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Content validity of the quality of life instrument
for families of people with cancer

Validade de contelido do modulo de qualidade de vida para familiares de pessoas com cancer
Validez de contenido del instrumento de calidad de vida para familias de personas con cancer

RESUMO

Objetivo: validar o conteddo domédulo de qualidade de vidade familiares de pessoas com cancer. Método:Desenvolveu-se em etapas de elaboracao
do instrumento, avaliacao por peritos e compreensao semantica pelo pablico alvo. Os dados foram descritos em frequéncia simples e analisados por
meio do célculo do indice de Validade de Contetido, superior a 0,78 Resultados:Aconfeccio dos itens do instrumento através dolevantamento de bases
tedricas na literatura e a elaboracao da matriz de especificacoes originou 40 itens. Apos a analise por especialistas, obteve-se 21 itens para o pré-teste
e indice de Validade de Contetido global e razio de validade de contetido. No pré-teste, 5 itens foram reformulados e excluidos, obtendo-se 16 itens.
Conclusao:0 desenvolvimento e a validagao de contetido do resultou em um instrumento conceitualmente apropriado para avaliar familiares de pesso-
as com cancer, estando apto a prosseguir para a validacao empirica.

DESCRITORES: Estudo de Validacao;Psicometria; Qualidade de vida; Familia;Neoplasias.

ABSTRACT

Objective: to validate the content of the quality of life module for family members of people with cancer. Method: The instrument was developed in sta-
ges, evaluated by experts and semantically understood by the target audience. The data was described in simple frequency and analyzed by calculating
the Content Validity Index, which was greater than 0.78. Results: The creation of the instrument's items through the survey of theoretical bases in the
literature and the elaboration of the specifications matrix resulted in 40 items. After analysis by experts, 21 items were obtained for the pre-test and
the overall Content Validity Index and content validity ratio. In the pre-test, 5 items were reformulated and excluded, resulting in 16 items. Conclusion:
The development and content validation of the questionnaire resulted in an instrument that is conceptually appropriate for assessing family members
of people with cancer and is ready to proceed to empirical validation.

DESCRIPTORS: Validation Study; Psychometrics; Quality of Life; Family; Neoplasms.

RESUMEN

Objetivo: Validar el contenido del médulo de calidad de vida para familiares de personas con cancer. Método: El instrumento fue desarrollado por
etapas, evaluado por expertos y comprendido semanticamente por el pGblico objetivo. Los datos se describieron en frecuencia simple y se analizaron
mediante el calculo del Indice de Validez de Contenido, que fue superior a 0,78. Resultados: Los items del instrumento fueron creados a partir de la
investigacion de las bases teodricas en la literatura y de la elaboracion de la matriz de especificaciones, que resultd en 40 items. Tras ser analizados por
expertos, se obtuvieron 21 items para el pre-test y el indice de Validez de Contenido global y el coeficiente de validez de contenido. En el pre-test, 5
items fueron reformulados v excluidos, resultando 16 items. Conclusion: El desarrollo y la validacion de contenido del cuestionario resultaron en un
instrumento conceptualmente apropiado para evaluar familiares de personas con cancer, y esta listo para proceder a la validacion empirica.
DESCRIPTORES: Estudio de validacion;Psicometria;Calidad de vida;Familia;Neoplasias.
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INTRODUCTION

he diagnosis of cancer in a family
Tmembcr leads to changes in the

family structure. The situation is
exacerbated by the fact that it is a stig-
matized discase that is feared by the po-
pulation, due to the suffering it causes
the patient and the family®?.

Changes resulting from this impact
generate stress and internal and exter-
nal imbalances. Among the changes
are: an overload of tasks, changes in
sleep and eating habits, concern about
disorganization in the family structu-
re, symptoms of stress and depression,
and restrictions on social activities due
to caring for the sick family member.
These impacts can affect the quality of
life (QoL) of the other members of the
family system 7%,

For the World Health Organization
(WHO), QoL is the individual's own
conception of their position in life,
their cultural and social values, their
goals, expectations and concerns ©.

QoL is an emerging phenomenon
in the literature and today there is a
growing variety of instruments to as-

sess it. Generic instruments can be used
with the entire population, while spe-
cific ones assess people with specific
conditions, are more sensitive to the
population and investigate particu-
lar aspects of the clinical condition in
question @1,

In view of the diversity of concepts
and instruments for assessing QoL, ge-
neric QoL assessment instruments are
the most widely used in the literature
and assess general aspects related to fa-
mily caregivers, especially when it co-
mes to family members who are chro-
nically ill®*'***) The widespread use of
general instruments to measure QoL
highlights the lack of specific instru-
ments to assess family members of pe-
ople with cancer. In view of this, it was
necessary to build a module to measure
the QoL of family members who have
a relative with cancer, since this con-
dition causes psychological, biological
and social changes “7. In this context,
this study is justified both by the need
for more specific knowledge about the
QoL of this group, based on the reality
of the Brazilian family, and by the lack
of specific instruments to measure it.

DOI: 10.36489/saudecoletiva.2024v14i89p13304-13321
Todo o conteldo desse periddico, exceto onde esta identificado, esta licenciado sob uma Licenca Creative Commons

Thus, the aim of this study was to
develop and validate the content of the
QoL instrument for family members of
people with cancer, considering the te-
nuous relationship between the family's
experience and the aspects of QoL that
are affected by the new demands.

METHODS

A methodological study that used
systematic procedures to develop and
validate the content of a quality of life
module for relatives of people with
cancer (MQV-FAMC) 9,

First stage: Development of the
MQV-FAMC instrument

Initially, a literature review was car-
ried out and manuscripts were selected
that dealt with the experiences, feelings
and perceptions of family members ac-
companying the treatment of relatives
with cancer, in order to support the
formation of the conceptual bases "7

The facets and descriptors were
drawn up based on the operational defi-
nitions and aspects raised in the explo-
ration, containing the domains defined
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using the WHOQOL-bref. At this
stage, three meetings were held with
the research team to screen and review
the items, which were grouped into do-
mains and their respective facets “¢*?.

The wording was then revised to im-
prove clarity, avoid ambiguities and en-
sure that the answers were not sugges-
ted or induced. As a scoring criterion,
the scale used in the WHOQOL- bref
was maintained, a 5-point likert scale
relating to frequency and intensity.

After defining the matrix, two focus
groups were held with family partici-
pants, gathering information on whe-
ther they were representative and rele-
vant to the context.

Second stage: Evaluation of the
MVQ-FAMC instrument

A total of 13 experts were invited,
health professionals with expertise in
the subject area, but 10 took part. The
evaluation by experts sought to analyze
the suitability of the items in terms of
clarity and relevance, in order to incor-
porate or remove the items evaluated,
opting for modifications to improve
the suitability of the instrument "¢,

The Delphi technique was used to
evaluate the experts, and a form was
developed to evaluate the scope of the
instrument in general, checking that
the content contained in the domain
was representative. A 4-point scale was
used to indicate the degree of suitabi-
lity with the quality of the item. The
experts commented on the usefulness,
suggestions, modifications, exclusions
or additions to the questionnaire. In
order to visualize the structure and
composition of the items, the generic
instrument, the WHOQOL-bref, whi-
ch should be applied together with the
MQV-FAMC ¢222) \as provided.

Esses profissionais foram seleciona-
dos a partir das consultas realizadas na
Plataforma Lattes do Conselho Nacio-
nal de Desenvolvimento Cientifico e
Tecnolégico (CNPq), ¢ contatados via
e-mail. Foi encaminhado, aos que acei-
taram participar do estudo, o Termo
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de Consentimento Livre e Esclarecido
(TCLE), o Instrumento de Caracteri-
zacdo dos Juizes, o médulo desenvol-
vido ¢ o formuldrio de avaliagao. Nio
foram reunidos presencialmente por
questdes geogrificas e incompatibilida-
de de horarios comuns a todos ¢*,

These professionals were selected
based on consultations carried out on
the Lattes Platform of the National
Council for Scientific and Technolo-
gical Development (CNPq), and con-
tacted via e-mail. Those who agreed
to take part in the study were sent the
Informed Consent Form (ICF), the Ju-
dges Characterization Tool, the modu-
le developed and the evaluation form.
They were not met face-to-face for ge-
ographical reasons and incompatibility
of schedules common to all #¢1?),

The data was analyzed by describing
the opinions issued by the judges and
calculating the Content Validity Index
(CVI), to provide the proportion of ju-
dges in agreement on certain aspects of
the instrument and its items. It was cal-
culated by adding the score of the items
that received a 3 or 4 for each criterion
separately and dividing by the total
number of responses (10 experts). An
appropriate CVI index greater than or
equal to 0.78 was adopted. The items
in the instrument with a CVI of less
than 0.78 were re-evaluated or exclu-
ded during the review process based on
the considerations of the expert com-

mittee 1619,

Third stage: Semantic comprehen-
sion

This stage investigated, from the
perspective of the target population,
whether the instrument was suitable
for comprehension. It was carried out
with 31 family members who were ac-
companying relatives undergoing treat-
ment at a High Complexity Oncology
Unit in a municipality in the interior
of Bahia. The number of participants
was chosen according to the criteria
established in the literature, which re-
commends a sample of 30 to 40 people

for the pre-test 7.

Those who met the eligibility crite-
ria participated in the study: age 18 or
over, having a relative undergoing can-
cer treatment, being the closest person
to the relative with cancer, living with
them and maintaining a continuous
relationship, having accompanied the
relative at least once during the course
of treatment. For data collection, the
Questionnaire for the Characteriza-
tion of Family Members of People with
Cancer and the preliminary version of
the MQV-FAMC were used.

Family members were approached
in the service's waiting room, and tho-
se who agreed to take part were infor-
med about the research and ethical
aspects. The instrument was applied by
means of an interview, and the family
members who took part provided in-
formation for refining the instrument
by checking that the items were being
understood. If an item was not unders-
tood, it was suggested that the inter-
viewee provide synonyms. In this way,
possible problems in understanding the
item were identified 171,

The operational analysis was then
carried out to assess aspects relating
to the use of the instrument, such as
the suitability of the instructions for
answering, scoring, the format of the
items, the place where the instrument
was applied and the method of appli-
cation. The study was submitted to the
Research Ethics Committee of the Sta-
te University of Feira de Santana and
was approved under protocol number

3.026.668.
RESULTS

The construction of the preliminary
version of the MQV-FAMC resulted in
the specifications matrix, initially made
up of 40 items distributed in the same
domains as the generic instrument, the
WHOQOL-bref (Chart 1). After the
first evaluation of the matrix, a theore-
tical evaluation was carried out in order
to decide which items should remain.
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A version with 24 items was obrtained.
The MQV-FAMC was evaluated by
two groups of family members who said
that the items created were relevant,
pertinent, clear, understandable and
important.The analysis using the CVI
calculation showed that there were
no disagreements regarding the rela-
tionship established between the do-
mains, facets and the respective items.
As for the individual evaluation of the
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24 items, in terms of clarity it was fou-
nd that 6 items (25%) achieved a CVI
of 15 8 (33.3%) of 0.90; 3 (12.5%) of
0.80. It is worth noting that 17 items
from the MQV-FAMC version scored
above 0.78 in this assessment and 7 sco-
red below 0.78 (Table 1).

The analysis of the relevance of the
24 items showed that 12 (50.0%) had a
CVIof 1; 8 (33.3%) had a CVI of 0.90;
3 (12.5%) had a CVI of 0.80. Thus, 23

items in the version of the MQV-FA-
MC scored more than 0.78 and only
one scored less than 0.78 and was ex-
cluded (Table 2). Given the few items
that had a CVI of less than 0.78 in the
analysis of pertinence and clarity in as-
sessing the QoL of relatives of people
with cancer, we decided to adjust and
maintain four items, since at that point
we carried out a theoretical analysis of
the instrument.

Chart 1- Preliminary version of the MQV-FAMC. Feira de Santana, 2019

RESULTS OF THEORETICAL EXPLORATION

FACETAS

PRELIMINARY ITEMS

Physical Domain

Inexperience and complexity
of patient care

Lack of willingness to carry
out daily activities

Physical overload

?
Capacity for daily cancer:

activities treatment?

cancer?

1. How much does your relative need your help to look
after themselves?

2. Do you carry out any other daily activities apart from
caring for your relative?

3. Are you able to look after your relative on your own?
4. How stressful is this experience for you?

5. Do you find it difficult to care for your relative with

6. How often do you accompany your relative during

7. How well are you able to feed yourself?
8. Do you feel tired when caring for your relative with

9. How much does caring for your relative prevent you
from carrying out activities such as studying or working?

Psychological domain

Lack of interest in health care
Sadness, fear, anxiety, tension

Guilt, feeling of powerlessness

Spiritual practices seeking meaning in suffering

Selfcare

Psychological overload
suffering?
Guilt
treatment?
Spiritual support
experiencing?

situation?

10. How often do you have medical check-ups?

11. How much do you care about your appearance?
12. How much does caring for your relative make it
impossible to care for yourself?

13. How much did your health problem intensify after
caring for your relative?

14, How much does your relative's illness cause you

15. How painful is it for you to accompany your relative to
16. Do you feel guilty about the situation your relative is

17. How often do you go to a religious institution?
18. How important is religion in coping with this

Social Relations
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19. How much your relative's illness affects your
relationship with other family members.

20. How much has your relative's illness changed your
family's daily life?

21. How often do you take on new roles in your family
when your relative becomes ill?

22. How satisfied you are with the support you receive
from your friends.

23. How much you would like to talk about your relative's
illness with other people?

Changes in relationships with 24. How important is it for you to talk about this

Family reorganization

other family members situation?
Social subport 25. Do you feel the need to have people around to
The need to share the suffering experienced PP support you?

26. How often do you have contact with the team
psychologist?
. . 27.How important is it for you to have contact with a

. . Interaction with .
Need information about your the team psychologist?

relative's medical condition 28. How do you feel when you have contact with a
psychologist?

29. How often do you have contact with health
professionals while your relative is undergoing
treatment?

30. How do you feel about the information given by the
service professionals about your relative?

31. Is the guidance given on the care to be provided
sufficient?

32. Do you receive words of support from health
professionals? How much?

Need for emotional support Pl S

Domain Environment

33. How much has your relative's illness affected your
family financially?

34, Are the financial resources sufficient during this
situation?

Financial difficulties | 35. How often do you go out to distrat?

36. Do you consider leisure activites importante at this

Transportation, accommodation
and food costs

. I Availability time?
GG TS e e s S 37. Would you like to do something you used to do for fun
Rotina before your relative fell ill?

DAL 38. The care of your relative make you not do something?

39. Could you have a good night of sleep?
40. How Much you let to do things you do before you
relative sickness?

Source: Own author
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Table 1 - Specification of the items in the QoL instrument for relatives of people with cancer (MQV-FAMC)

that obtained a Content Validity Index (CVI) of less than 0.78 in the judges' analysis of clarity.
Feira de Santana, Bahia, Brazil, 2019

N° OF THE ITEM ITEM CvI CONDUCT AFTER JUDGES SUGGESTIONS
How much are you able to " .
3 take care of your relative 0,70 AT TG was il flagg"e e tr)’e
> Whogol semantic standard, "how much
on your own?
4 How ex_haustmg Sl 0,60 Replaced the term "exhausting" with "tiring”
experience for you?
e G il you Excluded, because the content
5 to care for your relative 0,60 . . .
. was included in another item
with cancer?
To what extent do you carry
out more day-to-day activities Replaced by "To what extent does caring for
7 . . 0,70 I . 2,
besides caring for your relative increase your daily activities?
your relative?
How often do you get Replaced by "How often do you go to professionals\
14 . . 0,70 .
medical evaluations? make appointments to assess your own health?
18 How much do you need 070 Excluded, because the content was
contact with the psychologist? ! included in another item
To yvhat e_xFe_nt Il stqp Excluded, because the content was
23 doing activities that you did 0,70 ) . .
o included in another item
before your relative's illness?
CVI: Content Validity Index

Table 2. Specification of the items in the QoL instrument for relatives of people with cancer (MQV-FAMC)

that obtained a Content Validity Index (CVI) of less than 0.78 in the judges' analysis of relevance.
Feira de Santana, Bahia, Brazil, 2019

N° OF THE ITEM ITEM cvi JUDGES' COMMENTS AND SUGGESTIONS

To what extent did you stop
23 doing activities that you did
before your relative's illness?

Excluded, because the content

G was included in another item

CVI: Content Validity Index

As for exclusion, three items were
removed according to the analysis of
semantic adequacy, conceptual ade-
quacy and items, leaving 21 items after
data analysis and review by the research
team. As for semantic understanding,
the assessment with 31 family members
showed that the item "How painful is
it for you to accompany your relative
to treatment?” would be adequate if it

were written: "How painful is it for you
to see your relative undergoing treat-
ment?" because family members asso-
ciate the physical ability to accompany
them, and this item is present in the
psychological domain.

The item "How guilty do you feel
about the situation your relative is ex-
periencing?" was excluded, as family
members felt that the item was not re-
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presentative of the context. The resear-
ch team assessed the need to remove the
items "How often do you accompany
your relative to treatment?" and "How
often do you need to go to: appoint-
ments, tests and reports?", which were
condensed into "How often do you
accompany your relative to: appoint-
ments, tests, treatment, reports?”.
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Chart 2. Final version of the MQV-FAMC. Feira de Santana, 2019

Physical Domain

4. How well you can eat?

1. How much does your relative need your help to look after him or herself?
2. How capable are you of looking after your relative on your own?
3. How tiring is caring for your relative for you?

5. To what extent does caring for your relative increase their daily activities?
6. How often do you accompany your relative to: appointments, exams, treatment, pick up reports?

Psychological Domain

7. How satisfied are you with the care you provide to your relative?

8. How careful have you been about your appearance?

9. How much does your relative's illness cause you suffering?

10. How painful is accompanying your relative in treatment for you?

11. To what extent is your faith important in coping with your relative's iliness?

12. How often do you see professionals/make appointments to assess your own health?

Social Relations Domain

13. How much does your relative's illness affect your relationship with others in your family?
14. How much do you think your relative's illness has changed your family's day-to-day life?
15. How much guidance do you receive on the care that should be given to your relative from the service's professionals?

Domain of the environment

16. How much has your relative's illness affected your financial costs?

The following items were excluded:
"How difficult is it for you to care for your
relative?”, "How much have you taken on
other roles in your family due to your re-
lative's illness?" and "How often do you
have contact with health professionals
while your relative is undergoing treat-
ment?', as they were already being addres-
sed in similar items. Thus, the instrument
now consists of 16 items (Chart 2).

The MQV-FAMC was well accepted
by the group of family members, all the
items were well understood and none of
the respondents found it tiring. The pla-

133219 saudecoletiva = 2024; (14) N.89

ce where the instrument was applied was
suitable, the application by interview
was considered satisfactory and the ave-
rage response time was 10 minutes. The
instructions were considered clear and
objective, so the final version of the con-
tent analysis of the instrument was obtai-
ned, achieving operational equivalence.

DISCUSSION

Faced with the cancer of a family
member, family members go through
moments that provoke different ways of

coping. The family member is terrified
of the diagnosis, remembers the social
stigma of cancer and, when facing tre-
atment, fears the uncertainties. Thus,
this mixcure of feelings can affect QoL,
making its assessment relevant >*2),
The construction of an instrument fo-
cused on the experience of family mem-
bers requires immersion in theory and
the search for scientific evidence as the
main resource for its development.
The theoretical exploration and ca-
tegorization of the results confirmed
the physical, social, environmental and
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psychological dimensions as represen-
tatives of QoL and family members.
The specific aspects, represented by the
facets, emerged as the areas to be asses-
sed, and as representatives of the cons-
truct and content to be assessed by the
items themselves 1%,

The specific aspects emerged as the
areas to be assessed and as representa-
tives of the family's QoL. Dimensiona-
lity was defined based on the general
construct and after the items had been
developed. The number of items was
considered high, but necessary for an
initial matrix. The number of items in
an instrument is not a consensual issue;
studies suggest that the initial cons-
truction of an instrument should have
at least three times as many items as the
final instrument 14199,

The stage consisting of the experts
analyzing the items made it possible to
adjust the initial 24 items. It is sugges-
ted that, among the criteria established
for selecting the experts, such as quali-
fications, years of training and area of
work, skill and clinical experience were
the main factors for success in the pro-
cess of evaluating the items, which was
able to provide information that bro-
adened the suggestions and criticisms
for adjustments !¢,

The changes made to the wording of
the item are expected in the process of
adapting instruments in order to main-
tain semantic adequacy with langua-
ge accessible to the population, thus
allowing them to be compressed. For
this stage, it is also recommended that
the agreement of the committee mem-
bers be determined using the Content
Validity Index (CVI), which measures
the proportion of agreement among ex-
perts with aspects of the instrument and
the items developed. Thus, after evalua-
ting this first group, 21 items remained,
giving an overall CVI of 0.96 (¢172129,

This calculation reveals the need to
change or delete items, according to the
suggestions made by the judges. It is
recommended that CVI results of less
than 0.78 require changes to the wor-
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ding of the items in order to improve
understanding by the target popula-
tion. With the pre-test, it was possible
to check the understanding, acceptabi-
lity and emotional impact of the items
with members of the population for
whom the instrument is intended .

After the recommended steps, con-
tent validity was deemed to have been
achieved. The final version now con-
tains 16 items, distributed in the four
domains represented by the facets ini-
tially identified (Chart 2). It should
be noted that the theoretical model
represented by the structure of this set
of items will serve as the basis for the
subsequent evaluation of the validity
evidence of the MQV-FAMC.

In this study, in terms of the quality
of the construction and validation sta-
ges, it was possible to observe that this
instrument was short and appropriate,
even when submitted to people with a
low level of education 1>,

It is recommended that the instru-
ment should be applied to family mem-
bers of people with cancer undergoing
outpatient treatment, together with the
general QoL instrument, and should be
considered as a sequel to the WHO-
QOL-bref. There is no cut-off point, and
the level of QoL is assessed on a score
from 0 to 100, where the closer to 1, the
worse the QoL and the closer to 100,
the better the QoL. The answer options
range from 1 to 5, showing the worst and
best possible QoL, in terms of intensi-
ty and frequency. The recall requested
when applying the MVQ-FAMC will be
from the start of treatment @,

As far as identifying inaccuracies in
the process is concerned, there were
some difficulties, such as identifying
judges who met the established inclu-
sion criteria and also the length of time
it took for some judges to return the
material they sent.

Validating a measuring instrument
means not only constructing a matrix
of specifications, but also finding the
statistical indicators and psychometric
parameters that attest to adequate the-

DOI: 10.36489/saudecoletiva.2024v14i89p13304-13321
Todo o conteldo desse periddico, exceto onde esta identificado, esta licenciado sob uma Licenca Creative Commons

ory-measurement congruence. From
this perspective, the final version of the
16-item MQV-FAMC instrument is
ready to be submitted to empirical vali-
dity, in order to continue the process of
validating the instrument, with a view
to future application to its intended

audience 141,
CONCLUSION

This study achieved content validity
in accordance with the stages recom-
mended in the literacure. The MQ-
V-FAMC developed is considered to
have content validity and is currently
compatible with its intended purpose.

The scarcity of studies on the phe-
nomenon has limited the discussion of
the results of this research, while at the
same time demonstrating its originality
in addressing an area of knowledge that
still requires exploration. It is therefore
necessary to map out the reality in whi-
ch we intend to operate, knowing the
nuances involved in the relationship
between health professionals and the
use of instruments.

However, further studies are needed
to carry out the empirical and clinical
validation of the instrument developed
together with the WHOQOL-bref.
Although the MQV-FAMC has alrea-
dy been studied for its content validity,
it is necessary to investigate the dimen-
sional validity and reliability of this
instrument before it can be used.
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