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ABSTRACT

Introduction In 2020 in Europe, Romania had the

second highest incidence and mortality rates of cervical
cancer, after Montenegro. To address cervical cancer

in the country, the Romanian government established a
national cervical cancer screening programme in 2012.
The programme provides free testing as well as free
treatment in the event of cervical precancer diagnosis for
women 25-64 years old with health insurance who are
referred from a programme-registered general practitioner.
Participation in screening, retesting and follow-up for
detected precancerous lesions is suboptimal, thus
reducing the overall effectiveness of the programme.

Aim The overall aim of the study is to examine facilitators
and barriers to cervical cancer screening follow-up after
an abnormal cervical cancer screening examination among
underserved women living in remote areas of Romania.
We have the following specific research questions: (1)
what are the knowledge, perspectives and experiences

of women living in remote areas of Romania with cervical
cancer screening and (2) what are the knowledge,
perspectives and experiences of women living in remote
areas of Romania with follow-up information and services
after abnormal cervical cancer screening results.

Method We will conduct an exploratory qualitative

study using semi-structured interviews. Data analysis

will be based on the thematic analysis outlined by Braun
and Clarke. We will use QSR International’s NVivo V.12

as the qualitative data analysis software for both data
management and analysis.

Ethics and dissemination Study findings will inform
recommendations for the Romania national policy for the
cervical cancer screening programme, with a particular
focus on underserved women living in remote areas with
limited access to healthcare services. They will also be
disseminated to relevant conferences and meetings. Ethics
approval was obtained from Romania (Ref. 199/1501.2021
application no. 661/15.01.2021) and Norway (Ref.
12929853).

BACKGROUND

Cervical cancer is one of the most common
cancers in women after breast, colorectal
and lung cancer.' Cervical cancer represents
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» This study protocol provides guidance on how to de-
sign qualitative research in remote areas to improve
cervical cancer screening, ultimately supporting the
WHO efforts to eliminate cervical cancer globally.

» The qualitative nature of this study provides an in-
depth understanding of the knowledge, perceptions
and experiences of women living in remote areas
with follow-up information and services after an ab-
normal cervical cancer screening examination.

» This study includes feedback and insight from wom-
en attending cervical screening as well as communi-
ty nurses involved in conducting cervical screening,
particularly the development of the interview guide
to provide suggestions on developing questions that
are important and relevant to them.

» This study is limited to the experiences of women
living in remote communities located in two coun-
ties, Dolj and Gorj, in Romania.

a major public health problem for large
numbers of women globally.' Persistent infec-
tion with high-risk human papillomavirus
(HPV) is the main cause of cervical cancer.
This situation has resulted in the develop-
ment of prophylactic vaccines to prevent HPV
infection and HPV assays that detect nucleic
acids of the virus to be used in organised
cervical cancer screening programmes.” This
development has led to global efforts such as
WHO launching a global initiative in 2018
to scale up vaccination and early detection
followed by treatment to eliminate cervical
cancer as a public health problem during the
21st century.”

Despite advances in technology for
cervical cancer control, women in low/
and middle-income countries (LMICs) are
highly vulnerable to cervical cancer, with
about 90% of cases and deaths from cervical
cancer occurring in LMICs.” * Cervical cancer
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screening tests such as the Papanicolaou (Pap) and HPV
DNA tests are effective ways to detect cervical cancer.””
Combined programmes of HPV vaccination and cervical
cancer screening have significantly reduced the burden
of cervical cancer primarily in high-income countries.
However, the burden remains greater in LMICs because
of no vigorous mass vaccination, limited screening tests
and few treatment facilities.”>°

Failure to pursue follow-up after an abnormal cervical
cancer screening could lead to cervical cancer, yet little
is known about adherence to recommended follow-up
after an abnormal cervical cancer screening result.”
Evidence for some of the reasons that contribute to
failure to follow-up among women after an abnormal
cervical cancer screening result include lack of guideline-
adherent clinical management, appropriate care and
breakdowns at the provider, patient and/or system levels
of care for women with abnormal results.”

Romania has the highest incidence and mortality rates
of cervical cancer: 22.6 and 9.6 per 100 000 women,
respectively.® Current estimates indicate that every year
in Romania, 3308 women receive a diagnosis of cervical
cancer and 1743 die from the disease.” The Roma-
nian government established a national cervical cancer
screening programme in 2012. The programme provides
free testing as well as free treatment in the event of a
cervical cancer precancer diagnosis for all women 25-64
years old when they are referred from a programme-
registered general practitioner. However, retesting and
follow-up of detected precancerous lesions are covered
for only women with health insurance. Despite the initia-
tion of the national cervical cancer screening programme,
participation is low, especially among minority Roma
women and other ethnic groups."” One study of Roma
women’s (non)participation in cervical cancer screening
in Romania found major differences in perspectives on
screening between users and providers. The study recom-
mended that to improve attendance, all women needed
to be involved in the planning, mobilisation, implemen-
tation and evaluation of the programme to build trust
between those offering screening and the potential
participants.'!

With a goal to reduce the incidence of and mortality
from cervical cancer in Romania, a European-funded
project was created: ‘Strengthening at National Level
the Capacity of the Romanian Health Sector to imple-
ment organized screening for cancers amenable to cost-
effective early detection’, also known as CEDICROM 2
(2019-2021). This project aims to improve the quality
assurance of integrated preventive and curative medical
services related to cervical cancer prevention among
the disadvantaged population at risk living in commu-
nities in remote areas in Romania. It is a follow-up of
CEDICROM 1 (2014-2017), which aimed to strengthen
the national capacity to implement well-organised and
sustainable screening programmes for cervical and breast
cancer. One of the key learning points from CEDICROM
1 was the suboptimal follow-up care services provided to

women with abnormal cervical cancer screening results in
the programme.

Finding cervical cancer often starts with an abnormal
HPV test or Pap smear result. This will lead to further
tests, which can lead to a diagnosis of cervical cancer or
precancer. All adult women should undergo periodic
cervical cancer screening, which aims to detect precan-
cerous lesions, that is, abnormalities in cells of the cervix.
When found, precancerous lesions must be followed
up and treated. Therefore, follow-up abnormal cervical
cancer screening is of key importance and can save lives.
Our overall aim is to examine facilitators and barriers
to cervical cancer screening follow-up among women
living in remote areas of Romania. We have the following
specific research questions: (1) what are the knowledge,
perspectives and experiences of women living in remote
areas of Romania with cervical cancer screening and (2)
what are the knowledge, perspectives and experiences of
women living in remote areas of Romania with follow-up
information and services after abnormal cervical cancer
screening results.

METHODS AND ANALYSIS

Qualitative study design

We will conduct an exploratory qualitative study using
semi-structured interviews. This research method will
provide opportunities to explore women’s knowledge,
perspectives and experiences related to cervical cancer
screening testing and follow-up care.'*™"*

Study sample and recruitment

We plan for data collection between July and January

2022. We will use purposive sampling to ensure that the

perspectives of women who participated in the cervical

cancer screening programme will be included. Purposive
sampling is widely used in qualitative research to identify
and select information-rich cases.”” '® The study sample
will recruit women >25 years old who participated CEDI-

CROM 1 or 2, had an abnormal Pap smear or positive

HPV test result and were required to receive follow-up

care. Study participants will be identified in the cervical

cancer screening register database of CEDICROM 1 and

2, which has the contact list of women who attended the

cervical cancer screening programme.

The main inclusion criteria for the study are as follows:
» Adult women >25 years old.

» Women who participated in the CEDICROM 1 and
2 cervical cancer screening programme who had an
abnormal Pap smear or a positive HPV test result and
were required to receive follow-up care.

The sample size for qualitative studies usually depends
on the pointwhen data saturation is reached (ie, the point
when new data does not add to a better understanding
of the studied phenomenon but rather repeats what was
previously expressed'”). Considering that the point of
saturation cannot be specified in advance, we planned
to conduct between 20 and 40 interviews according to
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usual points of data saturation reported in qualitative
studies.' If we do not achieve saturation based on partici-
pant responses and recurring themes, we will increase the
number of interviews accordingly. We will determine data
saturation during data collection, when new discoveries
from the interviews do not add further insights.'? *’

Data collection and recording
The interview guide will focus on the following compo-
nents. The goal is to have open-ended questions and only
probe if needed to allow the participants to express their
experiences with receiving follow-up after an abnormal
cervical cancer screening result and lack of follow-up
care.

» Participant background information.

» Cervical cancer screening and abnormal result infor-
mation experience and test results.

» Women'’s experiences with follow-up information and
services after an abnormal cervical cancer screening
result.

» Perceived needs and barriers to obtain medical
follow-up care after an abnormal cervical cancer
screening result.

» Future recommendations to improve the cervical
cancer screening experience.

We will conduct all interviews in Romanian, using a
local researcher who speaks Romanian. Additionally, the
local researcher will follow the project and ensure scien-
tific rigour during fieldwork by routine meetings with the
main researcher (LN). The interviews will be conducted,
recorded and transcribed verbatim in Romanian, then
translated to English by using a professional translation
and transcription service. The data collection tools are
all included in the supplementary material: the patient
information sheet (online supplemental appendix 1),
participant consent form (online supplemental appendix
2) and semi-structured interview guide (online supple-
mental appendix 3). These items were all translated to
Romanian.

Data collection and modifications due to COVID-19

With consideration of the current COVID-19 pandemic,
we plan to conduct data collection in two phases to avoid
gathering a large number of study participants in one area
and spread out the invitations to potential participants.
This process will also require more travel to the study loca-
tions over the data collection period (July—January 2022).
Both phases will target women from Gorj and Dolj coun-
ties in the southwest region of Romania. Because of time
considerations, COVID-19 and the geographic spread of
Romania, we will limit our data collection to Gorj and Dolj
counties (including several cities), which will provide us
with experiences from women in only these locations and
therefore will not be representative of the other counties
in Romania. We are also limited to locations that imple-
mented CEDICROM 1 and 2 and therefore guaranteed
that women had cervical cancer screening.

The main modification of this study is limiting the
data collection to semi-structured interviews only
versus semi-structured interviews and focus groups. The
change to the data collection methodology regarding
semi-structured interviews aims to limit the gathering
of more than two people at a time to ensure COVID-19
preventive measures (ie, social distancing up to 1 m,
use of sanitiser and wearing a mask during the inter-
view process). Additionally, we wanted to include more
counties, but because of the restrictions, we modified
our focus to ensure access to and feasibility with the
two counties because we have existing contacts and
an established network from the overall CEDICROM
2 programme. This situation will limit our study focus
to women’s experiences in Dolj and Gorj versus other
counties in Romania.

Also, because of travel restrictions, the main researcher
(LN) may not be physically present during the interviews
to assist the local researcher in Romania who is respon-
sible for data collection. To ensure adequate involvement
by the main researcher, LN will be involved in the inter-
view process via remote access if she is unable to travel
and otherwise in person when possible. This situation will
allow the main researcher to observe the conduct of the
interviews and participant reactions that are important to
contextualise and interpret the study findings. All data
collected in the field will be securely stored by using pass-
word protection and maintained by the main researcher
(LN). The data will be stored both in Romania by the
local researcher and in Norway, at the Cancer Registry of
Norway, by the main researcher (LN).

Ensuring study quality

To further ensure rigour and trustworthiness, this study
will be guided by Guba and Lincoln’s concepts for defining
and investigating quality in qualitative research that can
be considered parallel to quantitative research concepts
of validity and reliability.'?*' ** The concepts include cred-
ibility, transferability, dependability, confirmability, audit
trails and reflectivity. The concepts are inter-related, and
thinking through them from the onset and incorporating
them in a study will improve the study rigour. This process
will be detailed further on how we will apply them in the
main manuscript with study findings.

Regarding addressing the sensitivity of the topic and the
potential stigma it carries for the women, the interview-
er(s) will be cognizant of the participant(s) emotional
responses that can arise due to the topic and great stigma
connected to women who have an abnormal Pap smear
and/or HPV-positive test result. The interviewer(s) will
discuss this beforehand and will immediately remind the
interviewee that they can stop the interview at any time.
In addition, if the women would like to continue, the
interviewer(s) will provide ample time for them to feel at
ease and only continue if they allow it. We will also ensure
participant privacy by providing a quiet, well-ventilated
room for interviewing.
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Data analysis

Our approach is based on the thematic analysis outlined
by Braun and Clarke.*® The steps include (1) transcription
and checking transcripts with recordings for accuracy;
(2) open coding from interview responses performed by
at least two researchers independently; (3) agreement
of initial codes discussed among the researchers and an
initial codebook developed; (4) developing the code
structure used for analysing the remaining responses with
openness that include new codes and refining existing
ones; and (5) themes and subthemes identified from the
final code structure and their relationships presented.”
The initial coding framework for our analysis will be induc-
tively derived from the data. In this sense, our approach
will include a bottom-up development of analytic catego-
ries and themes. We will use QSR International’s NVivo
V.12 as the qualitative data analysis software for both data
management and analysis.

Strengths and limitations

The qualitative study findings will provide an overview of
facilitating factors and barriers to pursue follow-up after
an abnormal cervical cancer screening test result. This is
the first study in Romania to investigate follow-up after
cervical cancer screening; therefore, it provides an oppor-
tunity for future research to better understand women’s
needs and how to improve healthcare services. One main
limitation of this study is the current COVID-19 pandemic
that has affected the communities where we planned to
conduct our study. Hence, we have modified the study
to the best of our capacity to ensure safety precautionary
measures according to the Romanian government.

Patient/public involvement

This study will include women attending cervical cancer
screening and community nurses involved in providing
cervical cancer screening feedback and insight into the
study development. A cervical cancer survivor reviewed
our interview guide and the appropriateness of the ques-
tions planned; additionally, she provided comments on
what questions could be most important. Also, two Roma-
nian nurses who participated in cervical cancer screening
reviewed the interview guide and provided comments to
improve it. Therefore, we focused on both women with
cervical cancer screening experience and nurses. The
involvement of other patients/the public was limited
because of the pandemic and the limited access to the
community we planned to conduct our study in.

Ethics

Permission to conduct the study was obtained before the
study from Romania and Norway. In Romania, “Prof. Dr.
Ion Chiricutd” Cluj-Napoca on the Ethical Committee
of the Oncology Institute approved the project (Ref.
199/1501.2021  application no. 661/15.01.2021).
In Norway, a privacyrelated impact assessment was
conducted to identify and analyse how data privacy
might be affected, following institutional Data Protection

guidelines (Ref. 12929853). Moreover, an information
sheet describing the study in detail and the role of the
study participants was developed in English and trans-
lated to Romanian. Informed consent will be obtained
from all participants before data collection. Anonymity
and privacy will be maintained throughout the study.
Participants will be allowed to withdraw from the study at
any point in the research process, without consequences.
The consent form and interview guide were written in
English and translated to Romanian. Participants who
cannot write and read will be briefed about the aim and
nature of the study and asked to provide oral consent to
participate in the study.
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Appendix 1. Participant Information Sheet
We would like to invite you to take part in our research study. Before you decide whether to
participate, it is important for you to understand why the research is being done and what it will
involve. Please take time to read the following information carefully and feel free to ask if you
would like more information. Please also feel free to discuss this with anyone you wish.

What is the purpose of the study?

This study aims to explore the different experiences of women with cervical cancer screening and follow up,
mainly women living in communities from remote areas in Romania.

The study will focus on women who participated in CEDICROM 1 and 2, experiences with
follow-up care after an abnormal HPV or Pap test result from a cervical cancer screening among
women who participated in CEDICROM 1 & 2. All adult women should undergo periodic cervical
cancer screening. Screening aims to detect precancerous lesions, that is, abnormalities in the cells
of the cervix, which, if left untreated, can develop into cervical cancer. When found, precancerous
lesions must be followed—up and treated.

Why have I been chosen to take part?

You have been asked to take part because you participated in CEDICROM 1 and 2, and had a cervical
cancer screening. Your insight and experience on cervical screening and follow-up of care after the
screening will be highly appreciated , which will be used to inform and improve the national cancer
screening programme policy in Romania

Do I have to take part?

It is completely up to you to take part. If you do decide to take part, you asked to sign a consent form. If
you decide to take part but then change your mind, you are free to do so at any time without giving a
reason.

What will happen if I take part?

You will take part in an interview with a researcher, Adriana Melnic, to share your experiences and knowledge
about your cervical cancer screening and follow-up care. The interview will last approximately 40 - 60minutes,
or as long as you would like to talk about your experience. With your permission, the interview will be audio
recorded. You can stop the interview at any time, and you do not have to answer a particular question if you do
not want to.

Where will the interview take place?

The interview will be carried out in person in Romania.

Are there any risks in taking part?

We do not expect there to be any risks or discomfort associated in this research study. However, if you feel
uncomfortable then you can stop the interview at any time, without giving a reason.

Are there any benefits in taking part?
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You will be helping inform a national programme in Romania aimed to improve cervical cancer prevention

and treatment.

Will my participation be kept confidential?

All the information that you give us will be kept strictly confidential. The procedures for handling,
processing, storing and destroying the data will comply with the Data Protection Act of 1998.

This means that only the researchers will see what you have said. The audio-recording of your interview
will be identified by a code number only. These audio-recordings will be transcribed, and identifying details
such as place names and people’s names removed from the transcripts. We will use quotes from the
interviews in the write-up of the study but will ensure no one can be identified from these.

At the end of the study the research data, including consent forms, anonymised interview transcripts, field
notes and your contact details, will be kept (in locked filling cabinets and/ or password protected at the
Cancer Registry of Norway) for up to ten years.

What will happen to the results of the study?

After the study has finished, the results will be submitted for publication in an academic journal and
presented at conferences. It will also help provide recommendations for cervical cancer screening
programmes in Romania.

If you would like to receive a copy of the findings please let us know by using the contact information
provided and we will happily provide you with one.

What will happen if I want to stop taking part?

If you decide at any point that you no longer wish to be part of the study, then you can withdraw without
giving a reason. You can also ask for your data to be removed from the study and destroyed.

What if I am unhappy or if there is a problem?

If you are unhappy, or if there is a problem, please feel free to let us know by contacting, Andreea Itu at
Email: itu.andreea @yahoo.com, Tel: +40 756 601 901, or Linda Nyanchoka, Tel : +33 75 34 29 417
Email: Inyanchoka@gmail.com who will try to help or put you in touch with someone who can.

Who is funding the research?
This research is funded by EEA/Norway Grants

Who is doing this research?
The research and interviews will be conducted by Adriana Melnic, adrianamelnic @yahoo.com
How can I find out more?

Just get in touch with Andreea Itu from The Oncology Institute "Prof. Dr. Ion, Chiricuta" Cluj-Napoca Email:
itu.andreea@yahoo.com, Tel: +40 756 601 901, who will be happy to answer any questions you might have.

Appendix 2. Participant consent form

Title of the research project: Abnormal Cervical Screening and Follow-up Care among Women in
Romania: A qualitative study
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Researcher: Linda Nyanchoka

Please initial box

I confirm that I have read and have understood the information sheet dated

[ ] for the above study. I have had the opportunity to consider the

information, ask questions and have had these answered satisfactorily.

2. T understand that my participation is voluntary and that I am free to withdraw at any time
without giving any reason, without affecting your rights. In addition, should I not wish to
answer any particular question or questions, I am free to decline.

3. T understand that, under the Data Protection Act 1998, I can ask for access to the information
I provide and request the destruction of that information if I wish.

4. Tagree for the data that I provided to be archived at the Cancer Registry of Norway. I
understand that other authorised researchers will have access to this data only if they agree to
preserve the confidentiality of the information as requested in this form.

5. T agree to take part in the above study.

Participant name Date Signature

Name of person taking consent Date Signature

Researcher Date Signature

Researcher Researcher

Linda Nyanchoka Andreea Itu

Cancer Registry of Norway The Oncology Institute "Prof. Dr. Ion

Ullernchausseen 64, 0379 Oslo Chiricuta" Cluj-Napoca

Tel: +33 7534294 17 Tel: +40 75 66 01 901

Email: Inyanchoka @ gmail.com

Email: itu.andreea @yahoo.com
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Appendix 3. Semi-structured interview guide
Abnormal Cervical Screening and Follow-up Care among Women in Romania: A qualitative study

Date: Interviewer:
Archival #: In person: Start Time: End Time:
Background (information about interview participant)

1) Tell me, a little about yourself?

v'  (e.g. age, setting, ethnical group, education, living conditions, health insurance)

Cervical Screening
2) Cervical screening experience (knowledge on type of screening)

v' Probe: e.g. HPV, Pap smear testing, both
3) Cervical screening information provided after screening including results interpretation, and follow
up instructions

v' Probe:
o  Results provided

o Interpretation of results
o Type of follow-up required i.e. where and how to receive follow-up care
Knowledge and experiences with follow-up services after abnormal cervical screening results

(Did interviewee receive follow-up if so talk about experience, if not talk about reasons that didn’t permit
follow- up)

4) Knowledge of follow-up services available?
5) Experiences with follow-up care after abnormal cervical screening?
or
6) Experiences with lack of follow-up care after abnormal cervical screening?
7) What are your perceived barrier to follow-up care after abnormal cervical screening?

8) What are your perceived needs to follow-up care after abnormal cervical screening?
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