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Abstract
Background: Research indicates that lesbian, gay, bisexual, transgender, and queer plus
(LGBTQ+) individuals are approximately 25% less likely to pursue preventative cancer
screenings compared to their cisgender or heterosexual counterparts. Human
immunodeficiency virus (HIV) disproportionately impacts LGBTQ+ individuals, particularly those
who are transgender or men who have sex with men (MSM). Immunodeficient patients, like
HIV+ persons, face elevated risks of HPV-related cancers. These reasons emphasize the
importance of offering HPV cancer screenings to eligible HIV+ and/or at-risk LGBTQ+ persons.
Methods: The Plan-Do-Study-Act model was utilized for this quality improvement (Ql) project.
Baseline data included the number of current established patients and their general
demographics (gender, HIV status, age) and the number of completed HPV anal pap tests
within the year prior to the intervention. These numbers were also reviewed following the
intervention. A literature review was conducted to identify specific population concerns and
educational methods for implementation.
Intervention: Three patient education pieces were created: a simplified flyer or promo for social
media, an informational one-pager for physical posters, and a detailed slide-based presentation
with voiceover. An anonymous patient survey was provided for completion by individuals
undergoing pap testing to evaluate the effectiveness of the intervention materials.
Results: In 2023, the clinic reported zero anal pap tests. After the implementation of the
intervention, two anal pap tests were completed, with a third occurring after the implementation
period. Patients reported doing so because of the education modalities.
Conclusion: Multimodal patient education has the potential to increase HPV anal cancer

screening rates.

Keywords: LGBTQ, HIV, HPV, anal cancer, anal dysplasia, quality improvement, multimodal

education



Increasing Human Papillomavirus (HPV) Anal Cancer Screening with Multimodal Patient
Education in a LGBTQ+/HIV Clinic

The National Cancer Institute and the Institute of Medicine have designated patients in
the LGBTQ+ community as a medically underserved population (Nelson et al., 2023; Nisly et al.,
2018). As of 2022, 17% of American adults under the age of thirty identify as lesbian, gay or
bisexual with about 8% of 30-49 year olds identifying as such (Brown, 2023). Approximately
1.6% of the United States (U.S.) adult population identifies as transgender or nonbinary (Brown,
2023). The LGBTQ+ community has been and continues to be inordinately impacted by the HIV
epidemic, especially among MSM and transgender individuals (Human Rights Campaign,
2017).

Persons within the LGBTQ+ community and those with HIV face complex barriers when
attempting to access healthcare services. Societal judgment and potential embarrassment
increase their hesitancy towards pursuing conventional healthcare options and preventive
health screenings (Drysdale et al., 2020; Nair et al., 2021). There are also significant cancer
disparities within the LGBTQ+ population due to the population’s diverse make-up and risk
factors combined with systemic barriers (Nelson et al., 2023). Immunodeficient patients, like
those living with HIV, are at increased risk for cancers related to HPV especially if they have had
any previous positive HPV tests (Peitzmeier, 2013). Among other important preventative health
recommendations, HPV cancer screenings should be offered to all eligible HIV+ and LGBTQ+
individuals according to current evidence-based guidelines and with shared decision making
concerning the patient’s unique sexual history and risk profile.

Significance

HPV is a double-stranded DNA virus primarily transmitted through sexual contact. This
virus can lead to benign disease as well as precancerous and malignant lesions in multiple
areas of the body including the oropharynx and anogenital regions (Otter et al., 2019). As HPV

can be asymptomatic or challenging to visualize, individuals usually acquire HPV inadvertently.



Approximately 85% of Americans will be infected with at least one form of HPV within their
lifetime (Hirsch et al., 2022). According to the CDC (2023), over 37,000 new cases of
HPV-related cancers are diagnosed every year, with 91% of cancers in the cervix and anus
resulting from HPV infection. In higher-income countries like the U.S., anal cancers caused by
HPYV are growing in incidence with some areas and populations surpassing cervical cancer
rates (Hirsch et al., 2022). HPV can be transmitted through various contact pathways meaning
that all forms of partnerships, no matter the gender identities or sexual orientations of the
individuals, can lead to HPV transmission and infection: female-to-male, male-to-male, and
female-to-female (McNamara & Ng, 2016).

The prevalence of anal cancer has been increasing for several years, with a higher
incidence in patients living with HIV. An estimated 6,500 new cases of HPV-based anal cancers
are diagnosed in the U.S. each year (Bucher et al., 2019). Patients with a history of genital
cancers, people who participate in receptive anal intercourse or play, and individuals with
chronic HPV infection have been found to have the greatest risk for developing HPV anal
cancer (Bucher et al., 2019). According to Wieland and Kreuter (2019), females with a history of
cervical HPV, especially HPV16, are at an increased risk of also having anal HPV-associated
high-grade squamous intraepithelial lesions (HSIL). Other risk factors include being HIV+ or
otherwise immunocompromised (organ transplant recipient), having multiple sex partners,
smoking and tobacco use, and being a Caucasian female or Black male (American Cancer
Society, 2020). Over 33 percent of patients diagnosed with anal cancer have a life expectancy
of five years or less (Wieland & Krueter, 2019).

Specific Problem

The QI project was conducted in a LGBTQ+ inclusive, HIV-centered care clinic in an
underserved community in Mid-Michigan. Interprofessional collaboration was utilized to analyze
the needs of the practice and the specific population that they serve. After multiple discussions

with clinic representatives, the greatest concern was patient adherence to recommended



preventative health and cancer screenings. The clinic manager also shared that the area they
noticed the lowest rates of compliance was related to HPV prevention, especially the uptake of
HPV vaccination. Clinic data showed that only 14.5% of their established patients are fully
vaccinated against HPV. With this low HPV vaccination protection and a high percentage of
at-risk HIV+ patients within the clinic population, improving HPV cancer screening is incredibly
important to the overall health of the patients and was deemed the most appropriate topic for
this QI intervention.

Anal HPV testing was chosen due to the increased risk of HPV anal cancer in HIV+
persons of all genders, as well as due to a lower rate of female patients within the clinic that
would require cervical HPV testing within the timeframe of this intervention. A chart review by
the clinic liaison revealed that zero individuals had received anal HPV pap testing within the last
fiscal year, starting January 2023. Clinic staff also reported personal experiences of numerous
patient encounters where anal tests were refused despite provider recommendation and
encouragement.

Although the providers are cognizant of the current HPV testing guidelines, a lack of
patient understanding and necessity affects the overall screening rates for many health
maintenance policies, but especially for HPV. Societal misconceptions concerning the
transmission of and risk of HPV are prevalent. Many HIV+ patients are unaware that routine
general screening guidelines are not written for their unique needs and that they require more
specialized care due to the effects HIV has on their immune system. Other patients within the
LGBTQ+ community may feel that screening is not necessary for them based on their sexual
practices and a misconception that HPV is only sexually transmitted between certain genders or
types of sexual contact (Peitzmeier, 2013).

Available literature supports the need for improved patient education to combat
misinformation and misunderstandings concerning HPV testing. As the providers in this clinic

work towards an inclusive and gender-affirming practice environment, increasing patient



education on HPV and recommended screenings for all anatomical sites would help the patient
become a more involved and engaged member in the support of their own health and
well-being.

Available Knowledge

Studies have shown that LGBTQ+ individuals are approximately one-quarter less likely
to undergo preventative cancer screenings, such as Papanicolaou (pap) testing, when
compared to cisgender and heterosexual individuals (Haviland et al., 2020; Nelson et al., 2023).
This discrepancy in cancer screening rates is particularly concerning given that the LGBTQ+
population overall experiences elevated malignancy risk and increased risk factors (Nelson et
al., 2023). Individuals in the LGBTQ+ community have higher rates of tobacco, alcohol, and
other drug use which are known risks for numerous cancers (Haviland et al., 2020; Klein &
Nakhai, 2016; Nelson et al., 2023). There is also a higher prevalence of sexually transmitted
diseases (STDs) and HIV infection in this population, especially in MSM, homosexual
individuals, and transgender persons (Klein & Nakhai, 2016; Leone et al., 2023).

The effects of social determinants of health such as socioeconomic status, employment
and financial insecurity, education level, and geographic location are intensified for LGBTQ+
patients leading to further health inequities (Haviland et al., 2020). Fears of discrimination and
unwelcoming practice environments may cause some LGBTQ+ individuals to hide their sexual
orientation and gender identity (SOGI) information or sexual practices resulting in misinformed
screening education and implementation (Compton et al., 2022; Haviland et al., 2020). Sexual
and gender minority individuals are at greater risk for cancers caused by HPV due to provider
and patient misconceptions concerning the transmission and risks associated with HPV in their
population (Drysdale et al., 2020; Haviland et al., 2020; Solazzo et al., 2020). Disparities within
the LGBTQ+ and HIV+ communities are often increased due to providers lacking knowledge of
these populations’ unique screening needs and recommendations, combined with

assumption-based communication and insufficient cultural competency (Haviland et al., 2020).



For some patients, individual and personal factors are the biggest influence in their
decision or ability to pursue a particular screening. Emotional distress and psychosocial
reactions negatively affect cervical cancer screening in transmasculine individuals as they battle
with gender incongruence. This conflict often leads to elevated concerns surrounding pelvic
examination and pap testing as the procedure is required to be performed on a part of their
anatomy that does not align with their gender expression (Haviland et al., 2020 & Pietzmeier,
2013). Other individuals within the LGBTQ+ community and those with HIV may have various
personal anatomical reasons why they are uncomfortable with HPV screening, especially due to
the invasive nature of anal and cervical pap testing.

Screening Guidelines

HPV-based cancer prevention and screening is multi-faceted, occurring at many stages
throughout a patient’s life. HPV vaccination is considered the best preventative measure to
protect against HPV infection and the development of HPV cancers. Nationally, less than half of
persons within the LGBTQ+ community are fully vaccinated against HPV (Drysdale et al., 2020).

The majority of published universal screening guidelines are based on cisgender
individuals, and there are few recommendations that consider the unique needs of transgender
patients and other at-risk gender minority persons (Haviland et al., 2020). More specific
guidelines need to be considered for people living with HIV due to their increased risk of being
immunocompromised and more susceptible to opportunistic infections and conditions. Table 1
summarizes current screening recommendations through Howard Brown Health (Bucher et al.,
2019) for HPV-based dysplasias of the cervix and anus. Not included in the table below, the
guideline also recommends that HPV pap testing be performed in other high risk groups such as
people with a history of cervical/vaginal/vulvar HSIL or cancer and those who have had solid
organ transplants. Screening should occur at diagnosis of HSIL or cancer and two to five years

post-transplant and then annually for both groups.



Iable 1:

HPV SCREENING
GUIDELINES

GENERAL POPULATION
{HIV NEGATIVE)

CERVICAL

<30 YEARS OLD - REFLEX HPV TEST IF
IWENORMAL CYTOLOGY

30-65 YEARS OLD - CYTOLOGY WITH
HPV CO-TEST EVERY 5 YEARS
OR CYTOLOGY ALONE EVERY 2 YEARS

(USPSTF, 2018)

10

ANAL

NO RECOMMENDATION

INDIVIDUALS WHO
PARTICIFATE IN ANAL-
BASED SEXUAL PRACTICES

NO SPECIFIC RECOMMENDATION

=40 YEARS OLD - DIGITAL ANAL
RECTAL EXAMINATION (DARE), ANAL
CYTOLOGY, HPV TESTING ANNUALLY

(BUCHER ET AL., 2012)

HIV POSITIVE PERSONS

<30 YEARS OLD - REFLEX HPV TEST IF
IWENORMAL CYTOLOGY

=30 YEARS OLD (LIFELONG) -
CYTOLOGY AT DIAGNOSIS AND EVERY
12 MONTHS UNTIL 3 NORMAL TESTS,
ITHEN EVERY 2 YEARS OR CYTOLOGY
WITH HPV AT DIAGNOSIS THEN EVERY
3 YEARS

(NIH, 2023)

<30 YEARS OLD - ANNUAL DARE

=30 YEARS OLD - DARE, ANAL
CYTOLOGY, HPV TESTING ANNUALLY

(BUCHER ET AL., 2019)

Review of Literature

Search Strategy and Selection Criteria

A literature review was completed using the databases PubMed and CINAHL. Between

the two databases, the same search terms were utilized: hpv OR "human papillomavirus" AND

cervical OR cancer screen* AND LGBTQ OR lesbian OR transgender* OR bisexual®* AND

educat* OR intervent* OR promot* OR program®*. Other parameters included the date range

2018-2023 for the most recent literature, Humans as the subjects, and English language

articles. This search led to 75 articles in PubMed and 53 in CINAHL.

From the PubMed and CINAHL articles collected as above, duplicates were eliminated

first. Articles were then excluded if the country of origin was outside of the U.S., the article was

based on HPV vaccination only, or was found to be unrelated to the original search topic. Other

articles were excluded upon abstract and text review due to a lack of QI or intervention-based
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focus. Some broader articles were retained for background and significance information. The
main inclusion criterion was that the article addressed implementation of a specific intervention
or mentioned intervention-based ideas. The overarching aim throughout the literature review
was to provide patient-centered education modalities to ensure increased preventative
screening adherence among specific communities, especially in the LGBTQ+ community and
those living with HIV. Thirteen articles were used to guide intervention possibilities within the
focused community.
Literature Themes

The common themes that emerged throughout the literature regarding HPV screening
included the need for increased patient education, increased provider education, and the
consideration of provider- versus self-collected HPV test methods.
Multimodal Patient Education

The Community Preventive Services Task Force (CPSTF, 2020) recommends that
interventions concerning HPV testing and screening be multimodal including patient
involvement and provider contributions (Peitzmeier, 2013). Patient education including
pamphlets and brochures, as well as phone and text reminders, were shown to be cost
effective, encouraged patient adherence to HPV cancer screening, and increased the rate of
screenings overall (CPSTF, 2020). When considering these types of interventions, creating
materials that are inclusive and use language tailored to at-risk populations like the LGBTQ+
community, were also found to assist in improving uptake of HPV screenings (Haviland et al.,
2020).
Provider Education

Anti-LGBTQ+ stigma and societal biases create barriers to accessing healthcare, with
individuals in this group frequently delaying care to avoid the possibility of discrimination. In
order for HPV screenings to increase among the LGBTQ+ population, providers need to be

educated on the unique health needs of this group. Within the literature review, numerous
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studies (see, e.g., Klein et al., 2016 & Nair et al., 2021) discuss the need for improved provider
training in culturally affirming care and the importance of establishing a clinical environment that
is LGBTQ+ inclusive and non-discriminatory. Haviland et al. (2020) stressed the necessity of
educating providers on the proper screening guidelines for persons in the LGBTQ+ community.
HPV Self-Swab

Another common intervention within the literature was the implementation of
self-swabbing for HPV, including cervical and anal tests (Daponte et al., 2023). According to a
study by McNeil et al. (2016), self-collected anal paps are easy for patients to utilize and are
effective at screening for anal HPV in HIV+ participants. Another recent study on self-collected
anal tests (in Nyitray et al., 2021 & Nyitray et al., 2023) showed that these swabs provided
similar sensitivity and specificity to provider-collected tests and are a viable alternative to
screening, particularly for individuals who may be uncomfortable with provider-performed testing
(Reisner et al., 2018).

Rationale

The Model for Improvement was created by the Associates in Process Improvement as a
framework to be utilized by organizations to precipitate internal advancement processes
(Institute for Healthcare Improvement, n.d.). This framework includes the Plan-Do-Study-Act
(PDSA) method which is regularly used in healthcare for Ql initiatives and thus was followed for
this specific Ql project. There are four steps that make up the PDSA cycle: plan, do, study, act.

The “plan” stage involves identifying a problem and developing a solution (Institute for
Healthcare Improvement, n.d.). For this project, the plan stage started with completing an
analysis of the clinic. The largest concern identified for the clinic regarded HPV screening rates.
A thorough literature review was performed identifying current HPV screening guidelines and
those who are at highest HPV risk. The literature presented a researched method to improve

screening rates: multimodal patient education. With this in mind, detailed and clinic-specific
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educational modalities were created detailing those who are at increased risk and explaining
why they should have HPV screening completed.

The intervention created in the plan stage is implemented during the “do” phase of the
PDSA framework (Institute for Healthcare Improvement, n.d.). An in-person meeting was held
with the clinic providers and staff to provide education on the current anal HPV screening
guidelines and the patient materials created. Infographics were posted in exam rooms,
bathrooms, and the lobby. Additionally, a promo flyer was posted to the clinic's social media
page. Anonymous surveys for the patients regarding which educational modality influenced
them to get screened was highly encouraged and explained to the staff.

An analysis of the results of the intervention and the impact of the intervention are
addressed during the “study” step (Institute for Healthcare Improvement, n.d.). After the
12-week intervention period, the number of anal HPV screenings completed during this
timeframe were compared to rates prior to the intervention period. A meeting with a statistician
took place to further interpret the data collected.

Lastly, the process is reviewed during the “act” phase, to determine if the intervention
needs to be adjusted for better outcomes in the future (AHRQ, 2020). This step consisted of
analyzing and addressing whether or not the intervention was successful and if any changes
would be necessary to continue the project or for re-implementation in the future at other clinical
sites.

Goals and Aims

The aim of the QI project was to increase HPV anal screening rates in the HIV-care clinic
by providing inclusive and culturally-affirming patient education that improves patient knowledge
of HPV and current screening guidelines. The main goal was to empower patients to take active
control of their health, by providing them with evidence-based tools to assist in their learning
and understanding of current recommended preventative screenings. To achieve the aim and

goal, the plan was to implement various modalities of patient-centered education regarding the
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guidelines for HPV screening, the types of HPV screenings, who should be screened, and why
screening is important.
Methods

Context

The medical clinic site for this Ql initiative was instituted in 2019 with funding from the
Ryan White Comprehensive AIDS Resources Emergency (CARE) Act, an act implemented with
the ultimate goal of ending the HIV epidemic and providing supportive care to those who are
underinsured (HRSA, 2022). In addition to HIV care, the clinic provides inclusive and equitable
gender-affirming primary care to promote the well-being of all individuals. With the known
disparity that individuals with HIV and the LGBTQ+ community are at greater risk for HPV
infection, increasing HPV screening rates among persons at this clinic aligns with the mission
and values of the clinic as communicated by the clinic liaison: to provide total care for all
patients through education, prevention, treatment, and collaboration with community partners.

Increasing provider education and cultural competency was a strong theme throughout
much of the literature when considering HPV screening rates. After completing a clinic visit and
discussing the nature of the clinic environment, including their goal of establishing a LGBTQ+
affirming practice, a provider-based educational intervention was judged to be redundant. The
providers are familiar with the current recommended HPV anal screening guidelines and believe
the greatest need is in patient education and encouragement. To ensure that the staff
understood the goal of the project, the QI intervention and educational materials were discussed
with clinic medical providers, nurses, medical assistants (MAs), and front desk staff.

Although available research supported the addition of HPV self-swabbing as a viable
intervention to improve HPV screening rates among the LGBTQ+ community, this was not a
feasible intervention opportunity within the clinic due to the infrastructure and medical director’s

comfort with this technique.
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Intervention

Patient education materials are considered cost-effective and easy to implement in
various practice environments. Using multiple forms of media (e.g. print, electronic, audio)
increases the number of individuals reached by the intervention as each patient learns new
information in varied ways and comprehends health information differently.

There were numerous possibilities for patient educational methods within the clinic’s
practice environment. The lobby of the clinic represented a welcoming space with pamphlets of
information available, as well as a television with continuous infomercials focused on health and
well-being. Within each exam room, an electronic interactive monitor was available to the
patient and provider for medical education materials during their wait time or to be used during
the visit. This information could also be shared with the patient via email address or by scanning
the QR code with their cell phone.

Initial plans for clinic-specific educational opportunities included:

e Clinic social media page - promo or video/presentation voiceover

Clinic website - infographic on “patient education” section

e Reminders and education on interactive screens in patient exam rooms

e Lobby television video/presentation voiceover

e Infographic posters in exam rooms and bathrooms

e Pamphlets and hand-outs

Three forms of educational materials were created and offered to the clinic

representatives with the intent of displaying them on multiple platforms. The educational
materials were implemented as a supplement to the practice’s current materials and provided a
range of resources for the patients concerning HPV screening guidelines and testing options.
The first was a flyer with simplified information and bright colors that intended to draw
awareness as a physical poster within the clinic and as a repeated social media post (Appendix

A). A more detailed infographic one-pager, formatted with eye-catching colors, included peer
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reviewed data and statistics utilizing LGBTQ+ inclusive language (Appendix B). This would be
placed throughout the clinic as a flyer and then on the clinic’s website under their patient
education section. The largest educational piece was a slide-based presentation with recorded
voiceover explanations to provide patients with more detailed information about HPV screening
with easy-to-understand phrases (Appendix C). Slides explained the greater necessity of HPV
anal testing, especially in the HIV+ and LGBTQ+ communities, and addressed the ease of the
screening. This was included to try to relieve the minds of the patients that may hold back on
completing screening due to the perceived uncomfortable or invasive nature of the swab. The
presentation was available as a slide presentation or as a timed video with a plan to be
displayed on the lobby television, the interactive screens in the patient exam rooms, and the
clinic website.

Measures and Analysis

To identify intervention effectiveness, anal HPV screening metrics were collected before
implementation of the educational modalities and 12 weeks after. The assessed population
included all patients within the clinic, male and female, above the age of 18. For more specific
analysis, the number of established HIV positive patients was also collected, as this is one of
the more at-risk groups and a main focus of the clinic’s care. De-identified data was collected
within HIPAA compliant guidelines and with written approval from the clinic safety officer. Ideally
a percentage of patients within the clinic who received anal HPV screening would be available
and used for comparison before and after the intervention.

In order to analyze the impact and if the intervention was beneficial, patient feedback
and viewing may be helpful in understanding what media attracted the patients and where
educational gaps may still exist. A potential source of data would be the viewing numbers from
any interactive screens or social media pages. A de-identified, anonymous, and voluntary
survey (Appendix D) was created with plans to offer it to patients who received HPV screening

to assess the effectiveness of the different forms of the project’s educational materials.
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Ethical Considerations

The U.S. Food and Drug Administration (FDA) mandates that projects involving human
subjects be evaluated and approved by an Institutional Review Board (IRB) to ensure the safety
and identity of individuals (FDA, 2019). An essential component of this project was to guarantee
that all patient information was protected and kept private. Close collaboration with the clinic
safety officer and clinic manager was essential. HIPAA requirements were followed throughout
the entire project, and clinic and patient identifying information have been excluded from any
and all writing. This project proposal was submitted to Michigan State University’s IRB for review
on October 27th, 2023 and was deemed “not research”, with approval received on November
8th, 2023, before implementation of the QI project (Appendix E).

Results

Implementation

The created educational materials were sent to the clinic leaders via email for approval
and recommended changes ten days before the planned intervention initiation. On the day of
implementation, December 9, 2023, the educational materials were presented in-person to the
clinic staff including a play-through and explanation of the slide-based presentation. QI project
parameters were discussed at that time, and staff could ask questions about the materials or
process. During that meeting, a couple of the providers requested their preference for inclusive
language terminology on the infographic and presentation slides. Although the original wording
was supported by peer-reviewed research on the topic, the changes were performed and new
media versions were established promptly (Compton et al., 2022). The IT representative was
given the slide-based presentation files and the infographic to distribute on the clinic’s website
and exam room interactive screens. With final approval, the infographic one-pager was printed
in color by the clinic on 8-'2" by 11” paper and posted in every patient exam room, the lab, both
bathrooms, and the hallway outside the clinic. The social media promo that had been printed to

show the staff, was also placed in a couple locations for variety.
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The clinic manager created a post on the clinic’s social media page using the
educational promo on December 14, 2023. While they expressed the intention to repost this
information every few weeks, this aspect of the intervention was unfulfilled. Periodic messages
were sent to the clinic staff to check in on the intervention and site visits were performed to pick
up the completed patient surveys and address any concerns. Despite receiving approval and
confirmation of intent, the slide-based presentation did not appear on the intended platforms.
Within the small clinic, the person in charge of IT was the only one with access to adjust the
website and add information to the exam room interactive screens. Unfortunately they could not
be reached for assistance in the matter. In the end, this meant that none of the educational
methods were presented on the clinic’s website or exam room screens as originally intended
which could have potentially been a strong source of patient outreach.

Outcome

The overall aim of the QI project was to raise awareness of the growing risk of anal
cancer and build a better patient understanding of the guidelines for HPV screening in a clinic
where a large portion of the patients may be in two at-risk populations: HIV+ and/or LGBTQ+.

As reported by the clinic manager in 2023, there were zero anal pap tests performed at
the clinic between January 1 and December 9, 2023. The clinic’s patient population at the time
of data collection consisted of 106 patients with HIV who were seen regularly within the clinic.
Twenty of them were in the 18 to 29-year-old age range, 42 were aged 30 to 44, and 44 were
over the age of 45. Gender was not considered for the statistics as all persons with HIV are at
risk for HPV infection no matter their assigned gender at birth.

Within the Bucher et al. guidelines (2019), the recommended group that should be
screened when considering HIV status alone (not MSM or anal receptive intercourse) would be
the HIV+ patients who are over age 30. Within the clinic, 86 established patients were qualified
to be screened annually. Following the educational intervention, two eligible patients aged 30

years or older, completed anal pap testing in the month of January 2024 on the 20th and 26th
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(Graph 1). These completed tests increased the 0% screening rate from the previous year,
2023, to 2.32%. In March, although the technical intervention period had ended, another patient
received HPV anal testing because of the educational flyers that remained in the clinic. That
brought the annual screening rate of the HIV+ 30-year-old plus age group up to 3.5% for the

year 2024.

Graph 1:
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The patient surveys were collected throughout the intervention and at the end of the
12-week period resulting in nine surveys. Unfortunately, none of the surveys correlated with the
dates of the two completed screenings and appeared to have been given to patients somewhat
randomly, including individuals who did not plan to complete HPV testing in any form. A possible
miscommunication may have occurred on the instructions provided to the front desk staff on
when to complete the surveys, as they were solely meant for patients undergoing the HPV anal
cancer screening that day to assess what influenced their decision to pursue the test. This

meant that the surveys were not a reliable measure of what mode of education was most
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effective and could not be used for analysis. Despite this barrier, the three patients who
completed the anal screening after the intervention verbally reported to the provider that they
were influenced by the project’s educational materials posted within the clinic.

Discussion
Summary

With the implementation of patient-focused educational modalities, the HPV screening
rate within the small HIV-care clinic, and for the HIV at-risk age group, increased from 0% in
2023 to 3.5% within 3 months of the 2024 year. Due to the relatively inexpensive nature of the
educational materials and overall intervention, the QI project has the potential to increase HPV
anal cancer screening rates and could be expanded to other areas with little to no changes.
Other materials created for the QI project, but ultimately not implemented by the clinic, could
also be used by other clinics desiring more detailed patient education or outreach.
Interpretation

Due to the complications with the anonymous survey completion, the main data available
to associate the intervention with the outcome was based on verbal reports by the patients
involved. The clinic manager reported that each of the three patients who completed anal pap
tests in 2024 stated that they did so because of the educational materials provided by the Ql
project. There is the possibility that there could have been a greater increase in screening
uptake with materials displayed on more platforms or the addition of repeated promos.

The anticipated outcome of the project was to increase the screening rate within the
clinic even by one individual, as the clinic had had zero completed previously. Throughout the
research literature, preventative screening rates regularly improved with diverse and multimodal
patient-focused and education-based interventions. To have successfully influenced three
individuals positively with the QI educational materials can be seen as an accomplishment for

the clinic. By adhering to screening guidelines, these patients are proactively managing their
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health and increasing the likelihood of detecting potential anal dysplasias early, allowing for
prompt treatment before more serious malignancies can develop.

The ease of sustainability of the QI project contributes to the hope of maintaining the
educational methods within the clinic in order to continue to impact the patients who visit in the
future. As of the first week of April 2024, the infographic flyers were still present throughout the
clinic and in the building’s entrance hallway. The clinic can utilize the existing educational
materials in any form and implement the video presentation if they so choose.

Barriers & Limitations

The majority of available peer-reviewed literature does not consistently utilize LGBTQ+
affirming language especially in data sets. Gender identities and sexual orientations are usually
not differentiated when presenting data, with values most commonly placed in binary gender
groups: women/female & men/male. This limited terminology led to difficulty in adapting the
evidence-based statistical information to meet the preferences of the clinic providers and be
inclusive for the specific patient population, while also ensuring the statistics retained validity.

A limitation addressed early on in the project involved the makeup of the clinic
population. The original plan was to address HPV screening for both cervical and anal areas,
but since the majority of the clinic population were patients with male anatomy, and in general
cervical cancer screening guidelines require less frequent testing, the decision was made to
address anal screening only. This brought in an additional challenge of limited national
guidelines as well as peer-reviewed methods for improving anal screening specifically.

Timely and reliable communication with the clinic was a limitation at times. Emailing was
chosen as the best form of contact by the clinic staff, but some emails took multiple weeks to
receive replies or unfortunately went without response. Text messaging with the clinic manager
yielded quicker response times, but due to their other clinic responsibilities, turn-around time for

data requests and information were often delayed.
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Implementation of the intervention materials were impacted by internal clinic barriers
including general clinic structure, lack of labor force, and time constraints. The majority of the
physical Ql intervention implementation was outside of the ability of these authors to control or
set-up within the time desired. Updating the clinic website, posting on the social media page,
and setting up the exam room interactive screens required the time, effort, and resources of the
clinic staff. This facet resulted in some of the interventional methods not being implemented to
the fullest extent intended.

Although the intervention was implemented for a continuous 12-week timeframe, the
clinic only had trained and licensed providers (MD, DO, or NP) present to perform the HPV tests
two days per week. This may have limited the ability for some patients to receive screening
depending on their personal lives and preferences. Additionally, this could have influenced the
likelihood of verbal recommendations or reminders for screening if, despite provided education,
other clinic staff members were hesitant to discuss anal screening with patients. However, there
was a benefit in that providers were available on weekends, which may have opened up options
for patients who work throughout the week.

Guideline Update Post-Implementation

In early 2024, the International Anal Neoplasia Society (IANS) released the first
international anal cancer screening guideline from worldwide evidence-based research
addressing specific at-risk populations (Almada, 2024). This recommendation places vulnerable
patients into two risk categories (see Image 1 from Almada, 2024). Risk Category A includes
HIV+ persons, patients with a history of vulvar malignancies, solid organ transplantees, MSM,
and transgender women. Stier et al. (2024), the main study related to the guideline, found that
HIV+ MSM and transgender women 35 years of age and older are forty-one times more likely to
develop anal cancer than the general population. The incident rate increases to nearly
fifty-ninefold within this demographic for individuals over 45. HIV+ men over 45 who have sex

with women are 23.5 times more likely to develop anal cancer than others within the U.S.
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population. Risk Category B covers patients who are at an increased risk of anal dysplasia, but
to a lesser extent than category A, requiring a more shared decision making approach
concerning their individual risks and screening needs. Within this group are individuals 45 years
and older with a history of cervical/vaginal precancer or cancer, those who required chronic
systemic steroid therapies, or patients with autoimmune and immunosuppressive diseases.
Although this new guideline was not applied to the QI project due to the publication
occurring after the intervention period had begun, the release of a validated anal cancer
screening guideline is an important implication for healthcare providers in their future practice.
All providers, not just those working with HIV+ persons, need to be aware of the at-risk groups
represented in this international guideline and address this screening for the health and safety

of their patients.

Image 1:

Risk Category A
Cancer incidence >17/100,000

DIGITAL ANAL

RECTAL EXAM
Parsons with HIV Vulva Dysplasia or Vulva Cancer
= Men who have sax with

men {(M5M) age 35+ MSM without HIV oge 45+

» Transgender women [TW) TW without HIV age 45+
age 35+

* Men (not M5M) oge 45+ i
Solid organ transplant recipients
* Women age 45+ '1:'“ nm:mwhzt ANAL CYTOLOGY
: AND/OR ANAL

HPV TESTING

Risk Category B
Cancer incidence <10/100,000

Shared Decision-Making Age 45+
with history of:
. HIGH REPEAT
# Cervical/Vaginal HSILor = Persistent Cervical HPV 16+ RESOLUTION SCREENING
Cervical/Vaginal Cancer  « Other immunosuppression :
# Perianal Warts or on chronic systemic ANQICOET Ih-1-2 YEARS
steroid therapy

Conclusion
After the project concluded, conversations with clinic staff took place for feedback on the

Ql intervention. They expressed gratitude for the educational material implementation and the
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assistance in enhancing HPV anal cancer screening practices at their site. Encouraged by the
impact of the QI project, they anticipate a further improvement in the HPV anal cancer screening
rates within their clinic.

Increasing anal pap testing, especially within the HIV and LGBTQ+ communities, helps
promote health and prevent harm to these at-risk populations. Low uptake of HPV vaccination,
especially among adults over 30, means that the risk for HPV infection in any form increases.
The only peer-reviewed screening measure to prevent these infections growing into
higher-grade malignancies is HPV pap testing, to catch dysplasia and start treatment early.
Increasing patient and provider knowledge of the current and updated guidelines are vitally
important to providing safe, equitable, and inclusive patient care. Although the intervention
outcome was not statistically significant, the results were clinically meaningful for the focused
clinic and their patients. The QI project demonstrated how straightforward and budget-friendly
patient education has the potential to enhance patient adherence to screenings and increase
clinic screening rates.

The sustainability of the QI project was assisted by the simplicity and reproducibility of
the educational materials created. Infographic flyers can contain valued information, while also
providing QR codes containing links to more in-depth education that is reliable and
evidence-based. Keeping the educational materials in digital formats allows for desired
adjustments, immediate reproduction, and technological or internet-based inclusion. The social
media promo could be reposted regularly on any clinic media platform, be included on websites,
or be posted throughout the clinic in a physical form.

Future implementation efforts could include a longer time-frame for the intervention as
CPSTF (2020) encourages multimodal education to be presented in repetition over a period of
six months to reinforce the material and yield improved outcomes. Utilizing more diverse forms
of internet-based technologies, as well as the interactive patient screens, could provide a

greater impact to attract a more diverse population. Efforts could be made to expand the project
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with re-implementation of the educational materials in different formats such as larger posters,
take-home pamphlets, podcasts, and other social media platforms.

The project could be extended to other clinical contexts especially if they have a large
patient population with persons affected by HIV, or are a LGBTQ+ safe and affirming practice
environment. Women’s health groups could also benefit from the project and increased
knowledge of the HPV anal cancer screening guidelines, as patients with cervical HPV and
malignancies are at increased risk of developing anal HPV dysplasias. Each educational piece
could be adjusted to different color schemes or templates complimentary to various office
settings.

Considering that the U.S. national screening guidelines for HPV anal dysplasias are few
and far between, providers need to be aware and educated on the smaller evidence-based
research that does release these guidelines. This is vitally important especially in areas and
clinics that focus on at-risk and marginalized groups such as those living with HIV and
individuals in the LGBTQ+ community. At-risk HPV anal screening guidelines are available and
well-researched with recognition for patient safety, health, and quality of life. Sustaining efforts
that encourage high-risk individuals to undergo anal HPV screening will require a
comprehensive educational approach of providers and patients to ensure consistent and
appropriate recommendation of this screening.

Additional research concerning HPV anal cancer testing and guidelines, especially in the
LGBTQ+ and HIV+ communities, is necessary to not only raise awareness within the medical
field, but to assist in providing patients with clear guidelines specific to their healthcare needs.
Further data from interventions like this QI project are essential to continually improve and
develop guidelines for more specific anal cancer screenings. When patients are provided with
up-to-date and straightforward healthcare advice, they can better advocate for their own health,

safety, and quality of life and in turn provide encouragement to others within their community.
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Appendix A

Patient Education - Social Media Promo

Your health is our priority!

ANAL CANCER SCREENING

HIV increases your risk of HPV infection and the

development of anal cancer

Learn m_lo[e!

Pt
R

E!gf‘gﬁaﬁg A quick and painless { )\

swab could save
your life h

Ask us about HPV anal cancer testing at your next

appointment or call..



33

Appendix B

Patient Education - One-Pager Infographic
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Rates of anal cancer are 30 times higher in HIV positive
individuals compared to the general population’

CLINIC LOGO
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50% of HIV+ males have precancerous anal cells’

HPV can affect anyone, no matter what gender
¢« HIV increases risk of HPV transmission and infection
« HPV 16 and 18 are the most common strains that lead
to cancer and can spread to multiple areas of the body*
s« Over 90% of anal cancers are HPV-type
o 6,500 new cases of HPV-based anal cancers are
diagnosed in the United States each year
o Rates have been steadily increasing®

Learn more!

Ask us about HPV Anal Cancer screening options!
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Appendix C

Patient Education - Detailed Slide-Based Presentation

HPV

Screening

What is HPV?

+« HFV = Human Papillomavirus
e A virus primarily transmitted through sexual
contact
+ Approximately 85% of Americans will be infected
with at least one form of HPV within their lifetime.
+ Can be:
o Benign disease
e Precancerous
o Malignant
+ the oropharynx and anogenital regions
e 91% of cancers in the cervix and anus result from
HPY infection
+ 37.300 new cases of HPV-related cancers are
diagnosed every year

WCDC. 2030; Hirsch ot al, 2022; Otter =t all
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Who is at risk for HPV
anal cancer?

HIV+ or immunocompromised
Multiple sex partners
Receptive anal intercourse or play

Chronic HPV infection
o Females with a history of cervical
HPV16 are at an increased risk of anal
HPV lesions
History of other genital cancers
Smoking and tobacco use
Caucasian female or black male

All forms of partnerships, no matter the gender identities or sexual orientations of the
individuals, can lead to HPV transmission and infection: female-to-male, male-to-male, and
female-to-female.

(American Cancer Jaciety. 2020: Bucher et 2l 2019 Wheland and Kreuter, 201%)

ey
HPV
. ' HPV and HIV
https:/ fwww.medscape.com/viewarticle /90377

3 HPV and HIV are interlinked in many ways:
+ HIV+ ctatus increases risk of HPV infection
* HPV infection is associated with increased risk

for HIV acquisition

Rates of anal cancer are 30 times higher in HIV-
positive individuals compared to the general
population

How to prevent HPV transmission
+ HPV Vaccination ASAP
+ Condom use can decrease transmission

* Regular Screening 50% of HIV+ males have
E: ially if HIV +
s precancerous anal cells

P i e R S




Anal Cancer

Screening Guidelines

Recommended Screening

Under 30 DARE Annually
30 and above aCyt, rHRHPY, DARE Annually

aCyt, rHRHPY, DARE Annualhy

aCyt, rHRHPY, DARE | At time of diagnosis and annually

30 and above aCyt, rHAHPY, DARE | AL time of diagnosis and annually

Ay ., THRHPY, DARE | 2-5 years post-transplant and annually

Abbreviation Key

aCyt: Anal oytology testing

DARE: Digital anal rectsl exam
rHRHFY: Rectal high-risk HPY testing

Screening Process

In-Office Swab Test Results

Anal/Cervical Pap smear Megative - repeat annually
Positive - referral
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&

Next Steps

Remove/treat any precancerous or
symptomatic HPY related lesions

https://fwaww. medscape.com/viewarticle /90377
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Ask your provider about
HPV Anal Cancer
screening options!

WE PROVIDE HIV, STI, GENDER AFFIRMING, AND PRIMARY HEALTH CARE.

al

ThanEYou
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Appendix D

Anonymous Patient Survey

Anonymous HPV Screening Survey Questions (please circle your answer)

*This survey was created by MSU doctoral students to evaluate the effectiveness of various
educational methods to increase the rates of HPV screening at Sunshine Family Cares. Completion
of this survey is voluntary and you may refuse to answer any question. You may withdraw or stop
participating at any time without consequence. By completing the survey, you are indicating your

voluntary agreement to participate.

¢ Have you ever had HPV screening before?
> Yes
2 No
= Unsure
e |f you answered “Yes” above, what type?
2 Cervical
< Qral
= Anal
2 Unsure
e Did any clinic-based education influence you to receive HPV screening today?
> Yes
2 No
e |f you answered “Yes" above, what educational mode influenced you? (select all
that apply)
= Provider recommendation
2 Video/Clinic TV
< Pamphlet
= Clinic Facebook page
2 Clinic Website
= Interactive Screens

= Flyers

Contact person: Anna McCarthy/Kayla Huber

Email: mccar585@gmail.com/huberka8@msu.edu
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Appendix E

MSU IRB Approval Letter

MICHIGAN STATE
UNIVERSITY

DETERMINED NOT “RESEARCH”"
Revised Common Rule

November 8, 2023
To:  Anna McCarthy

Re:  MSU Study ID: STUDY00009901
Principal Investigator: Anna McCarthy
Determination Date: 11/8/2023

Title: DNP Student Project - Increasing Human Papillomavirus (HPV) Anal Cancer
Screening with Multimodal Patient Education in a LGBTQ+/HIV Clinic

The activity described in this submission was determined not to be “research” as
defined by the Common Rule as codified in the U.S. Department of Health and
Human Services (DHHS) regulations for the protection of human research subjects.

Definition of Research

For DHHS, “Research means a systematic investigation, including research
development, testing, and ewvaluation, designed to develop or contribute to
generalizable knowledge. Activities that meet this definition constitute research for
purposes of this policy, whether or not they are conducted or supported under a
program that is considered research for other purposes. For example, some
demonstration and service programs may include research activities. For purposes
of this part, the following activities are deemed not to be research:

(1) Scholarly and journalistic activities (e.g., oral history, journalism,
biography, literary criticism, legal research, and historical scholarship),
including the collection and use of information, that focus directly on the
specific individuals about whom the information is collected.

(2) Public health surveillance activities, including the collection and testing of
information or biospecimens, conducted, supported, requested, ordered,
required, or authorized by a public health authority. Such activities are limited
to those necessary to allow a public health authority to identify, monitor,
assess, or investigate potential public health signals, onsets of disease
outbreaks, or conditions of public health importance (including trends, signals,
risk factors, patterns in diseases, or increases in injuries from using consumer
products). Such activities include those associated with providing timely
situational awareness and priority setting during the course of an event or
crisis that threatens public health (including natural or man-made disasters).

(3) Collection and analysis of information, biospecimens, or records by or for
a criminal justice agency for activities authorized by law or court order solely
for criminal justice or criminal investigative purposes.
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(4) Authorized operational activities (as determined by each agency) in
support of intelligence, homeland security, defense, or other national security
missions.” [45 CFR 46.102(1)]

Determination

The goal of this QI project is to increase the screening rate of anal HPV in all
persons in this clinic including those in the LGBTQ+ and HIV+ communities.
This is a QI project for which the intent is to not obtain new and generalizable
simple knowledge.

Hence, the activity does not involve research.

Therefore, the federal regulations for the protection of human subjects would not
apply to this activity and Michigan State University (MSU) Institutional Review Board
(IRB) approval is not needed to proceed. However, please note that while MSU IRB
approval is not required, other federal, state, or local regulations or requirements or
ethical or professional standards may still be applicable based on the activity.

Modifications: If any of the activities described in this submission change, please
contact the IRB office as the activity may involve human subject research and require
IRB approval. For example, this determination is not applicable to activities that may
be regulated by U.S. Food & Drug Administration (FDA), such as those involving
drugs, medical devices, human food additives, color additives, electronic products,
or any other test articles regulated by the FDA.

Modifications to Funding: Changes in funding may alter this determination. For
example, MSU IRB review and approval is required if MSU receives an award
through a grant, contract, or cooperative agreement directly from a federal agency,
even where all non-exempt research involving human subjects are carried out by
employees or agents of another institution. In addition, the new funding source may
have additional or different requirements.

For More Information: See HRPP Manual Section 4-3, Determination of Human
Subject Research (available at hrpp.msu.edu).

Contact Information: If we can be of further assistance or if you have questions,
please contact us at 517-355-2180 or via email at IRE@msu.edu. Please visit
hrpp.msu.edu to access the HRPP Manual, templates, etc.
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Appendix F

Clinic Approval Letter

September 15, 2023

Michigan State University College of Mursing
1355 Bogue St, #218
East Lansing, M| 48824

To Whom It Concerns:

I am familiar with the quality improvement project being conducted by Kayla Huber and Anna McCarthy entitled *Equity in
Healthcare: Strengthening HPV Cancer Screening in the LGBTQ+ Population at an HIV-Care Focused Clinic®. | understand
that | o\ vement will include the mentorship of the above-named students and will require the
application of the proposed process including: reviewing our current processes and/or practice, accessing benchmark and
performance data including records for review, assessing practice protocols and procedures related to the project,
participating in improvement team meetings, educating providers and staff, revising related current policy/procedures, and
implementing project-based patient education.

| have read the project's proposal and am comfortable with the project as described being conducted at our institution. |
understand that this project will be carried out following sound, ethical principles. I 0ives permission

for the students to disseminate project data and outcomes at Michigan State University College of Mursing far the purpose
of academic course completion. Therefore, as a representative of [N ' =0ree that Kayla Huber's and
Anna McCarthy's quality improvement project may be conducted at our institution.

Sincerely,



