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Abstract 
Writing a well-structured research protocol is a critical component of any research activity. It is a demanding task 
that requires rigor and strenuous effort especially for the novice researchers in all disciplines. The aims of the 
present paper are a) to demonstrate the key steps required towriting a protocol for a qualitative research study b) to 
assist nurses and other health professionals in effectively developing protocols on qualitative research. For this 
purpose, an example qualitative research protocol was used entitled “Investigating nurses’ views on care of 
mentally ill patients with skin injuries”. This protocol was chosen because it provides a reasonable model of 
proposing a qualitative research design within the field of nursing. Results of this process led to the development of 
a 10 key-step guide to writing a protocol for a qualitative research study. A thorough analysis of how each step of 
the protocol must be undertaken and accomplished is presented and supported by the relevant literature. This paper 
provides an informative guide for novice researchers and/or nurse students, on how to develop successful protocols 
on qualitative research studies that guide research and decision making in naturalistic settings.  
Keywords: research protocol, nursing students, qualitative research, grounded theory, nurses, health professionals 
1. Introduction 
A research protocol is necessary for the approval of every research project, whether it is submitted as a dissertation 
or thesis proposal or for research funding. Review of the relevant literature, revealed that the majority of the 
guidelines and examples given for writing a research protocol were mainly related to quantitative research. There 
were only few instructions for researchers who want to engage in qualitative research (Vivar et al., 2007)  
The aims of the present paper are: a) to demonstrate the key steps required to writing a protocol for a qualitative 
research study b) to assist nurses and other health care professionals in effectively developing protocols on 
qualitative research studies.  
Based on the literature (Drisko, 2005; Vivar et al., 2007; Stenious et al., 2017), a guide with 10 key-steps was 
designed and discussed. Research evidence that supported the reasoning of each step, was also included. In order 
to facilitate the development and the presentation of the 10 key-steps guide, an example research protocol, entitled 
“Investigating nurses’ views on care of mentally ill patients with skin injuries”, was used. This protocol was 
developed within the frame of a qualitative research study, using a Grounded Theory (GT) approach (Glaser & 
Strauss, 1967).  
The 10 key-steps included in the proposed research protocol guide, focus on the research topic and title 
formulation, on the background and rationale of the study, on the aims and objectives and on formulation of the 
research questions. Furthermore, the theoretical framework, and the methods of the proposed research are explored. 
Finally, data analysis, ethical considerations, limitations and strengths of the study and trustworthiness of the 
research are thoroughly discussed. This guide may help novice researchers, who want to conduct qualitative 
research, to develop a successful research protocol.  
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2. Step 1: Research Topic and Formulation of the Title 
The first and most important step of a research study is the formulation of the research topic, a problem that needs 
to be explored. This usually comes from a list of problems that nurses encounter in their daily practice. Once a 
research topic is chosen, a review of the literature needs to be conducted in order to explore what has already been 
studied in the field. Then the researcher will decide whether the research topic needs to be investigated or not. At 
this point he/she presents the background of the problem and recognizes any gaps in the literature in order to justify 
the significance of the study (Vivar et al., 2007). Having decided on the research topic, the researcher proceeds to 
form the title of the research. 
Formulating a captivating and yet targeting title is one of the most important parts of the research protocol. When 
formulating the title of the research study it must be taken into account that this should clearly indicate the purpose 
of the research. The title need to be concise, informative, descriptive and specific and needs also to include 
keywords that are consistent with qualitative research such as: experiences, emotions, beliefs, knowledge, 
opinions (Bavdekar, 2016). The title of the example research protocol, which is used as a model to illustrate and 
support our rationale of the 10 key-steps process for writing a research protocol, was formed accordingly and 
included all the above mentioned notions. Relevant keywords were also included: 
“Investigating nurses’ views on care of mentally ill patients with skin injuries”  
“Keywords: nurses’ views, mentally ill patients, skin injuries, nursing care, qualitative research”.  
Bavdekar (2016), argues that the title should include some keywords, as this helps the article to be more likely 
accessed. The integration of all relevant keywords in the title ensures greater detectability and visibility through 
search engines. Generally a good title should: 

• Inform the reader in a precise manner about the content of the article 
• Be simple, direct, clear, compendious and appealing 
• Avoid abbreviations or terminology 
• Include keywords that facilitate the search  

The title, which shows clearly the purpose of the study, will attract more readers who are really interested in this 
research field and possibly brings more citations to the article. The title is usually the first part of the article that 
someone reads and based on his/her understanding, the reader decides whether the article is interesting for him or 
not. Similarly, when readers search a database, usually read only the title of the papers. Therefore, the first 
impressions made by the title, make the readers to decide whether to read the paper or not. Generally it should 
contain 10-15 words. A long title may seem vague and boring. On the other hand, a short title may fail to inform 
readers about the content of the article (Bavdekar, 2016). As stated by Polit and Beck (2008), the title of a 
qualitative research study usually states the central phenomenon under study. According to Stenious et al., (2017) 
the authors need to decide the final version of the title only after the study is completed, in order to be sure that the 
title really captures the most accurate meaning of the study.  
3. Step 2: Background and Rationale 
At this step of the research protocol, information about the background of the study should be provided. Τhe study 
should be placed in a broader social and scientific context: what is the background of the study and how the 
research will contribute to a further understanding of this situation. In addition, a justification for conducting the 
research should be highlighted. What is already known about the study topic and what and why new aspects need 
to be explored? The aim of this step is to illustrate and critically evaluate what has been researched so far in 
relation to the subject under study (Vivar et al., 2007). These aspects are clearly presented in the example protocol:  
“Mentally ill patients are at high risk for physical illness with a significant lower survival rate (Hemingway, 2013). 
Mentally ill patients present an increased risk of injuries, such as pressure ulcers, diabetic ulcers, vascular ulcers, 
partial thickness burns, skin damages and wounds caused by self-injury (Pegram & Bloomfield, 2010). However, 
mental health nurses mainly focus on the symptoms of mental illness, ignoring the cause of these injuries. 
Additionally, mentally ill patients have difficulty understanding the importance of wound management and the 
compliance with treatment. (Hemingway, 2013). The above factors, combined with the lack of nurses’ special 
training on wound care, lead to complications and prolonged healing (Hinchliffe & Linthwaite, 2019). 
Investigating nurses' views on the care of mentally ill patients with skin injuries could provide useful information 
and a better understanding of the problem, aiming to maximize the providing care”. 
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According to Hallberg (2010) in qualitative research the literature review is ambiguous and its purpose depends on 
the research approach of the study. In phenomenology, the researcher may conduct a literature review in order to 
determine if the area of interest as a lived experience has been researched or not, and also to identify new ideas. In 
historical research, doing a review of the literature is considered fundamental and crucial part of the research 
process. However, in grounded theory the researcher tries to avoid any review of the literature upon the beginning 
of the study, as he/she wants to avoid to “contaminate” the data with any preconceived ideas that might be 
considered as significant (Borbasi & Jackson, 2012). 
In conclusion, it is believed that in a qualitative research the review of the literature does not need to be an initial 
stage of the study and it would be good to be avoided at this stage. These views are grounded on the notion that 
qualitative research is based on the discovery of new ideas and the exploration of new fields. However, it is 
difficult to believe that there are still fields that have not been explored. For all the above reasons, the literature 
review in qualitative research should be brief and simply allow the researcher to become familiar with what has 
been published on the subject under study. At the same time, this process highlights the research gaps and 
demonstrates the significance of the proposed study (Flick, 2014). 
4. Step 3: Aims and Objectives 
The aim and the objectives of the intended research need to be clearly presented in the research protocol. Aims and 
objectives need to be clear, comprehensible and yet to demonstrate the nature of qualitative inquiry (Mantzoukas, 
2007). In our example protocol, aims and objective of the study were formed as follows:  
“The aim of this research study is to explore nurses’ views on care of patients with mental illness with skin injuries. 
The objectives of the study are: a) To investigate the problems experiences by nurses who are dealing with the care 
of patients with skin injuries in the environment of a psychiatric hospital, b) to examine and identify the factors that 
influence nurses’ views on the phenomenon under study”. 
The research problem can be stated as a research question or as an objective when the study aims to investigate a 
specific phenomenon (Mantzoukas, 2007). 
5. Step 4: Formulation of Research Questions 
At this stage, the researcher need to formulate the research questions. As qualitative research questions differ from 
quantitative research questions because they seek to explore or describe phenomena, and not to provide an 
explanation, they are often more general and more articulated. The researcher tries to understand 
the experiences, attitudes, and opinions that people have about the concepts in the research question (Houser, 
2019). The research questions of our example research protocol follow:  

• How psychiatric nurses experience the problems encountered while caring for mentally ill patients with 
skin injuries? 

• What factors might affect their views and attitudes? 
• What factors might influence the care delivered? 

According to Issari and Pourkos (2015), in qualitative research, the research questions are broader than the 
hypotheses in quantitative research. They should be open, requiring a general direction and not to seek for 
particular answers. Their purpose is to define and explain all the unexpected characteristics of the phenomenon 
under study. Unlike quantitative research, the research questions in qualitative research, need to be flexible and 
able to be modified according to the researcher’s judgement and decision during the research process. 
As Matzoukas (2007) stated, the purpose of the qualitative research is to provide answers to “how” and “why”. 
Therefore, the research question in a qualitative study must contain the above keywords. For example, it should 
begin with the following form: “understanding in depth the perceptions of… about how…” or “exploring the 
beliefs of… why…” or “interpreting the experiences of”. The research question should not be treated with its strict 
grammatical term. It is not required to have a question style or to end in a question mark, because it is not intended 
to give a concrete answer to a predetermined question. Quite simply, this happens in qualitative research because 
the research questions are basically created during the process of data collection. As the researcher in not aware of 
the unique experiences and beliefs of the research participants cannot construct a predetermined research question 
for them. However, he/she will construct unique questions each time for each unique experience or belief of each 
participant. In fact, what constitutes the research question for qualitative research is the clear statement of a central 
approach on a phenomenon or issue. Thus, the research question on qualitative research methodologies takes the 
form of a clear statement on a subject.  
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6. Step 5: Theoretical Framework 
At this step, the researcher needs to justify why the proposed study design is appropriate to fill the gaps in the 
literature. The researcher need to explain why he/she chose to conduct a qualitative study and give details about the 
specific methodology employed (Connell, 1999).  
According to Mantzoukas (2004), the researcher's goal in qualitative research is to investigate and get an in-depth 
understanding of participants’ views, experiences and attitudes regarding a phenomenon. The qualitative 
researcher attempts to create a deeper, more complete and more elaborate understanding of the phenomenon under 
investigation, which will contain a holistic and deeper interpretation of the participants and their environment in 
relation to the research phenomenon. 
In the example research protocol, it was clearly highlighted that GT was used to gain an in-depth understanding 
and interpretation of the phenomena being studied. At the same time, it was stressed that this was the ideal method 
for cases where an issue is being investigated for the first time, in order to better understand it. Furthermore, the 
researchers underscored that it is appropriate when little is known about a phenomenon and the purpose is to 
construct an explanatory theory (Glaser & Strauss 1967). It is useful when research is dealing with areas where 
there are large gaps in understanding and where a new perspective is needed (Mantzoukas, 2004).  
“Based on the principles of Grounded Theory, a qualitative approach will be used for the present study. The 
qualitative approach, is the most ideal approach for studying and investigating personal experiences, values and 
attitudes. Specifically, the qualitative approach has been described in the literature as the most appropriate 
methodology for assessing the views, attitudes and experiences of nurses (Gantley, 1999). Grounded Theory will 
be used to gain an in-depth understanding and interpretation of the phenomena under investigation. At the same 
time, it is an ideal method for cases where an issue is being investigated for the first time, in order to better 
understand it (Glaser & Strauss 1967). In recent years, studies on the subject under study are really few, especially 
in our country, and for this reason it is considered appropriate to further and in-depth study this issue”. 
Connell (1999) argued that the researcher should always state the reasons why research is important and how it will 
contribute to the study of the phenomenon, why the study will be important and how it will add to the knowledge 
about the phenomenon under study. In the same vein, a clear and convincing statement of the qualitative approach 
used is of pivotal importance for a well-developed qualitative research protocol.  
7. Step 6: Methods  
This step should explain how the research study will be conducted. Details will be provided regarding the proposed 
sampling strategy (6.1), the potential participants’ characteristics and recruitment (6.2), the data collection tool 
(6.3) and the process of data collection (6.4).  
7.1 Sampling Strategy  
Information should be given on how participants will be selected (convenience sampling, purposive sampling, and 
theoretical sampling). The choice of the specific sampling strategy used, should be justified, taking into account 
the specific qualitative research approach which will be applied. In our example protocol the sampling strategy 
was described along the lines of GT approach:  
“A purposive sample will be used so that the participants to be typical cases and be able to provide in-depth and 
comprehensive answers on the subject under study. Nurses working in psychiatric wards with an increased 
frequency of skin injuries will consist the study population. Initially, 3 participants will be selected, as purposive 
sample, and then a theoretical sampling will be carried out as defined by the principles of Grounded Theory”. 
In qualitative research, specific participants are chosen because they have experienced the phenomenon under 
study. This kind of sampling can achieve a richness in the data and is known as purposive or purposeful sampling 
(Polit & Beck, 2008). The aim of this sampling strategy is to select participants who will be able to provide the 
most relevant data for the research (Yin, 2011). According to Issari and Pourkos (2015), sampling in qualitative 
research, aims mainly, to identify what Patton (2002: p 230) calls information-rich cases, that “are offered for in 
depth study” and from which “one can learn a lot about issues of central importance for the purpose of research”. 
Using a purposive sampling strategy (purposeful or purposive or judgmental sampling) means that the researcher 
actively and deliberately selects the sample whose members will best serve the aims and questions of his/her 
research. This sampling technique consists a form of non-probability sampling (Polit & Beck, 2006). Charmaz 
(2014) defined as purposeful sampling, an a priori sample, used in most qualitative studies, and decided before the 
beginning of data collection process. In GT studies, theoretical sampling is used to identify evidence from the 
analysis, fill gaps, clarify doubts, and test explanations as the study progresses. Depending on the results from the 
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first round of data analysis, the researcher may recruit more participants to interview, people who will confirm or 
disagree with what the researcher has already found. The researcher continues the theoretical sampling, moving 
back and forth between sampling, data collection, and data analysis, until data saturation is achieved, when there 
are no more information to be emerged (Bernard, 2002; Polit & Beck, 2006). 
Qualitative samples are often small (Fossey et al., 2002), but this is not usually a problem as the researcher is not 
attempting to generalize the findings. The aim of qualitative research is to gather rich information and not to 
estimate the percentage of the population that behaves or feels in some way. According to Mantzoukas (2007), in 
qualitative research the sample usually is a double-digit or even a single-digit number. A large sample can neither 
serve the aims nor the objectives of qualitative research, but instead works negatively for its validity, as in the case 
of a large number of participants the subjective and individualized characteristics are lost, which actually the 
qualitative research aim to understand.  
Finally, selecting appropriate sample sizes in qualitative research has raised several debates and uncertainties 
among researchers. It is thus suggested qualitative researchers to strive towards justification of their sample size as 
this consist an important indication of the quality of qualitative research (Vasileiou et al., 2018).  
7.2 Participants’ Characteristics and Recruitment  
In this section, the researcher may provide information on the potential participants’ characteristics and the 
inclusion and exclusion criteria to the study. If so, the criteria for selecting and excluding the research participants 
should be explicitly defined and justified. Details must be also provided about the process followed for identifying 
the potential participants. Questions should be also answered such as how the participants will be identified and 
how they will be invited to participate. An illustration of our example research protocol is following:  
Inclusion criteria will be: 
• Nurses working in psychiatric wards, caring for mentally ill patients with a high frequency of skin injuries.  
Exclusion criteria will be: 
• Nurses working in psychiatric wards, caring for mentally ill patients with a small frequency of skin injuries or 
nurses with managerial roles, or part-time nurses, as they may have limited contact with patients. 
The relevant literature stressed that in qualitative research, the researcher does not need to strictly identify the 
population under investigation, nor to strictly formulate the inclusion and exclusion criteria of participants, as it 
happens in quantitative research. This is because in qualitative research the sample can be adjusted according to 
the conditions and the design of the study and affected by the information that the researchers gradually get from 
the participants (Polit & Beck, 2006). However, these information may assist especially the novice researcher to 
develop a comprehensive and realistic research plan.  
7.3 Data Collection Tool 
In data collection section, the researcher should present the specific tools and activities which will be used for the 
data collection phase. After having decided on the qualitative approach to be used, the next decision concerns the 
type of method (methods) that will be used for data collection. The most commonly used methods for collecting 
qualitative data are interviews, focus groups and observation. The choice of methods will depend on the aim of the 
study, the methodology and the type of information required. In addition, the available human and material 
resources need to be considered (Vivar et al., 2007). In our example research protocol, it was clearly stated by the 
researchers that interviews will be used as a data collection tool:  
“Unstructured interviews will be used for data collection purposes. In particular, the unstructured interview is 
open and does not include predefined questions, but broad topics on which participants are asked to speak or 
express their opinions freely and on their own terms”. 
The types of interviews used in qualitative research, according on their degree of construction, can be 
distinguished in semi-structured and unstructured qualitative interviews (Issari and Pourkos (2015). These types of 
interviews help the researcher to collect as much data as possible by making the participants to talk freely and in 
depth about their experiences, perceptions and attitudes (Robson, 2010).  
The semi-structured interview is often used by novice researchers, as it can work as a guide with a list of questions 
about topics that they want to cover in the interview. This particular type of interview is flexible as the content of 
the questions can be modified depending on the participant. The researcher can also be more flexible, e.g. to 
investigate some issues more exhaustively, to use the questions regardless their order, and to add or remove 
questions or topics (Issari & Pourkos, 2015).  
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The unstructured interview is open and does not include predefined questions, but rather the participant can reply 
freely on broad topics. Specifically, the researcher usually makes a list of 7 to 8 important topics which are used to 
develop an interaction with the participant (Robson, 2010, Mason, 2018).  
Qualitative research designs hardly use structured interviews, as these are based on planned questions, and restrict 
the in depth collection of data or the development of new themes (Robson, 2010).  
Qualitative interviews can be conducted one by one (individually), as well as within a group. Focus groups are a 
method of producing rich qualitative data through a process of interacting with team members. Focus groups 
concern with a group discussion in which participants are asked to talk to each other about a specific topic through 
an interaction process. Interaction between team members results in less influence from the researchers on the 
process and in giving more emphasis on participants’ responses (Krueger, 1988; Frey & Fontana, 1993; Wilkinson, 
1998).  
7.4 Conducting the Interviews 
Following the recruitment process, the characteristics of the site for conducting the interviews, such as a private 
location inside or outside the hospital, and the type of material and equipment that will be needed should be 
described. Accordingly, in our example research protocol the following information was included:  
‘Before the commencement of the interview, the researcher will choose a convenient place and time for the 
participants, maintaining participants’ privacy and data protection. The interviews will be tape-recorded and 
notes will be kept in order to capture all the clues from the non-verbal communication Before the interview, the 
researcher will give participants all the information about the study, the expected benefits of the research, issues of 
confidentiality and participants’ rights. A consent form will be signed by each participant before the interview”. 
The main concern of the researcher is to determine the place and time of the interview. Specifying the right place 
and time so that the interview can be conducted smoothly, is of utmost importance for the data collection phase. 
The appropriate place is defined as a location that is quiet and easily accessible by the participant. In parallel, the 
best time for conducting an interview is the one that does not create stress or any other burden to the participants or 
the setting where the study is taking place (Kedraka, 2008). 
The researcher should also provide information and justify his/her decision on recoding and transcribing the 
interview data. Tape recording and keeping notes are the most common procedure. According to Kedraka (2008), 
the reading of the material also depends on the way it is recorded. If the interview is recorded, it involves a 
time-consuming but necessary process of transcribing, which turns the verbal speech into written text, so it can be 
then systematically analyzed. It is suggested to combine the use of notes with recording, as notes may contain 
information that is not disclosed in the recorded text of the discussion (such as, non-verbal communication points, 
feelings before and after the interview).  
According to Issari and Pourkos (2015), individual interviews or focus groups are usually recorded. However, 
there are some cases in which, due to the sensitivity of the issue or due to not consent for recording by the 
respondents, the interviewers need to keep detailed and clear written notes. The decision of how detailed the 
recording should be, is guided by the research questions and the method of analysis. However, it should be noted 
that the transcription is a kind of translating the participants’ words, and only if it is combined with the written 
notes can be seen as a completed interview (Issari & Pourkos, 2015; Willig, 2008).  
The researcher should also provide details about the type of information that will be given to the potential 
participants before their involvement in the study. An informed consent form is included in the research protocol 
which will be provided to the study participants before the commencement of the interview.  
Participants have the right to be informed about the aim of the study, the type of information being asked, how 
these information will be used and if any consequences may emerge due to their participation in the study. This 
moral concept is known as autonomy (Beauchamp & Childress 2001). 
Since qualitative data collection methods, such as interviews, focus groups and observation, are processes that 
require interaction between humans, possible risks may emerge, such as embarrassment, disagreements, and 
misconceptions (Rice & Ezzy 1999). In qualitative interviews, the researcher encourages the participants to “open 
up” and explain how they experience the phenomenon. It is possible the participants to discuss personal 
information that they do not want to reveal, or to revive sad experiences related to the subject being studied. The 
researcher need to negotiate with the participants and determine if they feel comfortable to continue the interview 
or prefer to withdraw (Polit & Beck, 2006).  
The informed consent entails that the participants are given verbal and written information about the aim of the 
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study and details about their participation. Participants should be eligible to ask for clarifications before signing the 
consent form. A copy of the signed form acts as prove of their agreement (Vivar et al., 2007)  
8. Step 7. Data Analysis 
At this step of the research protocol, the methods selected for data analysis should be described, reflecting the 
theoretical and methodological perspectives of the study. A description of how the data will be coded and 
developed into important categories and themes, from which participants' theoretical narratives can be drawn, 
should also be given. In the example research protocol the following information were included:  
““The researcher, following the GT principles, will collect and analyze the data simultaneously, deciding whether 
he will collect more data. This is what is called constant comparative analysis. Collection of data will continue 
until no new or relevant ideas to be emerging from the collected data, a stage that is called ‘theoretical saturation’. 
The constant comparative method and the theoretical sampling constitute the core of qualitative analysis in the 
grounded theory approach (Glaser and Strauss 1967). This process will be done by ‘coding’ the data,that is, 
forming categories, allocating codes for each word or phrase and shorting these codes into categories and themes. 
Then a core category will emerge and all the properties and relations between categories will be revealed.” 
According to Houser (2018), unlike quantitative studies, where analysis is postponed until all data have been 
collected, qualitative analysis begins almost as soon as data collection begins. During the collection, the data are 
examined and re-examined, and detailed memos are written. The recently collected data are compared with the 
existing data to confirm or refute the conclusions and to decide when saturation will be achieved. This continuous 
comparison of new results with existing results is a key feature of qualitative analysis. It is sometimes referred to as 
“intensive data engagement” to illustrate the depth at which the analyst examines the meaning of the information 
collected (Creswell & Plano-Clark, 2011). 
This approach allows the researcher to search for interesting ideas or to unravel complex information while the 
informants are still available and the data collection is in progress. Actually, the researcher is guided by the 
participants, instead of following a predetermined course that leads to an individual conclusion. In the case of GT 
–the qualitative research approach that used in our example research protocol– the continuous comparison of the 
data allows the researcher to guide the next data collection, select new participants or change the initial selection 
criteria to clarify issues that arise during the analysis. These secondary cases –known as theoretical sampling- are 
purposively selected to be compared with the sample already being studied. Although this may be perceived as a 
problem in sampling, theoretical sampling is, in fact, a source of triangulation, that is, it is one of the means by 
which qualitative analysts can confirm their results (Patton, 1999).  
Although the analysis process is often done manually, it can also be done by using a computer software (Vaughn & 
Turner 2016). The use of a computer-based qualitative analysis is controversial among qualitative researchers. 
Some believe that a process that is treated as holistic, interpretive, and humanitarian becomes mechanical with the 
use of automated systems. Others believe that automation through its efficiency will tempt qualitative researchers 
to use larger samples, thus sacrificing depth in order to be able to manage the range (King & Horrocks, 2010). 
Some other researchers believe that using a computer for qualitative analysis makes the process faster and easier, 
while at the same time the researcher does not lose contact with the data. Through automated analysis, coding 
becomes less demanding, giving the researcher the opportunity to discover creative ways to deal with his data. By 
offering help in processing, storing, retrieving, registering, and sorting data, software for qualitative analysis 
leaves the researcher with more time to interpret and reflect the meaning. Such software allows transcribed data to 
be entered and encoded based on a code dictionary that will be developed by the researcher in an identical manner 
as that created by hand (Morris & Ecclesfield, 2011). 
 However, there is a view that software cannot yet perform reflection, analysis, and interpretation. These tasks 
require the involvement of the human element, that is, a specialized qualitative researcher. Many qualitative 
researchers prefer manual analysis because they believe it allows them to stay immersed in the data despite the fact 
that it is a difficult and time consuming process. (Denzin & Lincoln, 2011). 
9. Step 8. Ethical Considerations 
In this step, a statement on how the principles of research ethics will be followed and how they will be achieved 
and maintained during research, need to be mentioned. Also, the ethics committees that will approve the study, 
should be named. For example, the researcher should clearly state that before the commencement of the study, 
approval will be granted by the involved organization and the study participants and details on assuring ethics of 
the research will be provided:  
“The researcher has to get an ethical approval by the Scientific Committee of the involved hospitals. The 
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researcher needs to follow the Code of Nursing Ethics (articles 17, 18, 19) (Fowler, et al, 2010) and to ensure that 
participants will remain anonymous, their participation is voluntary and confidentiality of personal data will be 
kept. The researcher will inform participants about their right to withdraw from the study any time they might 
wish.” 
Ethics Committee’s or Institutional Review Board’s approval has to be sought before the study begins. The role of 
ethics committees and institutional review boards is to determine that the study is being adhered to all the ethical 
principles and that participants are protected from potential sources of harm (Burns & Grove, 2001). Furthermore, 
in qualitative research it is important to ensure that participants’ rights are protected. (Ryan et al., 2007). In 
addition to that, the researcher must anticipate any ethical issues that may arise during the research process 
(Creswell, 2009). Qualitative research involves collecting data from humans and for humans (Punch, 2005). 
Researchers need to protect research participants by building trust and protecting them from misconduct and any 
inappropriate actions (Creswell, 2009). First of all, the researcher has the obligation to respect the rights, needs, 
values and desires of the participants. Qualitative research attracts sensitive and in-depth answers to questions that 
make sense from statements and opinions (Sanjari et al., 2014) 
10. Step 9. Limitations and Strengths of the Proposed Study  
Researchers need to foresee potential limitations of the proposed study. For example accessibility problems, 
potential difficulties in recruitment as well as sensitive sample issues should be reported in the research protocol. 
Researchers need also to mention that despite the potential limitations, the findings of the study may offer an 
in-depth understanding of the phenomenon under investigation, and serve as valuable data to guide further studies. 
Furthermore at this step of the qualitative research protocol, the expected benefits of the proposed research should 
be mentioned. Potential implication to practice should be also presented as these demonstrate the value of the 
proposed study. The reasons why the research is important to the scientific community need to be clarified, as well 
as the ways in which it can help providing knowledge. Example research protocol included relevant information:  
“Accessibility in the proposed study setting might be a possible limitation of the study, as the health care services 
for individuals with mental problems are usually difficult to contact. In addition recruitment of potential 
participants might be a limitation as health professionals who work in such health care services are reluctant to 
participate in relevant research studies due to heavy work load and lack of time availability.  
The strengths of the proposed study lay on the fact that studies on nurses’ views regarding the care of mentally ill 
patients with skin injury are really few, especially in our country. Therefore this study generates new knowledge for 
the scientific community by exploring and understanding the views of nurses caring for this particular population. 
In addition, its contribution could be particularly important in improving the care provided to patients with skin 
damages, both in mental health services and in other health care services. At the same time, the results can be used 
to develop action plans and continuing education programs, either by nurses or by the hospital administration. 
Finally, the results of the research can provide the impetus for new studies on the subject under study, aiming at a 
more in-depth understanding”. 
This step requires time, commitment and reflection. Finally, at this point the researcher may point out the gaps in 
the literature and justify once again the need to conduct the proposed study (Vivar et al., 2007). 
11. Step 10. Trustworthiness of the Proposed Study 
As Ryan et al., (2007) state, the challenge in qualitative approaches is to produce reliable and credible evidence 
that demonstrate rigor. Rigor is the means of demonstrating the reliability, credibility and integrity of the 
qualitative research process. When the reader is able to audit the actions, influences and the events described by the 
researcher, then the rigor, or trustworthiness, of the study can be confirmed (Beauchamp & Childress, 2001). The 
seminal work of Guba and Lincoln (1989) proposed the idea that qualitative research is based on trustworthiness 
rather than reliability and validity. The most common categories of quality criteria applied to assess the key 
elements of trustworthiness are credibility, dependability, transferability and confirmability According to Houser 
(2018), strategies to establish trustworthiness in qualitative research involve the prolonged engagement, persistent 
observation, researcher triangulation, audit trails, reflexivity, member check and thick descriptions. Qualitative 
researchers should refer to some of those issues in their research protocols. These issues are clearly demonstrated 
to our example research protocol:  
“The researcher can enhance the credibility and establish the trustworthiness of the study, by having prolonged 
engagement, that is, investing sufficient time in the data collection activities in order to learn the culture of the 
group under investigation, For this reason the interviewer will be involved in the area of investigation long before 
the commencement of data collection; by visiting the mental health hospital, being introduced to nurses and 
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talking to them”. 
12. Conclusion 
This paper has provided a guide of the 10 key - steps necessary for the researchers who want to develop a protocol 
foa a qualitative research study. The reasoning of each step, examples of a given research protocol, and relevant 
literature that support each step were presented. This guide demonstrates that the development of a protocol for a 
qualitative research study is a systematic process that requires time, focus, knowledge, careful planning, as well as 
a comprehensive and a thorough approach to study design. It may also act as a ‘manual’ for the novice researchers 
to ensure adherence to the study methods, by monitoring the study’s process and evaluating its outcomes. A sound 
research protocol yields a reliable research design and help the review bodies to fully understand the proposed 
study. 
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