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Abstract

Although breastfeeding is the best source of nutrition for infants, many women in the United
States of America do not breastfeed their infants. Infants should be breastfed for the first 6
months of life. Not only does this benefit the baby, but the mother as well. While prenatal
education has been linked with improvements in breastfeeding rates, little research has been
completed on which educational strategies are most effective. The purpose of this integrative
review is to determine effective prenatal educational strategies for increasing the duration of
breastfeeding. The strategies reviewed were single methods, multiple methods, and education
with continued support. While both multiple methods of education and education with continued
support are effective strategies for increasing the duration of breastfeeding, a combination of
these two strategies produces the greatest results.

Keywords: breastfeeding, duration of breastfeeding, prenatal breastfeeding education,

educational strategies, single methods, multiple methods, continued support
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Prenatal Educational Strategies to Increase the Duration of Breastfeeding: An Integrative
Review

The American Academy of Pediatrics (Meek & Noble, 2022), Centers for Disease
Control and Prevention (CDC, n.d.-b), and World Health Organization (WHO, n.d.) all
recommend that infants be exclusively breastfed for the first 6 months of their life. Breast milk
provides infants with the best source of nutrition (CDC, n.d.-b). Not only is breast milk
specifically designed to meet the nutritional needs of an infant, but breastfeeding also has many
health benefits for both mother and baby. Breast milk provides passive immunity to infants as
well as decreases their risk of developing the following conditions: asthma, obesity, type 1 and
type 2 diabetes, severe lower respiratory disease, otitis media, sudden infant death syndrome,
gastrointestinal infections, and necrotizing enterocolitis. Mothers who breastfeed have decreased
rates of postpartum bleeding, breast cancer, ovarian cancer, high blood pressure, and type 2
diabetes. Additionally, breastfeeding accelerates the uterus’s return to its normal size and
promotes maternal weight loss as well as infant bonding (Casanova et al., 2019).

Despite the many benefits of and recommendations for breastfeeding, many infants are
not breastfed. Globally, only 1 out of 3 infants are exclusively breastfed through 6 months of age
(WHO, n.d.). In 2019 in the United States, 55.8% of infants were breastfed at 6 months old,
while only 24.9% were exclusively breastfed (CDC, n.d.-a). Every 10 years, the National Center
for Health Statistics (n.d.) publishes public health goals for the United States in its Healthy
People Initiative. One goal of the Healthy People 2020 initiative was to increase the percentage
of babies being breastfed at 6 months old from a baseline of 43.5% to 60.9%. Unfortunately, this
goal has yet to be met (Healthy People, 2022). The new Healthy People 2030 initiative also has a

goal to increase the percentage of babies being exclusively breastfed at 6 months old from a
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baseline of 24.9% to 42.4% (CDC, n.d.-a). It is important to note that the Healthy People 2020
goal focused on increasing the percentage of infants who are ever breastfed. This means that
while infants receive breastmilk, they may also receive other sources of nutrition. In contrast, the
Healthy People 2030 goal focuses on improving the rates of infants who receive exclusively
breastmilk as their only source of nutrition. It is important that strategies are developed to
improve breastfeeding duration.
Background

Education in the prenatal period has been proven to be a beneficial intervention for
expecting mothers. Multiple studies have shown that women who receive prenatal breastfeeding
education have a higher rate of intentions to breastfeed, significant increases in knowledge and
attitudes pertaining to breastfeeding, and higher rates of satisfaction with breastfeeding (Huang
et al., 2019; Manlongat, 2017; Parry et al., 2019). These women are also less likely to experience
nipple damage and more likely to use correct latching techniques and breastfeeding postures
(Gao et al., 2022).

Perhaps the most beneficial outcome of prenatal breastfeeding education is the positive
effect on the duration of time a woman breastfeeds. Those who receive formal breastfeeding
education prior to the birth of their baby are more likely to still breastfeed their infants at 6
months of age (Rosen et al., 2008). This is a highly important finding in light of the known
benefits and low rates of breastfeeding in the United States. While research has proven that
prenatal breastfeeding education is effective at increasing the length of time a woman

breastfeeds, there is little information regarding what type of education is the most beneficial.
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Defining Concepts and Variables

Current educational methods include single methods, multiple methods, and education
with continued support. A single method of education is defined as the delivery of any one
approach to prenatal breastfeeding education. Examples of single methods include educational
videos, written handouts, online classes, and in-person classes. Multiple methods of education
can be defined as the delivery of any combination of the single methods listed above. An
example of multiple methods of education is an in-person class combined with a written handout.
Lastly, education with continued support is defined as any method of education combined with
access to a breastfeeding expert throughout the neonatal period and beyond. An example of
education with continued support would be an in-person class with written handouts and a
weekly telephone call from a trained lactation expert to mothers once their infant is born. This
approach allows mothers the opportunity to receive assistance when common breastfeeding
difficulties arise.
Rationale for Conducting the Review

Breastfeeding is known to be the best source of nutrients for infants for the first 6 months
of life (CDC, n.d.-b). Despite the many benefits to both mother and baby alike, 65.2% of infants
in the United States are not breastfed through 6 months of age (CDC, n.d.-a). Prenatal
breastfeeding education is one strategy to improve this rate and lengthen the duration a woman
breastfeeds. While there is much evidence that points to the benefits of prenatal education, little
research has been conducted regarding the most effective educational methods. Once the most
effective strategy has been identified, educational techniques can be refined to reflect this
evidence. Ultimately, there should be an improvement in the rates of breastfed infants at 6

months old.
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Purpose and Clinical Question

The purpose of this integrative review is to seek information regarding effective
educational strategies to increase the duration of breastfeeding. Strategies that were assessed
include single methods of education, multiple methods of education, and education with
continued support. Evidence revealing if strategies were successful in increasing the duration of
breastfeeding was evaluated. Ultimately, this integrative review sought to answer the following
question: What are effective educational strategies for pregnant women to increase the duration
of breastfeeding?
Formulate Inclusion and Exclusion Criteria

The Jerry Falwell Library database was used to locate articles for this integrative review.
Acrticles written in English were included in the study if the following criteria were met:
published between 2004 and 2022, the study population was pregnant women, education was
delivered in the prenatal period, and the duration of breastfeeding was included as a measure of
effectiveness. Randomized controlled trials, cohort studies, systematic reviews, meta-analyses,
and retrospective cohort studies were all included. Studies that only measured improvements in
intent to breastfeed, initiation of breastfeeding, latching techniques, or nipple damage were not
included. Studies were not excluded based on the mother’s age, parity, or prior breastfeeding
experience.
Conceptual Framework (Whittemore and Knafl)

Whittemore and Knafl’s (2005) updated methodology for integrative reviews was used as
the conceptual framework for this study. This framework differentiates the integrative review
from other types of research studies by allowing both experimental and nonexperimental

research to be included. Whittemore and Knafl have developed a series of steps to ensure that the
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integrative review meets the same standards as other types of research studies. Each of the five
stages must be completed to ensure the highest quality of evidence is attained. The stages are as
follows: problem identification, literature search, data evaluation, data analysis, and presentation.
Section One of this document discusses the problem identification stage, while Section Two
discusses the literature search. Sections Three and Four discuss data evaluation, analysis, and
presentation.
Section Two: Comprehensive and Systematic Search

Search Strategy

The Jerry Falwell Library database was used to search for articles related to the topic of
effective breastfeeding educational strategies. The search terms prenatal breastfeeding education
AND duration of breastfeeding were utilized. The original search only included articles
published within the past 5 years. This search resulted in over 5,000 articles. After the articles
were evaluated using the inclusion and exclusion criteria, 9 articles were determined to meet the
criteria. A second search was performed to include more articles in the review. This search used
the same search terms but included articles published between 2004 and 2022. This resulted in a
total of 9,000 articles with an additional 10 meeting inclusion and exclusion criteria. This yielded
a grand total of 19 articles to be included in the study.
Critical Appraisal

A total of 19 articles published between 2004 and 2022 were included in this integrative
review. Articles were analyzed for the effect of prenatal breastfeeding education on the duration
of breastfeeding. Articles that did not include this information were not included in the study.
Initially, 9 articles were placed into the literature matrix, and 10 additional articles were added

several weeks later. Articles were critiqued through an assessment of the study purpose, sample,
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methods, study results, limitations, and Melnyk’s level of evidence. A total of six studies were
graded at Level 1, nine studies at Level 2, one study at Level 3, one study at Level 4, and three
studies at Level 5. The literature matrix can be found in Appendix A.
PRISMA

Preferred Reporting Items for Systematic Reviews and Meta-Analyses (PRISMA) is a
guideline used to ensure information found in systematic reviews and meta-analyses is presented
in the most clear and precise manner (Liberati et al., 2009). PRISMA consists of a 27-item
checklist and a four-phase flow diagram. This tool was beneficial as it provided a visual
representation of the article search process (see Appendix B).
The Collected Data

Acrticles were placed in the literature matrix when research was compiled for this review.
Throughout this process, newly discovered articles were compared to those currently in the
matrix. Only the original article was retained if an article matched another but was published in a
different journal. The final matrix consisted of 19 original articles published between 2004 and
2022 and can be found in Appendix A.
Synthesis

Evidence reveals that prenatal breastfeeding education effectively increases the duration
of time a mother breastfeeds her infant. Several methods are currently utilized to provide
breastfeeding education. They are as follows: single methods of education, multiple methods of
education, and education with continued support. Results from this integrative review point to
the superiority of multiple methods of education and education combined with continued support
over single methods of education (Artieta-Pinedo et al., 2013; Chan et al., 2016; Chen et al.,

2012).
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Summary

While breastfeeding is known to be the most beneficial source of infant nutrition and has
many health benefits for mothers, many women in the United States do not breastfeed their
infants for the recommended 6 months (CDC, n.d.-b). To summarize, prenatal breastfeeding
education is effective at increasing the duration of time a mother breastfeeds. However, not all
educational methods provide a statistically significant impact on the duration of breastfeeding.
Each article critiqgued measured the impact of prenatal breastfeeding education on the duration of
breastfeeding. Articles were assigned a level of evidence based on Melnyk’s framework and
analyzed to determine if information was appropriate to use as evidence to support a practice
change. Results of the study will be discussed in greater detail throughout the remaining sections.

Section Three: Data Analysis and Synthesis

Thematic Analysis

Acrticles were analyzed for information regarding the effectiveness of breastfeeding
education methods. An increase in the duration of breastfeeding was used to measure the
effectiveness of each educational method. Through the analysis of all 19 articles, three themes
emerged. These themes represent the following three methods of breastfeeding education: single
methods, multiple methods, and education with continued support. The effectiveness of each
method will be discussed below.
Single Methods of Education

No matter the manner of delivery of information, eight articles concluded that there are
more effective methods to increase the duration of breastfeeding than single methods of
education. Artieta-Pinedo et al. (2013) listed a Lamaze class as a single method of education.

Initially, there was an increased rate of breastfeeding 1 month postpartum in mothers who
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attended this class. However, after 1 month, this single method of education was ineffective at
increasing the duration of breastfeeding.

Both Forster et al. (2004) and White (2020) compared single methods of education with
the standard of care. The standard of care in the Forster et al. (2004) study allowed women to
utilize any of the following resources: breastfeeding classes, community breastfeeding groups,
videos or education given while in the hospital after delivery, lactation consultation, 24-hour
access to telephone support, and a home visit by a midwife. The standard of care in the White
(2020) study only provided women with basic information regarding breastfeeding. However,
both studies concluded that single methods of education are less effective than the standard of
care.

Olenick (2010) studied the effects of group prenatal education classes as a single method
and discovered no significant difference in the duration of breastfeeding in women who attended
this class compared with those who did not. Lumbiganon et al. (2016) again discovered that
breastfeeding educational strategies that utilize a single method of education do not result in a
statistically significant increase in the duration of breastfeeding. Lastly, Wouk et al. (2017)
compared the single methods of prenatal clinic-based or hospital-based breastfeeding education
and concluded that education alone is not an effective strategy for increasing breastfeeding
duration.

While multiple studies have proven that single methods of education are not effective in
increasing the duration of breastfeeding, Griffin et al. (2022) and Wong et al. (2015) found that
no single method of education is more effective than another. Griffin et al. (2022) studied video-
based and written educational materials, while Wong et al. (2015) compared group versus

individual breastfeeding education. No statistically significant difference was found in the
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duration of breastfeeding between the groups in either study. Additionally, Patnode et al. (2016)
investigated variations in the delivery of education including professional support vs. peer
support, number of sessions, and face-to-face vs. telephone support and did not find any one
variation to be more effective than another.

Multiple Methods of Education

Six articles in this review concluded that utilizing multiple methods of education is an
effective strategy to increase the duration of breastfeeding. Jacobson (2018) and Lumbiganon et
al. (2016) conducted Cochrane reviews to determine effective breastfeeding education strategies.
These studies found that strategies employing multiple methods of education are associated with
higher rates of exclusive breastfeeding at 3 and 6 months of age compared with single methods
of education. Chen et al. (2012) found that women who attended classes utilizing multiple
methods of education, such as lectures, support groups, and media, were found to breastfeed their
infants for more than 2 months longer than those who attended classes that utilized single
methods of education.

Noel-Weiss et al. (2006) studied the effects of a workshop that utilized dolls, videos, and
discussions as methods of education. Women who attended this workshop were more likely to
exclusively breastfeed and less likely to wean at both 4 and 8 weeks postpartum compared to
those who received the standard care. The standard of care in this study was defined by the
mother and included prenatal visits as well as classes chosen by the mother. Rosen et al. (2008)
discovered that a multiple methods approach that included video demonstration and group
teaching resulted in significantly increased breastfeeding rates at 6 months postpartum compared

to no education or support.
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Lastly, Wood et al. (2016) studied the effects of breastfeeding interventions spanning
single methods, multiple methods, and education with continued support. This study found
strategies that employ multiple methods of education are more effective at increasing the
duration of breastfeeding than those that employ single methods. However, utilizing multiple
methods of education alone was not as effective a strategy as coupling education with continued
support.

Education with Continued Support

Nine articles in this review revealed that education with continued support is an effective
strategy to increase the duration of breastfeeding. Gill et al. (2007) compared women who
received standard breastfeeding education to those who received prenatal breastfeeding
education plus continued support by telephone after delivery. Women who received education
plus continued support were two times more likely to breastfeed through 6 months postpartum
and half as likely to quit breastfeeding as compared to those who did not receive continued
support. Huang et al. (2019) compared individualized education with continued support against
routine care. The continued support consisted of a monthly telephone call for 4 months after the
delivery of the baby. Researchers found that individual ongoing education and support increased
the rates of exclusive breastfeeding at 4 months of age. Harris-Luna and Badr (2018) studied the
effects of continued telephone support apart from prenatal breastfeeding education. They found
that those who received support had higher rates of exclusive breastfeeding than those who did
not.

Patnode et al. (2016) also agreed that education with continued support is associated with
a longer duration of breastfeeding than standard care. Rosen et al. (2008) implemented one-on-

one teaching and weekly meetings postpartum and discovered that education with continued
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support significantly increases breastfeeding rates at 6 months postpartum as compared to no
education or support. However, this study also found that the use of multiple methods of
education is an effective strategy, and there was no statistically significant difference in the rate
of breastfeeding between the two groups.

In contrast, Wood et al. (2016) found that education using multiple methods alone was
not as effective a strategy as education with continued support. On the other hand, Chan et al.
(2016), Mizrak et al. (2017), and Wouk et al. (2017) all agreed that a strategy that combines
multiple methods of education with continued support is most effective at increasing the duration
of breastfeeding. Chan et al. (2016) used a projector, DVDs, dolls, and discussions as strategies
for education and provided continued support through a 30—60-minute telephone counseling call
at 2 weeks postpartum to evaluate the mother’s emotional and psychological well-being as well
as breastfeeding status. Mothers who received multiple methods of education as well as
continued support had higher rates of breastfeeding at 2, 4, and 8 weeks, as well as 6 months
postpartum. However, these differences did not reach statistical significance.

Mizrak et al. (2017) used slides, models, examples from breastfeeding studies, videos,
and demonstration as methods of education. For continued support, counseling by telephone,
clinic appointments, or home visits were provided for women at 1, 4, and 8 weeks postpartum. It
was determined that women who received multiple methods of education with continued support
had significantly higher rates of breastfeeding at 8 weeks postpartum as compared with those
who received standard care. Wouk et al. (2017) found that the most effective interventions
spanned both the prenatal and postnatal periods with intensive group sessions, home visits, and

individual sessions. Education that includes informational materials and interpersonal support,
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such as home visits, telephone support, and novel web-based formats, has been shown to
increase breastfeeding initiation, duration, and exclusivity.
Synthesis
Throughout the investigative process, three major themes related to educational strategies
emerged. These themes are as follows: single methods of education, multiple methods of
education, and education with continued support. Single methods of education included the
following interventions: written education, video-based education, workshops, counseling with a
partner, peer counseling, lactation consultant counseling, provider-based education, group
classes, individual classes, prenatal clinic-based education, and hospital-based education. Each
article concluded that no matter the intervention, single methods of education are not effective at
increasing the duration of breastfeeding, and any one method of education is not more effective
than another.
Multiple methods of education included the following combinations:

e classes with support groups and media usage;

e discussions, written handouts, and education from a lactation consultant;

e Dreastfeeding booklets, videos, and education from a lactation consultant;

e monthly breastfeeding education sessions and weekly cell phone messages;

e workshops using dolls, videos, and discussions;

¢ video demonstrations and group teaching;

e videos and written pamphlets;

e web-based education with group messaging boards for peer support; and

e education from a lactation consultant, videos, and a booklet.
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Each article concluded that utilizing multiple methods of education is an effective strategy to
increase the duration of breastfeeding. While this strategy is superior to single methods of
education, it may not be the most effective strategy.
Education with continued support strategies included the following interventions:
e group discussions, computer-based education, DVD and projector-based education, and
dolls with continued telephone support;
e discussions, practice with dolls and breast models, and meetings with certified lactation
consultants with continued telephone calls and home visits as needed,;
e slides, models case studies, videos, and demonstrations with prescheduled breastfeeding
appointments postpartum and telephone calls as needed:;
e group sessions, individual sessions, informational materials with home visits, telephone
support, and web-based support;
e face-to-face individualized education based off quiz scores with monthly post-partum
telephone calls;
e one-on-one teaching by a certified lactation consultant with weekly meetings post-
partum; and
e training manuals with post-partum home visits or office visits.
Each article concluded that utilizing education with continued support is an effective strategy to
increase the duration of breastfeeding. In fact, three articles in the review pointed to the
superiority of this strategy over utilizing multiple methods without providing continued support.
Ethical Considerations
This project was submitted to the Liberty University Institutional Review Board (IRB).

Because this study is an integrative review that did not require the participation of human
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subjects, the IRB approved the project as exempt. This information was relayed in an email,
which has been archived (see Appendix C). Before examining the research for this project, the
researcher obtained Collaborative Institutional Training Initiative (CITI) certification. This
training covered basic information on biomedical and health sciences research. A copy of this
certification can be found in Appendix D.
Timeline
This integrative review was completed over the course of four semesters. A timeline was

developed to ensure the project’s completion in a timely manner. Each step of the integrative
review process is outlined below:

e Launched development of integrative review: October 24, 2022

e Decided on topic for integrative review: November 1, 2022

e Completed CITI training: December 11, 2022

e Completed Sections One and Two: December 16, 2022

e Completed first defense: February 10, 2023

e Gained IRB approval: February 14, 2023

e Completed Section Three: April 20, 2023

e Completed Section Four: May 11, 2023

e Final draft sent to editor: May 24, 2023

e Final draft sent and submitted to project chair: June 6, 2023

e Final defense: June 26, 2023

e End of academic term: August 18, 2023
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Section Four: Discussion
Summary of Evidence

Upon analyzing the literature for this integrative review, the researcher made several
discoveries. While prenatal breastfeeding education has been shown to be effective at increasing
the duration of breastfeeding, little information has been disseminated regarding which type of
education is most effective. Single methods of education have been proven to be the least
effective strategy and are no more successful than the standard of care. Additionally, when
various types of single-method strategies were compared against each other, no single method
was found to be more effective than the other.

Both multiple methods of education and education with continued support are effective
strategies for increasing the duration of breastfeeding. Both strategies are more effective than the
use of single methods of education. However, several articles point to the superiority of
combining these strategies by employing multiple methods of education in the prenatal period
with providing continued support in the postnatal period.

Implications for Practice/Future Work

Information gathered from this integrative review has revealed inconsistencies in the
standard of care for breastfeeding education. The standard of care was defined differently in each
study. Additionally, the standard of care is not the most effective breastfeeding education
strategy. In order to generate practice change to increase the number of infants breastfed through
6 months of age, consistent, standardized prenatal and postnatal care should be updated and
implemented nationwide. This updated standard of care should include the utilization of multiple
methods of prenatal breastfeeding education combined with postnatal continued support. While

many articles in this study point to the superiority of multiple methods of education, there has yet
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to be a consensus on which combination of methods is best. This topic should be further
researched before a consistent national standard of care is implemented.
Limitations

Throughout the investigative process, several limitations to the study were discovered.
The initial search through the Jerry Falwell Library database produced only 9 relevant articles
published within the past 5 years. Because more articles were needed to conduct a thorough
investigation, another search was completed with a broader date range for articles published
within the past 18 years. Although this search increased the yield of relevant articles, many
articles in this integrative review were not recently published, as there has been little research in
the field of prenatal breastfeeding education in recent years.

Additionally, some articles did not consider uncontrollable factors that could prevent
successful breastfeeding. For example, a woman may have received the highest quality prenatal
breastfeeding education, but if her body is not able to produce enough milk to sustain the baby,
then the education would not affect the success of breastfeeding. Women in this situation should
be removed from the study, as these circumstances would negatively influence the measurement
of the effect of prenatal breastfeeding education.

Dissemination

The results of this integrative review will be shared to bring about practice change and
increase the rate of infants who are breastfed through 6 months of age. Because of the
importance of breastfeeding and the low rate of breastfeeding through 6 months of age,
information gathered from this integrative review will be disseminated to those who work
directly with pregnant women in obstetrics and gynecology clinics. Obstetrics and gynecology

clinics can then use this information to partner with nurse educators and lactation consultants to
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offer prenatal breastfeeding education and continued support to their patients. This integrative
review will be published in Scholars Crossing, Liberty University’s institutional repository for
dissertations. Information will also be presented at Liberty University through a defense of this
paper.
Summary

Because breastfeeding is the best source of nutrition for infants and offers many health
benefits to mothers as well, it is important that infants are breastfed for the first 6 months of their
life. Unfortunately, this is not the case for many infants in the United States and around the
world. The results of this integrative review reveal that of the three prenatal education strategies,
single methods, multiple methods, and education with continued support, the latter two are the
most effective. However, the best results are seen when these two methods are combined. These
findings will assist in the development of a consistent national standard of care for breastfeeding
education. Ultimately, this practice change will increase the proportion of infants being breastfed

through 6 months of age and improve the overall health of the country.
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Identification

Appendix B

PRISMA Diagram

Identification of studies via databases and registers

Records identified from*:
Databases (n = 13,417)
Registers (n = 0)

Records removed before
screening:
Duplicate records removed (n
= O)
Records marked as ineligible
by automation tools (n = 719)
Records removed for other
reasons (n = 13,369)

A

Screening

Included

Records screened
(n=48)

Records excluded**
(n=29)

A4

Reports sought for retrieval
(n =48)

\4

Reports not retrieved
(n=28)

Reports assessed for eligibility
(n=58)

\4

Studies included in review
(n=19)

Reports of included studies
(n=19)

Reports excluded:
Reason 1: did not measure
duration of breastfeeding (n =
6)
Reason 2: did not use
prenatal breastfeeding
education (n = 21)
Reason 3: did not provide
education to the mother (n =
1)
Reason 4: Duplicate article
(n=1)

From “The PRISMA 2020 Statement: An Updated Guideline for Reporting Systematic
Reviews,” by M. J. Page, J. E. McKenzie, P. M. Bossuyt, I. Boutron, T. C. Hoffmann, C. D.
Mulrow, L. Shamseer, J. M. Tetzlaff, E. A. Akl, S. E. Brennan, R. Chou, J. Glanville, J. M.
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Grimshaw, A. Hrdbjartsson, M. M. Lalu, T. Li, E. W. Loder, E. Mayo-Wilson, S. McDonald, . . .
D. Moher, 2021, BMJ, 372, Article 71. (https://doi.org/10.1136/bmj.n71)

For more information, visit: http://www.prisma-statement.org/
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Institutional Review Board Approval Letter

LIBERTY UNIVERSITY.

INSTITUTIONAL REVIEW BOARD

February 14, 2023

Kayla Carter

Vickie Moore

Re: IRB Application - IRB-FY22-23-1087 Prenatal Educational Strategies to Increase the

Duration of Breastfeeding: An Integrative Review
Dear Kayla Carter and Vickie Moore,

The Liberty University Institutional Review Board (IRB) has reviewed your application in
accordance with the Office for Human Research Protections (OHRP) and Food and Drug
Administration (FDA) regulations and finds that your study does not meet the definition of
human subjects research. This means you may begin your project with the data

safeguarding methods mentioned in your IRB application.
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Decision: No Human Subjects Research

Explanation: Your study is not considered human subjects research because it will not
involve the collection of identifiable, private information from or about living individuals (45

CFR 46.102).

Please note that this decision only applies to your current application. Any modifications to
your protocol must be reported to the Liberty University IRB for verification of continued
non-human subjects research status. You may report these changes by completing a

modification submission through your Cayuse IRB account.

If you have any questions about this determination or need assistance in determining

whether possible modifications to your protocol would change your application’s status,

please email us at irb@liberty.edu.

Sincerely,

G. Michele Baker, MA, CIP
Administrative Chair of Institutional Research

Research Ethics Office
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