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Abstract

:

(1) Background: Living with long-term conditions affects both patients and family caregivers. To obtain a more complete overview of this phenomenon, a measurement instrument is needed that includes both perspectives. The aim is to adapt a scale to family caregivers of individuals with long-term conditions. (2) Methods: A methodological proposal is presented that illustrates the adaptation of the EC-PC scale to the family caregiver. Three phases are proposed: adaptation of the items, panel of experts, and pre-test. (3) Results: In the adaptation phase, the items from the original EC-PC were modified to adapt them to the family caregiver, and new items were added associated with the differences in living with LTC from the perspective of family caregivers. In the panel of experts phase, a universal agreement was reached related to the clarity, relevance, and essentiality of the items included. In the pre-test phase, the content of the scale was verified quantitatively and qualitatively. (4) Conclusions: The content of the items of version 5 of the EC-PC-Family showed a high index of inter-judge agreement. When a phenomenon affects both patients and their environment, such as living with LTC, it is necessary to include both perspectives in the measurement tools.
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1. Introduction


Living with long-term conditions (LTCs) can be defined as a multi-dimensional phenomenon that encompasses different dimensions such as acceptance, coping, self-management, integration, and adaptation to the disease [1]. These five dimensions are dynamic and vary depending on the many characteristics of a person [1,2]. However, living with an LTC not only affects the person with the disease but also affects the immediate family environment [3,4,5,6]. Therefore, living with LTCs is not only important for the person affected, but the family caregiver as well. The meaning of living with an LTC, and the dimensions that compose it, are mostly similar between the people with LTC and the family caregivers [7]. However, two of its dimensions, self-management and integration, have different meanings and applications [7]. The self-management of the family caregivers not only refers to the management of the LTCs but also to their own health as family caregivers. On its part, integration acquires a broader meaning, to include the management of LTCs within the family [7]. In this sense, despite the family caregiver living with the LTCs in a similar manner as the patient, it is necessary to include these differences in the measurement instruments utilized to comprehensively determine the degree of people living with the LTCs. Thus, this could optimize the management of the LTCs [6], as suggested by the WHO [8], when indicating the fundamental need to invest in better management of the LTCs at the global scale.



Background


Caring for people living with LTCs has a negative impact on the quality of life of caregivers, affecting their psychological, emotional, social, physical, and financial well-being [9,10]. Evaluating how the family caregivers live with LTC can provide social health professionals with important information when planning interventions that favor better living [7]. Therefore, it would be useful to have a tool available that allows for objectifying the degree to which people live with LTCs, for both the individuals affected by LTCs and the family caregiver. Presently, many scales exist that allow for measuring different concepts in family caregivers. For example, some scales are available to evaluate the level of overload due to the care, the quality of life, or the repercussions of the care on health or well-being (i.e., Caregiver Quality of Life Cystic Fibrosis (CQOLCF) Scale, Family Caregiver Quality of Life (FAMQOL) Scale) [11], and other scales even exist related to some of the domains that shape the concept of living, such as the case of coping or self-care (i.e., COPE-48 or Cancer Worry Scale (CWS)) [11]. However, although an instrument exists that measures the degree of living with LTC, according to the people with LTCs the “Living with Chronic Illness Scale” (EC-PC) [1,11], no instrument was found that measures the degree of living with LTCs of family caregivers that includes all the dimensions that shape said process [12]. This gap in the literature, in relation to measurement instruments that evaluate how the family caregiver experiences living with LTCs, is the common thread in this work. Based on an instrument created for people living with LTCs (EC-PC) [11], an adaptation of this scale was planned to extend the reach of the instrument to family caregivers. Numerous recommendations exist on the process of adaptation of a scale to a context different from which it was created [13], but the available guides only refer to the methodological process for their transcultural adaptation, and especially to the guidelines established that allow the use of the scale in a language that is different from the one used for its creation. However, no specific system with the necessary methodological steps to be taken for the adaptation of the EC-PC to the family caregiver was found. Thus, the good practices described by Heggestad et al. [14] for the modification of instruments were followed in the present article. Lastly, despite this methodological gap, different scales that were originally aimed toward patients have been posteriorly adapted to family caregivers (i.e., Best Findings Scale (BF), Instrumento de Evaluación de la experiencia del Paciente Crónico (IEXPAC), Psychosocial Adjustment to Illness Scale (PAIS), Patient-Professional Interaction Questionnaire (PPIQ)), [15,16,17,18] although the detailed and methodological process of adaptation followed by the authors was not described. Therefore, the aim of this study is to present a detailed description of the methodological process of adapting the EC-PC to the family caregiver (EC-PC-Family), providing transparency to the process followed to construct a robust instrument, to contribute towards filling the gap found in the scientific literature.





2. Materials and Methods


A methodological article is presented that illustrates the process of adapting the EC-PC scale to the family caregiver (EC-PC-Family). For the present work, the good practices described by Heggestad et al. [14] were followed for the modification of the validated instrument, which points to the need to describe and justify all the modifications included with respect to the original instrument. The study was conducted in three phases: first place, the adaptation of the EC-PC to the family caregiver to create the EC-PC-Family. In the second place, the consensus of experts was sought through a Delphi method to obtain the content validity of the items [19,20]. Lastly, a pre-test of the instrument created was conducted. The detailed process followed is shown in Figure 1.



The methodological aspects of each phase are described below:



Phase 1: Adaptation of the EC-PC to the family caregiver. To adapt the EC-PC to the family caregivers, the items that had to be modified, as they referred to the person with LTC in first person, were selected. Next, after conducting a bibliographical review to understand the meaning of living with LTC from the perspective of family caregivers [7], new items were added considering the meaning of living with LTC according to family caregivers. This adaptation work was performed by a single researcher and was presented to the group for consensus (Phase 2).



Phase 2: Panel of experts. The preliminary version of the scale was distributed to a group of experts to consult and attain consensus about the adaptation of the items [21] (Stone, 1993) through the use of the Delphi method. This method of group decision allows us to discover the opinion of a group of experts about a subject in a structured manner through a questionnaire, in which the elimination or inclusion of items was conducted through agreement [19,20,21,22,23,24,25]. This group of experts analyzed the dimensionality of the first version of the questionnaire (EC-PC-Family V1) and the adaptation of its items, individually assessing the convergence of the subject [26]. Given the heterogeneity of the existing literature with respect to the application of the Delphi method in health studies, the present work followed the specific recommendations by Diamond et al. [27], which established the three key methodological criteria that Delphi studies must contain: objective, participants, and process. These are detailed below:




	
Objective of the Delphi study: It is indispensable to clearly and specifically establish the objective of the Delphi study. In the present study, the objective was to find the essential, clear, and relevant elements that constitute the process of living with LTC from the perspective of the family caregivers. These elements were identified through an integrative review that was previously conducted [7].



	
Delphi study participants: The adequate selection of the participants in a Delphi study is a determining factor, although there is no consensus on the recommended number in the selection of experts to be included [19,23,24]. Romero-Collado [24] includes results similar to Carretero-Dios and Pérez in [24], who argued for a minimum of 3 experts; on their part, Yánez and Cuadra (2008) in [24] recommend between 10 and 18, and on the contrary, Humphrey-Murto [20] recommend a minimum of 6 and more than 12 in the case that the experts come from the same discipline, and lastly, Toronto in [24] considers that 12 to 20 experts is sufficient. Therefore, given the lack of consensus in the literature consulted, the guidelines used in the development of the original EC-PC scale [1] were followed. These were the selection of a group of experts that met the following inclusion criteria: post-graduate/doctorate degree; professional experience of more than 10 years in the area of health or social care, teaching, and/or research; and the ability to provide comprehensive opinions and suggestions, and motivation for participating in the study. In the present study, 12 healthcare professionals were included (M = 25%; F = 75%), including experts in the care of chronic diseases (50%), psychometry (25%), and family caregivers (25%). Two had professional experience and postgraduate education in social intervention psychology. Considering the area of work, 66.6% were associated with areas of teaching and research, and 33% with the area of healthcare, with 91.6% having a PhD in their specialty, and 8.3% a master’s degree. More specifically, the following were included: two psychologists who were experts in chronic diseases, a social care psychologist who was an expert in psychometry, a family doctor who was an expert in chronic diseases, four nurses who were experts in chronic diseases, a nurse who specialized in psychometry, two nurses who specialized in family caregivers, and a social care psychologist who was an expert in family caregivers.



	
Delphi study process: The Google Forms (eDelphi) tool was used for this. The questionnaire was structured into various sections. The first section contained a brief description of the study, the name of the project and its aim, the contact information of the principal researcher, in case any doubts arose during the process and the consent for their free participation. The second part included sociodemographic data of the individuals polled (age, profession, education, years of experience, area). The third part included the initial list of the items in the scale [19], with the possibility of scaled responses, considering the degree of adaptation for the inclusion of the item, which oscillated from 1 to 5, with 1 being “Not adequate”, and 5 “Very adequate”. The last section was reserved for the experts to provide suggestions, observations, or any related matter. The qualitative data provided by the experts were grouped according to themes in order to include the necessary modifications in the EC-PC-Family scale throughout the different versions created, including the perceptions, suggestions, or modifications proposed [12]. After four rounds with the experts, once an agreement was reached, the questionnaire was sent to a group of family caregiver representatives (n = 6), selected ad hoc to promote the active participation of the population of interest: public and patient involvement (PPI) [28]. This family caregiver group of PPI was composed of 2 men (33.3%) and 4 women (66.6%), with a mean age of 61 years old (±17.5), of which 4/6 (66.6%) had played the role of family caregiver for less than 3 years, while 33.3% had played the role for more than 3 years. In the first round, to clarify the suitability of the content, the measurements oriented towards the identification of the degree of agreement between the experts were used as criteria. More specifically, two criteria were utilized: in the first place, the percentage of one or some of the response categories. This criterion was used in the case of scalable questions, in which two contiguous categories can be considered [19]; an item was accepted if it obtained a score such as in agreement (4) or very much in agreement (5) from 70% of the experts [20]. In the second place, the content validity coefficient (CVC) > 80 was utilized, specifically designed to assess the degree of agreement with respect to each of the different items and the instrument in general [29], associating the error assigned to each item to minimize the possible bias introduced by any of the judges [30]. Next, to evaluate the evidence of the expert’s judgment in relation to the final content of the scale, the content validity was measured. Validity is defined as the extent to which any instrument measures what is intended [21]. For this, two empirical measurements were utilized: the Content Validity Index (Item-CVI and Scale-CVI), and Content Validity Reason (CVR) [20,29,30,31]. The Item-CVI (I-CVI) is computed as the number of experts providing a rating of “very relevant” for each item divided by the total number of experts. Values range from 0 to 1: when I-CVI > 0.79 the item is relevant, between 0.70 and 0.79 the item needs revisions, and if the value is below 0.70 the item is eliminated [31]. Likewise, the Scale-CVI (S-CVI) was obtained using the universal agreement method (UA), dividing the number of items that have obtained a “very relevant” rating by experts (S-CVI/UA). Values ranging from S-CVI/UA ≥ 0.8 have an excellent content validity [32]. The CVR was calculated for each item of the instrument, considering those with a CVR > 0.59 as essential items. This value, according to Lawshe [33], is determined as a function of the number of experts who participated. Although the CVI is commonly used to estimate content validity, Wynd, Schmidt, and Schaefer [34] suggest that a Kappa statistic must also be associated, aside from the CVI, to avoid agreement by chance. Kappa is calculated with the following formula: K = (I-CVI − Pc)/(1 − Pc), where Pc = [N!/A! (N − A)!] × 0.5 N. In this formula, Pc = the probability of fortuitous agreement; N = number of experts; and A = number of experts who agree that the subject is relevant. The results of the process are also shown as scores, frequencies, and/or percentages in each response category, as well as dispersion measurements and means.








Phase 3: Pre-test of the instrument. A qualitative and quantitative pilot study was conducted [35]. In the first place, a qualitative pre-test was conducted to detect comprehension, grammatical, or semantic errors, to ensure the correct understanding of the instrument [36,37,38]. An interview protocol was designed that was replicated with all the participants. Table 1 below shows a sample of the questions utilized (see Table 1). The selection criteria for individuals to undergo cognitive interviews included being of legal age, being a family caregiver for someone with chronic conditions, and having proficiency in the Spanish language. In a random manner, the study was introduced to various family members in different outpatient areas of a medium-sized hospital in Valencia. Participants who expressed an interest in participating and met the criteria were included until the sample was saturated. For the qualitative analysis, the collection of data was conducted with the retrospective verbal probing technique [36,37,38], through pre-established questions that invited reflection on subjective aspects of the scale. The responses were recorded and transcribed afterward. The nurse explained the procedure to family caregivers in the waiting room, and those who agreed to participate signed an informed consent form; afterward, they were called for the interviews in agreed-upon private places. The results obtained were grouped according to categories and sub-categories. All the interviews were conducted, transcribed, and analyzed by the same person to ensure the homogeneity of the process. The Excel program was utilized for the categorization and analysis of the results.



Next, a quantitative pre-test was performed to explore the basic psychometric properties of the EC-PC-Family scale and to obtain preliminary information associated with it [39]. In the quantitative analysis, different basic psychometric aspects were measured, such as viability, internal consistency of the instrument, or the mean response time. The quantitative results were analyzed with the SPSS v.25 software program.



2.1. Data Sources


In phase 1, an ad hoc sample was constructed by selecting professionals who were experts in LTCs, as well as family caregivers of LTC patients. The family members from the pre-test phase were selected ad hoc at a medium-sized private hospital in Spain.




2.2. Ethical Considerations


The present study was approved by the Ethics Committee from the University of Valencia (Ref. 1648640757145). To ensure the privacy of the participant’s data, they were provided with information orally and in writing, the latter as an informational letter and an informed consent form. These forms provided an explanation of the nature of the study, their free participation, and the confidentiality of the data obtained, according to LOPD/2018, which were codified posteriorly. At the same time, the participants were informed that they could leave the study if they desired, without any problem.





3. Results


The creation and development of the EC-PC-Family scale went through different stages to guarantee its correct, well-defined writing, and the inclusion of valuable information about family caregivers. For example, it includes the need to not only provide care for the person with LTCs, but also themselves, or the need for the availability of social support. Next, the most important results from each phase of the process conducted are described:




	1.

	
Phase 1. Adaptation of the EC-PC scale to the family caregiver.









After the analysis of the original EC-PC, 22 of the 26 items (1, 2, 3, 4, 5, 6, 7, 10, 12, 13, 14, 15, 16, 17, 18, 19, 20, 21, 22, 24, 25, and 26) were slightly modified, changing their description and substituting phrases such as “my disease” to “the family member’s disease”, or “my state” to “the family state” [15]. Next, twelve new items were integrated to include the differences found according to the perspective of the family caregivers [7]. Version 1 (V1) of the EC-PC-Family scale was composed of 38 items. Table 2 shows an example of the changes made.




	2.

	
Phase 2: Consensus through panel of experts.









In versions V1–V3, the experts assessed the adaptation of the items, their relevance in the dimension assigned, and their understandability. After various rounds between experts and family caregivers to refine them, by including the modifications of the items that shaped the scale, a universal consensus was reached in V5 of the EC-PC-Family. Ultimately, the scale was composed of 34 items, grouped into five domains, as shown in Table 3. The most important statistical results found on the relevance, clarity, and suitability of the items that shape V5 of the EC-PC-Family scale are shown below:




	
S-CVI results (relevance of the general questionnaire): The S-CVI was calculated by adding all the I-CVI divided by 34, obtaining a value of S-CVI = 0.95, while the S-CVI/UA was calculated by adding all the items equal to 1.00 (19 items), divided by 34, with the result obtained being S-CVI/UA = 0.56. These results indicate that according to the Universal Agreement method, the instrument has a moderate content validity (0.56), while the mean approach shows a high validity (0.95).



	
Kappa: The Kappa values higher than 0.74 are considered excellent. All the items in V5 of the EC-PC-Family showed Kappa results >0.82 (see Table 3).



	
Clarity results (individual items and general questionnaire): The mean clarity results for the individual items varied between 2.54 and 3.00. More specifically, fourteen items obtained a mean clarity score of 3.00, ten obtained a score of 2.83, eight obtained a score of 2.73, and one a score of 2.54 (see Table 3). The general clarity score of V5 of the EC-PC-Family was 2.8.



	
CVR results: In this case, none of the items included in V5 of the EC-PC-Family were eliminated, with a mean CVR of 0.88 maintained. Thirteen of the items obtained a CVR of 1.00, eighteen obtained a score of 0.88, and two obtained a score of 0.64.








	3.

	
Phase 3: Pre-test of the instrument.







A qualitative pilot study through cognitive interviews was conducted with 16 family caregivers, of which 38% (6/16) were men with an average age of 60.9 years (SD ± 2.32), and the remaining 64% (10/16) were women with an average of 55.7 years (SD ± 3.6). After the verbatim transcription of the interviews, the most relevant concepts were extracted, so that 10 main themes were categorized inductively. The answers were initially grouped into 47 sub-themes, and posteriorly, after a second round of refinement, they were re-grouped into 37 sub-themes. The pilot study ended when new themes and sub-themes were no longer identified, indicating data saturation [38,40]. After the analysis of the answers, it was verified that the concepts were adequately understood, such as “living with a long term conditions”, or “become angry due to the disease of a family member”. Likewise, expressions such as “do everything possible”, or “change for good” were evaluated. This phase of the study provided results on the meaning of the concepts and expressions included in the instrument for the family caregivers, verifying their adequate meaning and understanding of the family caregivers, and therefore, the pertinent use of the EC-PC-Family. Table 4 shows an example of the work performed with each of the concepts analyzed.



In addition, the quantitative pilot study was conducted with 25 family caregivers. Of these, 64% were women (16/25), and 9% were men (9/16), with a mean age of 57.63 (±15.96); 36% (9/25) were retired. With respect to the number of hours dedicated to caregiving, 32% (8/25) did so every day for at least 8 h, and 24% (6/25) dedicated 24 h a day to the care of the family member. The preliminary results about acceptability were adequate, without the presence of ceiling and floor effects in its domains. The sample as a whole showed adequate viability, as there was no missing data. The internal consistency of the scale, as a whole, was 0.87, showing an adequate level of internal consistency, higher than that established in all the domains. The mean response time of the EC-PC-Family was 7 min, and the scale, as a whole, was assessed as clear, relevant, and useful for family caregivers.



The process of adaptation of the original scale to another context was described in detail to provide further evidence of the gap found. This study illustrates the methodological steps taken from the start, starting with an already-created and validated instrument, such as the EC-PC, to adapt it to family caregivers (EC-PC-Family).This step was essential before the final validation of the scale of the study, to ensure the adequate pertinence of the items included. Each phase of the process strengthened the content and adapted and clarified the items included. Therefore, given the lack of methodological references that could have been used to guide the present process of adapting a scale that was originally directed to patients, to family caregivers, the methodological proposal used to achieve it is shown below (see Figure 2).




4. Discussion


The present study shows a detailed process for adapting the EC-PC scale to the family caregiver, following the good practices described by Heggestad et al. [14] for the modification of validated instruments. These well-designed scales are the basis of a great part of the understanding of a variety of phenomena, but guaranteeing that what is measured is precisely quantified, is a complex matter [41].



In our specific case, including the family caregiver’s meaning of the concept of living, which was different from the patient’s, in the dimensions of self-management and integration, was a challenge, due to the wide variety of opinions found during the consultation rounds with the experts. Nevertheless, with respect to the EC-PC-Family, an agreement was obtained in the last round, to obtain V5 of the scale (Supplementary Material available).



Transparency in the adaptation or modification of scales is a frequent source of worry in the scientific community [14,42,43], as using non-validated instruments can lead to erroneous results and conclusions [44]. In the literature, it is common to find studies in which the authors did not select adequate instruments, or utilized inappropriate instruments, considering that any modification of the original scale must be backed by a psychometric analysis of the new instrument [13,39,44,45]. In this sense, the inclusion of new items into a scale has a similar effect as the development of a new scale [14]. Therefore, during the process of adapting the EC-PC-Family scale, the changes made were detailed, as the process was similar to the construction of a new scale. The methodological gap found in the literature for the adaptation of a patient scale to a family caregiver resulted in the development of a methodological proposal that contributed towards facilitating future research studies with an approach centered on people and their close environment. Living with an LTC does not only affect the patient but the family caregivers as well, having an impact on their health and social life [3,4,5,6,12]. Therefore, in situations that are similar to living with LTCs, which affect patients and their environment, both perspectives must be included when the same phenomenon is studied. Only then will we be able to obtain results centered on the person and his or her environment, allowing us to propose and assess future interventions.



Some difficulties were found in the methodology proposed. First, contact the experts. Participating in a study with various consultation rounds is not always simple, as shown by the rejection or absence of responses from four participants who were selected at the beginning of the study. Also, with respect to the experts who agreed to participate, some difficulties were found in their response time. These results were similar to those found by other authors when applying the Delphi method [19,23,27]. In this case, the lateness in the response made it necessary to send various individualized reminders to the experts to promote their participation in each of the rounds, without a sample lost in this process. On the other hand, in the case of the family caregivers selected to participate in the process, all of them showed their commitment from the start, without requiring any reminders for their answers. In this sense, it must be underlined that the inclusion of a small sample of family caregivers in the process of adapting the scale was very enriching, as this allowed for coming close to the patient’s degree of understanding of the items [28]. Likewise, the EC-PC-Family instrument benefited from the multiple consultations and revisions of the content made by both the experts and the family caregivers, which led to the inclusion of the changes related to the concepts, writing, answer options, and the general structure of the questionnaire.



In the last stage, the scale was analyzed with a quantitative and a qualitative approach. In the qualitative part, an in-depth analysis was made of the understanding of the items that shape the scale and the subjective concepts assessed by the EC-PC-Family scale. Thus, some aspects that must be qualified in later versions were found. On the other hand, it was observed that the scale had adequate reliability as a whole and according to each of the domains separately, despite the existing limitation based on the small sample utilized.



Finally, the use of the EC-PC-Family in clinical practice will allow objectifying the degree of living with LTCs in the family caregiver. This will allow us to obtain information according to the perspectives of both parties affected by living with LTCs: the patient and the family caregiver. This information will provide social health professionals with the information necessary to become more knowledgeable on a complex, cyclical, and dynamic reality, such as living with an LTC [1,2,46]. Obtaining a comprehensive view of the phenomenon of living with LTCs could help social health professionals prevent and treat possible negative aspects derived from living with the disease, such as lack of acceptance, management, and even denial, from both patients and families. This will allow them to perform personalized evaluations of the needs and interventions centered on the person, and to provide better referrals to support systems that could be used to improve the well-being and health of the caregivers, as well as their quality of life, thereby increasing the sustainability and safety of their function.



When conducting the present study, some limitations were found. In the first place, a lack of a specific methodology for adapting the scale to a different population other than that intended with the original scale. This limitation was overcome, as shown by the detailed description of all the phases conducted for the modification of the original instrument (EC-PC), following the good practices described in the literature to perform each one of them. On the other hand, despite including a small sample of experts and family caregivers, the quantitative and qualitative studies conducted on the EC-PC-Family scale provided strength to the study. These allowed for obtaining a final version (EC-PC-Family.V5) of the clear instrument, composed of relevant and essential items for experts and users.



Including experts and family members during the in-depth analysis of the adaptation, comprehension, and meaning of the items can favor the pertinence, relevance, usefulness, and clarity of the content of the instrument. The content of various items in version 5 of the EC-PC-Family scale showed a high degree of inter-judge agreement, with a high mean content validity with respect to the clarity, relevance, and essentiality of the items that compose it. This indicates a high degree of agreement between experts and family caregivers of the items included in the scale.



Finally, the preliminary psychometric results are encouraging but future studies will have to continue delving into the psychometric properties of the EC-PC-Family through validation studies with a larger sample, with the final aim being the implementation of the EC-PC-Family scale in the practice of healthcare.




5. Conclusions


When a phenomenon affects both patients and their environment, such as living with LTCs, it may be necessary to include both perspectives in the tools utilized to analyze it. Only then will we be able to obtain results centered on the person and his or her environment, allowing us to propose and assess future interventions. This article elucidates the necessary methodology to adapt a scale originally designed for patient assessment to family caregivers.



The content of the items of version 5 of the EC-PC-Family showed a high index of interrater agreement. The results from this study favor the understanding of the adaptation of patient scales to family caregivers. Future studies must continue the subsequent methodological process of the EC-PC-Family V5 to contribute towards the development of knowledge in the area of measurement scales for family caregivers.








Supplementary Materials


The following are available online at https://www.mdpi.com/article/10.3390/nursrep14010041/s1, Table S1. EC-PC-Family Scale (It is a draft measure not for use clinically).





Author Contributions


Conceptualization and methodology P.M.-M., L.A., S.C. and M.C.P.; validation, S.C., M.C.P. and L.A.; investigation, P.M.-M.; resources, P.M.-M.; writing: original draft preparation, P.M.-M.; writing: review and editing and supervision L.A., S.C. and M.C.P.; project administration, M.C.P. All authors have read and agreed to the published version of the manuscript.




Funding


This research received no external funding.




Institutional Review Board Statement


The study was conducted in accordance with the Declaration of Helsinki and approved by the Ethics Committee of Universitat of València (1648640757145).




Informed Consent Statement


Written informed consent has been obtained from the patient(s) to publish this paper.




Data Availability Statement


The data presented in this study are available on request from the corresponding author.




Public Involvement Statement


Family caregivers participated as experts in various phases, allowing us to elucidate the pertinence, relevance, usefulness, and clarity of the content of the instrument.




Guidelines and Standards Statement


This manuscript was drafted following the good practices described by Heggestad et al. [14] for the modification of validated instruments.




Conflicts of Interest


The authors declare no conflicts of interest.




References


	



Ambrosio, L.; Portillo, M.C.; Rodríguez-Blázquez, C.; Rodriguez-Violante, M.; Castrillo, J.C.M.; Arillo, V.C.; Martínez-Martín, P. Living with chronic illness scale: International validation of a new self-report measure in Parkinson’s disease. NPJ Park. Dis. 2016, 2, 16022. [Google Scholar] [CrossRef]

	



Portillo, M.C.; Senosiain, J.M.; Arantzamendi, M.; Zaragoza, A.; Navarta, M.V.; Díaz de Cerio, S.; Moreno, V. ReNACE project. patients and relatives living with parkinson’s disease: Preliminary results of phase 1. Enfermería Neurológica 2012, 36, 31–38. [Google Scholar] [CrossRef]

	



Årestedt, L.; Persson, C.; Rämgård, M.; Benzein, E. Experiences of encounters with healthcare professionals through the lenses of families living with chronic illness. J. Clin. Nurs. 2018, 27, 4. [Google Scholar] [CrossRef]

	



European Commission. Report on Informal Care in the European Union; European Commission: Brussels, Belgium, 2018. [Google Scholar]

	



NICE. Dementia: Assessment, management and support for people living with dementia and their carers (NICE guidline, NG97). Seishin Igaku. Clin. Psychiatry 2020, 62, 682–688. [Google Scholar] [CrossRef]

	



NICE. Supporting Adult Carers (NG150). Available online: https://www.nice.org.uk/guidance/ng150 (accessed on 25 July 2022).

	



Marín-Maicas, P.; Corchón, S.; Ambrosio, L.; Portillo, M.C. Living with long term conditions from the perspective of family caregivers. A scoping review and narrative synthesis. Int. J. Environ. Res. Public Health 2021, 18, 7294. [Google Scholar] [CrossRef]

	



World Health Organization. Global Status Report on Noncommunicable Diseases; World Health Organization: Geneva, Switzerland, 2021.

	



Canca-Sánchez, J.C.; García-Mayor, S.; Morales-Asencio, J.M.; Gómez-Gónzalez, A.J.; Kaknani-Uttumchandani, S.; Cuevas Fernández-Gallego, M.; Lupiáñez-Pérez, I.; Caro-Bautista, J.; León-Campos, Á. Predictors of health service use by family caregivers of persons with multimorbidity. J. Clin. Nurs. 2021, 30, 3045–3051. [Google Scholar] [CrossRef] [PubMed]

	



Toptas, S.; Oz, F. Family Caregivers’ Involvement in Caring with Cancer and their Quality of Life. Asian Pac. J. Cancer Prec. 2019, 20, 1735–1741. [Google Scholar] [CrossRef]

	



Ambrosio, L.; Perez-Manchon, D.; Carvajal-Carrascal, G.; Fuentes-Ramirez, A.; Caparros, N.; de Ocenda, R.; Ignacio, M.; Rodriguez-Blazquez, C. Psychometric validation of the living with chronic illness scale in patients with chronic heart failure. Int. J. Environ. Res. Public Health 2021, 18, 572. [Google Scholar] [CrossRef] [PubMed]

	



Ambrosio, L.; Navarta-Sánchez, M.V.; Carvajal, A.; Garcia-Vivar, C. Living with Chronic Illness from the Family Perspective: An Integrative Review. Clin. Nurs. Res. 2021, 30, 579–590. [Google Scholar] [CrossRef] [PubMed]

	



International Test Commission. The ITC Guidelines for Translating and Adapting Tests, 2nd ed.; International Test Commission: Chessington, UK, 2017. [Google Scholar]

	



Heggestad, E.; Scheaf, D.; Banks, G.; Hausfeld, M.M.; Tonidandel, S.; Williams, E.B. Scale adaptation in organizational science research: A review and best-practice recommendations. J. Manag. 2019, 45, 2596–2627. [Google Scholar] [CrossRef]

	



Li, Q.; Lin, Y.; Xu, Y.; Zhou, H.; Yang, L.; Xu, Y. Construct validity of the 17-item Benefit Finding Scale in Chinese cancer patients and their family caregivers. Healthcare 2021, 9, 512. [Google Scholar] [CrossRef]

	



Orozco-Beltrán, D.; De Toro, J.; Galindo, M.J.; Marín-Jiménez, I.; Casellas, F.; Fuster-RuizdeApodaca, M.J.; García-Vivar, M.L.; Hormigo-Pozo, A.; Guilabert, M.; Sánchez-Vega, N.; et al. Healthcare experience and their relationship with demographic, disease and healthcare-related variables: A cross-sectional survey of patients with chronic diseases using the IEXPAC scale. Patient-Patient-Centered Outcomes Res. 2019, 12, 307–317. [Google Scholar] [CrossRef]

	



Derogatis, L.R. The psychosocial adjustment to illness scale (PAIS). J. Psychosom. Res. 1986, 30, 77–91. [Google Scholar] [CrossRef] [PubMed]

	



Casu, G.; Gremigni, P.; Sommaruga, M. The Patient-Professional Interaction Questionnaire (PPIQ) to assess patient centered care from the patient’s perspective. Patient Educ. Couns. 2019, 102, 126–133. [Google Scholar] [CrossRef]

	



Piñeiro, E.M. Vista de La Técnica Delphi como estrategia de consulta a los implicados en la evaluación de programas. Rev. Investig. Educ. 2003, 21, 449–463. [Google Scholar]

	



Humphrey-Murto, S.; Wood, T.J.; Gonsalves, C.; Mascioli, K.; Varpio, L. The Delphi Method. Acad. Med. 2020, 95, 168. [Google Scholar] [CrossRef]

	



Stone, D.H. Design a questionnaire. BMJ 1993, 307, 1264–1266. [Google Scholar] [CrossRef] [PubMed]

	



Devellis, R. Scale Development Theory and Applications; Sage Publications: Thousand Oaks, CA, USA, 2012. [Google Scholar]

	



Nasa, P.; Jain, R.; Juneja, D. Delphi methodology in healthcare research: How to decide its appropriateness. World J. Methodol. 2021, 11, 116–129. [Google Scholar] [CrossRef] [PubMed]

	



Romero-Collado, A. Elementos esenciales para elaborar un estudio con el método (e)Delphi. Enfermería Intensiv. 2020, 32, 100–104. [Google Scholar] [CrossRef]

	



Falzarano, M.; Pinto Zipp, G. Seeking consensus through the use of the Delphi technique in health sciences research. J. Allied Health 2013, 42, 99–105. [Google Scholar]

	



Helmer, O. Analysis of the Future: The Delphi Method; Rand Corp.: Santa Monica, CA, USA, 1967. [Google Scholar]

	



Diamond, I.R.; Grant, R.C.; Feldman, B.M.; Pencharz, P.B.; Ling, S.C.; Moore, A.M.; Wales, P.W. Defining consensus: A systematic review recommends methodologic criteria for reporting of Delphi studies. J. Clin. Epidemiol. 2014, 67, 401–409. [Google Scholar] [CrossRef] [PubMed]

	



Barham, L. Public and Patient Involvement at the UK National Institute for Health and Clinical Excellence. Patient-Patient-Centered Outcomes Res. 2011, 4, 1–10. [Google Scholar] [CrossRef] [PubMed]

	



Pedrosa, I.; Suárez-Álvarez y García-Cueto, E. Evidencias sobre la Validez de Contenido: Avances Teóricos y Métodos para su Estimación [Content Validity Evidences: Theoretical Advances and Esti-mation Methods]. Acción Psicológica 2013, 10, 1578–1908. [Google Scholar] [CrossRef]

	



Zamanzadeh, V.; Ghahramanian, A.; Rassouli, M.; Abbaszadeh, A.; Alavi-Majd, H.; Nikanfar, A.R. Design and implementation content validity study: Development of an instrument for measuring patient-centered communication. J. Caring Sci. 2015, 4, 165. [Google Scholar] [CrossRef] [PubMed]

	



Rodrigues, I.B.; Adachi, J.D.; Beattie, K.A.; MacDermid, J.C. Development and validation of a new tool to measure the facilitators, barriers and preferences to exercise in people with osteoporosis. BMC Musculoskelet. Disord. 2017, 18, 1–9. [Google Scholar] [CrossRef]

	



Shi, J.; Mo, X.; Sun, Z. Content validity index in scale development. Zhong Nan Da Xue Xue Bao. Yi Xue Ban J. Cent. South Univ. Med. Sci. 2012, 37, 152–155, (era 33). [Google Scholar]

	



Lawshe, C.H. A quantitative approach to content validity. Pers. Psychol. 1975, 28, 563–575, (era 32). [Google Scholar] [CrossRef]

	



Wynd, C.A.; Schmidt, B.; Schaefer, M.A. Two Quantitative Approaches for Estimating Content Validity. West. J. Nurs. Res. 2003, 25, 508–518. [Google Scholar] [CrossRef]

	



Wilson, M. Constructing Measures: An Item Response Modeling Approach; Routledge: London, UK, 2004. [Google Scholar]

	



Willis, G.B. Analysis of the Cognitive Interview in Questionnaire Design; Oxford University Press: London, UK, 2015. [Google Scholar]

	



Caicedo Cavagnis, E.E.; Zalazar Jaime, M.F. Entrevistas cognitivas: Revisión, directrices de uso y aplicación en investigaciones psicológicas. Aval. Psicológica 2018, 17, 362–370. [Google Scholar]

	



Drennan, J. Cognitive interviewing: Verbal data in the design and pretesting of questionnaires. J. Adv. Nurs. 2003, 42, 57–63. [Google Scholar] [CrossRef]

	



Muñiz, J.; Fonseca-Pedrero, E. Diez pasos para la construcción de un test. Psicothema 2019, 31, 7. [Google Scholar] [PubMed]

	



Saunders, B.; Sim, J.; Kingstone, T.; Baker, S.; Waterfield, J.; Bartlam, B.; Burroughs, H.; Jinks, C. Saturation in qualitative research: Exploring its conceptualization and operationalization. Qual. Quant. 2018, 52, 1893–1907. [Google Scholar] [CrossRef]

	



Boateng, G.O.; Neilands, T.B.; Frongillo, E.A.; Melgar-Quiñonez, H.R.; Young, S.L. Best Practices for Developing and Validating Scales for Health, Social, and Behavioral Research: A Primer. Front. Public Health 2018, 6, 149. [Google Scholar] [CrossRef] [PubMed]

	



Rattray, J.; Jones, M.C. Essential elements of questionnaire design and development. J. Clin. Nurs. 2007, 16, 234–243. [Google Scholar] [CrossRef]

	



Sánchez-Villena, A.R.; de La Fuente-Figuerola, V. Estandarización, adaptación y validación de pruebas psicométricas: Diferencias necesarias. An. Pediatría 2020, 93, 353–354. [Google Scholar] [CrossRef] [PubMed]

	



García de Yébenes Prous, M.J.; Rodríguez Salvanés, F.; Carmona Ortells, L. Validación de cuestionarios. Reumatol. Clín. 2009, 5, 171–177. [Google Scholar] [CrossRef]

	



Hernández, A.; Elosua, P.; Fernández-Hermida, J.R.; Muñiz, J. Comisión de Test: Veinticinco años velando por la calidad de los test. Papeles Del Psicólogo 2022, 43, 55–62. [Google Scholar]

	



Ambrosio, L.; Navarta-Sánchez, M.V.; Meneses, A.; Rodríguez-Blázquez, C. Escala de convivencia con un proceso crónico: Estudio piloto en pacientes con enfermedades crónicas. Atención Primaria 2020, 52, 142–150. [Google Scholar] [CrossRef]








[image: Nursrep 14 00041 g001] 





Figure 1. Methodological process conducted for the adaptation, from V1 to the final version (V5) of the EC-PC-Family. Created by the authors. 
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Figure 2. Process of adaptation of the EC-PC scale to the family caregiver. Created by the authors. 
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Table 1. Example questions used in the cognitive interviews. Created by the authors.
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	Type of Question
	Question Utilized





	Paraphrase
	In our own words, how would you define living with LTC?



	Judgment/confidence
	What were you thinking about when answering what are the reasons for…?



	Specific
	In this specific question, what is the sense of the words living with LTC?










 





Table 2. Example of the modification of the items from patient to family caregivers. Created by the authors.
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	EC-PC
	EC-PC-Family





	In my day-to-day, I have integrated the ___(LTC) and everything associated with it. For example, treatment, symptoms, changes experienced, etc.).
	In my day-to-day, I have integrated the family member’s ___(LTC) and everything associated with it. For example, treatment, symptoms, changes experienced, etc.).



	I know the disease and I know what I have to do to control it at all times.
	I know the family member’s disease and I know what I have to do to control it at all times.










 





Table 3. V5. EC-PC-Family results consensus through panel of experts.
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	Item
	I-CVI 1 Relevance
	Interpretation
	I-CVI 1 Clarity
	Interpretation
	Kappa
	Interpretation
	CVR 2
	Interpretation





	Acceptance
	1
	1
	Relevant
	0.91
	Clear
	1.00
	Excellent
	1
	Agreement



	
	2
	0.91
	Relevant
	0.91
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	3
	1
	Relevant
	0.91
	Clear
	1.00
	Excellent
	0.82
	Agreement



	
	4
	0.82
	Relevant
	0.91
	Clear
	0.82
	Excellent
	0.64
	Agreement



	Coping
	1
	1
	Relevant
	0.82
	Clear
	1.00
	Excellent
	0.82
	Agreement



	
	2
	1
	Relevant
	1
	Clear
	1.00
	Excellent
	1.00
	Agreement



	
	3
	1
	Relevant
	0.91
	Clear
	1.00
	Excellent
	1.00
	Agreement



	
	4
	0.91
	Relevant
	0.82
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	5
	0.91
	Relevant
	0.91
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	6
	0.91
	Relevant
	1
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	7
	1
	Relevant
	1
	Clear
	1.00
	Excellent
	1.00
	Agreement



	Self-management
	1
	1
	Relevant
	1
	Clear
	1.00
	Excellent
	1.00
	Agreement



	
	2
	1
	Relevant
	0.91
	Clear
	1.00
	Excellent
	1.00
	Agreement



	
	3
	0.91
	Relevant
	0.82
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	4
	1
	Relevant
	0.91
	Clear
	1.00
	Excellent
	1.00
	Agreement



	
	5
	1
	Relevant
	0.73
	Clear
	1.00
	Excellent
	1.00
	Agreement



	
	6
	1
	Relevant
	1
	Clear
	1.00
	Excellent
	1.00
	Agreement



	
	7
	0.91
	Relevant
	1
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	8
	0.91
	Relevant
	1
	Clear
	0.91
	Excellent
	0.82
	Agreement



	Integration
	1
	1
	Relevant
	0.91
	Clear
	1.00
	Excellent
	1.00
	Agreement



	
	2
	0.91
	Relevant
	0.91
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	3
	1
	Relevant
	0.91
	Clear
	1.00
	Excellent
	0.82
	Agreement



	
	4
	0.91
	Relevant
	1
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	5
	0.91
	Relevant
	1
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	6
	0.91
	Relevant
	1
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	7
	1
	Relevant
	0.82
	Clear
	1.00
	Excellent
	0.82
	Agreement



	
	8
	0.91
	Relevant
	0.91
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	9
	0.82
	Relevant
	1
	Clear
	0.82
	Excellent
	0.64
	Agreement



	Adaptation
	1
	1
	Relevant
	1
	Clear
	1.00
	Excellent
	1.00
	Agreement



	
	2
	1
	Relevant
	0.82
	Clear
	1.00
	Excellent
	0.64
	Agreement



	
	3
	0.91
	Relevant
	0.91
	Clear
	0.91
	Excellent
	0.82
	Agreement



	
	4
	1
	Relevant
	0.91
	Clear
	1.00
	Excellent
	0.82
	Agreement



	
	5
	1
	Relevant
	1
	Clear
	1.00
	Excellent
	1
	Agreement



	
	6
	1
	Relevant
	1
	Clear
	1.00
	Excellent
	1
	Agreement







1 I-CVI: Item Content Validity Index. 2 CVR: Content Validity Reason.













 





Table 4. Example of the conceptual analysis performed after the cognitive interviews.
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	Key Concepts Analyzed, Themes
	Sub-Themes
	Quote
	Definitions after Thematic Analysis and Inductive Deduction





	Meaning of Living
	
	
Pay attention to and care for another person.



	
Help.



	
Normalize despite the changes produced.



	
Learn and manage the disease.



	
Know what to do.





	P2: “Continuously living with a person, and try to help by living with her”. P9. “Experience, along with the person, how the disease process is, learning and helping with whatever is needed”. P10. “Care for a person attentively” P11. “Try to manage it as best possible, and adapt to living day to day. Experience with the person the disease process, how it changes, and the worsening process”. P14 “Live in a healthy way with the dis