Excel spreadsheet used to collect AUDIT scores. 
	Text 15: Week 1: This project intervention will be done in three phases. I will hold an initial meeting with the nursing staff of the unit to discuss the goal, purpose, and process for a 1:1 nurse-led CBT for patients with alcohol use disorder. To practice CBT, I will prepare and execute educational training for the nurses at the clinic. I will develop days/times for nurses to participate in the training. The training will focus on core CBT principles, their filling out application in practice, and the use of the AUDIT tool. The educational sessions will focus on the ABCs (adverse events, cognition, and behavior) model as it relates to the negative automatic thoughts (NATS) that contribute to relapse. The model suggests that unhealthy feelings (cognition) and behaviors emanate from irrational beliefs rather than the adversity of events (Tiba, 2024). In addition, the nursing staff will be trained on the concept of behavioral activation and cognitive restructuring, which are the key approaches to implementing CBT. The inclusion/exclusion criteria, project timeline, training objectives, participant roles, and expected outcomes will be provided to staff participants. I will also conduct educational sessions at the practicum site on the use of the AUDIT tool as a measurement tool for the severity of alcohol withdrawal in patients with alcohol use disorder. All patients who meet the inclusion criteria will be invited to participate. The participants will be identified during clinic visits and through electronic health records. The project manager will personally contact them to request participation. If willing, the participants will be provided with a printed copy of the informed consent form to fill out during the week. 
As baseline data, I will first extract AUDIT scores from the scanned charts manually for week 1 and again in week 10. In week 1, I will complete a de-identification process, each participant will be assigned a number (01, 02, 03...) to exclude personal identifiers such as names, addresses, dates of birth, and medical record numbers from the data. This de-identification will also be repeated in week 10 during data collection and saved to the EHR while the paper documents will be shredded. The upload of the data into the system will follow the number system assigned to the participants without any negative impact on the process. Participants will be educated about the intervention details during a one-hour session after filling out the informed consent form. Baseline data (pre-intervention AUDIT scores) will be collected at week 1 following the end of the educational session. Participants will fill in a printed copy of the AUDIT survey which will be scanned and entered into the patient charts in the EHR.
 
 
Weeks 2-9: Intervention Implementation begins. The intervention will be implemented for a total of 8 Weeks.  I will complete a pre-briefing with the nurses who will conduct the intervention implementation in the designated meeting area. In turn, the CBT will be conducted in the approved area at the outpatient clinic. Each patient participant will receive a weekly individualized CBT session focused on linking alcohol-related automatic thoughts, cognition, and behaviors (identifying NATS), SMART goal setting, behavioral activation, and cognitive restructuring (Ciharova et al., 2021). Consistent with Tiba et al. (2024), the project expects that the individualized CBT sessions will first change participants' irrational beliefs, which would influence their cognition and behaviors related to alcohol in the expected direction.  I will be present at the site two to three times weekly during the implementation period to provide observations, formative evaluations, and audits giving feedback to the nursing staff on the implementation of 1:1 CBT and the use of the AUDIT tool for assessment. 
 
Consistent with the literature (Ginsburg et al., 2021; Goldberg et al., 2020), I will assess staff compliance with the protocol using observations of the CBT sessions and completion of the Cognitive Therapy Rating Scale (CTRS) after every session. I will be available at the practicum site 2-3 times per week to provide feedback about compliance with the implementation protocol and collaborate with the nurse manager in delivering real-time education supplied as needed. Participants' compliance will be assessed based on weekly attendance of sessions.
 
Week 10: After the intervention of the 1:1 CBT is completed, participants will fill in a printed copy of the AUDIT survey in the designated meeting area. The hardcopy forms will also be scanned into each participant's chart and entered into the EHR. The process of sustaining the practice change will be to transition the intervention by embedding it into the daily clinical workflow. I will collect the post-intervention scores, downloaded from the EHR, and aggregate the pre-and post-intervention AUDIT scores (with the de-identification numbers assigned to the participants), for data analysis. I plan to hold a debriefing session to provide and receive feedback regarding the overall intervention experience, with the intervention phase being concluded by thanking the nursing staff for their active participation.  
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	Text 115: https://auditscreen.org/ 
	Text14: While the practicum site serves a population with diverse mental and behavioral diagnoses, the project specifically targets adults diagnosed with alcohol use disorder and facing challenges with relapses. Specifically, the project will aim to recruit at least 40 participants, which implies that informed consent will be sought before administering the AUDIT tool at the start of participant recruitment. 
For inclusion, patients will have to be aged 18-75 years with a confirmed diagnosis of AUD consistent with DSM-V criteria, be receiving treatment and ongoing support at the practicum site, and have struggled with relapse. 
Individuals aged below 18 years will be excluded, as will patients not diagnosed with AUD, not receiving treatment services at the site, and those with comorbid mental health problems such as depression that may affect or confound the effects of the treatment on relapse. 
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