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Resumo

Introducdo: A avaliagcdo da qualidade da assisténcia clinica a doentes com cefaleia tem
constituido um importante vector de intervencdo por parte da Organizacdo Mundial de
Saude, através da campanha mundial Lifting The Burden (LTB), em articulagdo com a
European Headache Federation (EHF). Este estudo inscreve-se num projeto colaborativo
com estas entidades e o seu objetivo foi a avaliacdo da implementacéo de indicadores de
qualidade no tratamento da cefaleia em 15 diferentes unidades de cuidados de saude

primarios, na regido centro de Portugal.

Métodos: Os indicadores de qualidade foram avaliados através da utilizacdo de
questionarios ja desenvolvidos em estudos prévios pela LTB e EHF. Em cada centro, foram
inquiridos todos os funcionarios (médicos, coordenador do centro, técnicos administrativos
e outros profissionais de saude) e 10 utentes seguidos por queixas de cefaleia. Foram
também analisados e auditados registos clinicos selecionados aleatoriamente de 10 outros

utentes de cada unidade, acompanhados em consulta por queixas de cefaleia.

Resultados: Os questionarios utilizados revelaram-se facilmente aplicaveis neste contexto,
contudo os inquéritos de profissionais de salde permitiram obter resultados ambiguos
nalgumas situagdes. Os resultados mais discutiveis sugeriram que a maioria dos registos
clinicos careciam de informagé&o essencial (nomeadamente o perfil temporal da cefaleia ou
um diagnostico definitivo baseado na Classificagdo Internacional de Cefaleias) e que
ferramentas como diarios de cefaleias e instrumentos para avaliar incapacidade e
resultados do tratamento na cefaleia ndo eram utilizados por rotina. Algumas unidades
também reportaram néo incluirem terapéuticas de intervencao psicoldgica nos planos de
tratamento e ndo possuirem protocolos para reportar efeitos adversos do tratamento. Os
achados mais positivos deste estudo foram a pratica de um acompanhamento de rotina
nos individuos com cefaleias, a igualdade de acesso a cuidados de salde nestas unidades

e a satisfacdo geral manifestada pelos utentes, relativamente ao seu tratamento.

Conclusao: Este estudo mostrou que os indicadores de qualidade promovidos pela LTB e
EHF tém utilidade na avaliagdo da assisténcia clinica aos doentes com cefaleia, nas
unidades de cuidados de saude primarios. Os indicadores demonstraram tendéncias
comuns entre unidades e lacunas que poderdo servir de guia para melhorar a sua

gualidade, em intervengdes futuras.

Palavras-chave: Cefaleia, Indicadores de Qualidade, Cuidados primérios de saude,

Portugal






Abstract

Introduction: The evaluation of quality of clinical care for patients with headache has been
an important vector for intervention by the World Health Organization, through the
worldwide Lifting The Burden (LTB) campaign, in conjunction with the European Headache
Federation (EHF). This study is part of a collaborative project with these entities and its
objective was to evaluate the implementation of quality indicators in the treatment of
headache in 15 different primary health care units, in the central region of Portugal.

Methods: In the data collection process, questionnaires already developed in previous
studies by LTB and EHF were used, containing the quality indicators to be evaluated. In
each centre, all employees (doctors, centre coordinator, administrative technicians and
other health professionals) and 10 patients followed by complaints of headache were
interviewed. Clinical records were also analysed and audited, selected at random from 10

other patients of each unit, followed up in consultation for complaints of headache.

Results: The questionnaires used proved to be easily applicable in this context, however
the surveys of health professionals allowed to obtain ambiguous results in some situations.
The most debatable results suggested that most clinical records lacked essential
information (namely the headache temporal profile or a definitive diagnosis based on the
International Headache Classification) and that tools such as headache diaries and
instruments to assess disability and treatment outcomes in headache were not routinely
used. Some units also reported that they did not include psychological intervention
therapies in treatment plans and did not have protocols to report adverse effects of
treatment. The most positive findings of this study were the practice of routine monitoring in
individuals with headache, equal access to health care in these units and the general

satisfaction expressed by users, regarding their treatment.

Conclusion: This study showed that the quality indicators promoted by LTB and EHF are
useful in the evaluation of clinical care for patients with headache, in primary health care
units. The indicators showed common trends between units and gaps that could serve as a

guide to improve their quality, in future interventions.

Keywords: Headache, Quality Indicators, Primary healthcare, Portugal
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Background

The assessment of healthcare quality has, in its practice, continuously proved its

importance as a contribution to achieve optimal care.

Nowadays, headache disorders represent a major cause of public ill-health, being
the third highest cause of disability worldwide [1,2]. However, until date, a concrete and
globally accepted definition of quality in headache care is not yet established, without whom
deficiencies on this level cannot be correctly recognized. Furthermore, currently available
guidelines are limited to the diagnosis and treatment of specific types of headache.

Consequently, there still exist many gaps in the education of health professionals
and in the adequacy of healthcare for these patients worldwide [3-5]. This is a problem that

affects particularly non-specialised care levels, where headache care should be based [5].

This study intends to expand the work initiated in a collaborative project between
Lifting The Burden (LTB) and the European Headache Federation (EHF), within the
framework of the Global Campaign Against Headache [3,4], conducted by LTB in
conjunction with the World Health Organization (WHO), whose aim is to assess the quality
of care for patients with headache worldwide. At an early stage of the global project, after
conducting a literature review [6], a multidimensional definition of quality in headache care

was proposed, based on nine different domains (Table 1):

“Good-quality headache care achieves accurate diagnosis and individualized
management, has appropriate referral pathways, educates patients about their headaches
and their management, is convenient and comfortable, satisfies patients, is efficient and

equitable, assesses outcomes and is safe” [7].

In order to access quality of care, a set of quality indicators for each of these nine
domains would be necessary. Therefore, with this definition as a starting point, the group
developed a list of 30 quality indicators in total, along with a set of related assessment
instruments, designed to be applicable in different countries and settings [7]. The adequacy
of these indicators was assessed in a pilot study by conducting questionnaires for patients
and healthcare providers (HCP) in two headache-care specialist centres in Portugal and
Germany [8]. Subsequently, a broader study was conducted, expanding the evaluation of

these indicators at an European level involving a total of 14 specialized centres [9].

At the present moment (and with the present research), this study aims to create the

link of this investigation with the primary health-care level, as what the collaborative project
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itself designates as non-specialized centres in headache care [9]. The application of these
quality-of-care indicators to patients with headaches in various primary health-care units in
the central area of Portugal (“Unidades de Cuidados de Saude Personalizados” and
“Unidades de Saude Familiares”) will allow, for the first time, to test in this area the same
quality definition already assessed in specialized centres and to identify any possible gaps
on this level, with the aim to implement a set of global strategies for improving care for

patients with headache.

Table 1. The nine domains of quality in a headache service promoted by LTB and EHF (from
reference [7-9])

Domain A: Diagnostic accuracy, therefore asking whether diagnoses were made according to
the IHS criteria, documented during the first visit and reviewed during the follow-ups
and supported by the diagnostic diaries.

Domain B: Issues of the individualized management including waiting time, use of diaries and
instruments of headache related disability in treatment plans.

Domain C:  Availability and use of urgent and specialist referral pathways.
Domain D:  Patient’s education and reassurance.

Domain E:  Convenience, comfort and welcoming of the clinic.

Domain F:  Patient’s satisfaction.

Domain G: Equity and efficiency of the headache care including access to care, wastage of
resources, rate of technical investigations and costs.

Domain H:  Outcome measures including clinical parameters but also measures of disability and
quality of life.

Domain I: Safety of care.

IHS International Headache Society
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Methods

1. Ethics Committee approval

The present project was approved by the Centre Regional Health Administration Ethics
Committee (ARS Centro) (APPENDIX 1).

All collected data were authorised by each study participant by signed informed
consents (APPENDIX 2 and 3), which safeguarded their anonymity and the confidentiality

of data.

2. Study Settings

Thirty-three different primary health-care units were invited to participate, representing,
as far as possible, the geographically distinct realities in the central region of Portugal [10].
Fifteen units accepted to participate in the study (Table 2) and conducted the data collection
over the period of 3 months between October and December 2019. A general practitioner
in each unit was nominated as research assistant, in order to conduct data collection on a

local level.

Table 2. Participating Primary Care Units

Primary care unit ACES Local assistant

UCSP de Cantanhede Baixo Mondego Dr. Daniela Fernandes
USF Pulsar Baixo Mondego Dr. Rita Marques

UCSP Celas Baixo Mondego Dr. Joana Gongalves

USF Buarcos Baixo Mondego Dr. Mafalda Diogo

USF Fernando Namora Baixo Mondego Dr. Mariana Loureiro

USF VitaSaurium Baixo Mondego Dr. Rita Pereira

USF Sao Joao de Ovar Baixo Vouga Dr. Inés Silva

USF Arte Nova Baixo Vouga Dr. Maria Cunha

USF Moliceiro Baixo Vouga Dr. Ana Catarina Fortunato
USF Viseu Cidade Déo Lafdes Dr. Claudia Rafaela Cabral
USF Serra da Lousa Pinhal Interior Norte Dr. Ana Rita Cibrao

USF Trevim Sol Pinhal Interior Norte Dr. Sophia Martins

USF Santiago Pinhal Litoral Dr. Ana Margarida Gongalves
UCSP Fonte do Rei Pinhal Litoral Dr. Joana Cebola

UCSP Arnaldo Sampaio Pinhal Litoral Dr. Catarina Oliveira

ACES: “Agrupamento de Centros de Salde” (Group of Healthcare Units); UCSP: “Unidade de Cuidados de Saude
Personalizados” (Personalized Healthcare Unit); USF: “Unidade de Saude Familiar” (Family Health Unit).
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https://docs.google.com/spreadsheets/d/1HdP_tAAiHJbNVQ7tIWYB2usQ15cSD3t5jefRYt5Qmw8/edit#gid=957512049
https://docs.google.com/spreadsheets/d/1tZrbT9-hLXcan5ksuAmps3wr3cgvhXb4ZjEaOqty3Zg/edit
https://docs.google.com/spreadsheets/d/1T_Emonav7cISGR2bSZeCK2VO3QAFMY4Oqx0w6twBPtQ/edit?usp=gmail
https://docs.google.com/spreadsheets/d/15bSBkZ4qkz7DZVjbnEIwZeDKgJ__f_jfz9vWDohlal0/edit#gid=140580584
https://docs.google.com/spreadsheets/d/1et_jtjxtY2Yc9NDGHcDb0faSwVnb6QialHlpWvZD7AE/edit#gid=140580584
https://docs.google.com/spreadsheets/d/1axI7NoUdMPxS-iTKw8mdFUyHrO87eUeM7Yu9-iJYnm4/edit#gid=140580584
https://docs.google.com/spreadsheets/d/1MKacHWEwP44AB-tVK6lr-3t2KR0oqqG1xZl1lGokEx0/edit#gid=140580584
https://docs.google.com/spreadsheets/d/16FkGNxn72ruiC3Z5D9r8plkZuwcSIlmFY1n5BcJ7o88/edit#gid=140580584
https://docs.google.com/spreadsheets/d/1ul3V2JiGzYgC5Q46US3ww4FSgHs80VcHd-tnm3GDZ5k/edit#gid=957512049
https://docs.google.com/spreadsheets/d/1pwyBGlAWHP6Q1A35g6NxGEZdAhXRNZIA76b-7QjtB88/edit#gid=140580584
https://docs.google.com/spreadsheets/d/1CySZXo_5RLilPygKDG2FcNa9Jzz1N19-kKl64_qXkB0/edit?usp=gmail
https://docs.google.com/spreadsheets/d/17espjgmT0O93dTsq-WmReBqcLDBNAiiaal_1FMPVdww/edit#gid=140580584
https://docs.google.com/spreadsheets/d/1rAmg0ph4Rxu5o5IwFIM6n2Ojjwvp-PFENSXzfuqJkVc/edit#gid=140580584
https://docs.google.com/spreadsheets/d/1NFQTlP49QbPRt_G18V22SDqhI19LQXWULlOCf11mQLs/edit#gid=1228162087
https://docs.google.com/spreadsheets/d/19HdnXmYOCe0MtVWNDvAXysfJ54PjTKfdTEInY_Fp-ko/edit#gid=140580584

3. Study Population

At each unit, we inquired the service staff (attending and resident doctors), other HCPs
(nurses, psychologists, physiotherapists, others), the service manager and the
administrative staff. A transversal consecutive sample of headache patients was inquired

as well (a convenience sample of at least 10 headache patients per unit was proposed).

Additionally, we analysed the information from the records of a retrospective random

sample of 10 headache patients in each unit other than those seen prospectively.

4. Study Instruments

A total of five different questionnaires were used, being one assigned to each group
(doctors, other HCPs, the service manager, the administrative staff, and headache patients
[Appendix 5]). The patient’'s assessment took form of an exit questionnaire [Appendix 4],
which they were asked to fill at the end of their appointment. These questionnaires were
adapted from the originally used ones in previous studies conducted by the LTB and EHF,
based on the quality indicators proposed by these entities (Table 3).

Additionally, some informative items were extracted from the patients’ records in a
retrospective review. The identification of these clinical processes was performed using the
computer coding system in use in each of the participating units (SClinico® and
MedicineOne®).

Table 3 summarizes the set of quality indicators and related methods of implementation

in the present research.

5. Data collection

The period of research data collection was between the 30™ of September 2019 and the
13" of December 2019. All data were collected at each unit by one local research assistant.
Each questionnaire was filled out anonymously. Patients received their questionnaires at
the end of their appointment (their age, gender and primary diagnosis were pre-recorded in
the data bank, excluding any personal identifying data). The assistants personally collected
each of the answered questionnaires and respectively signed informed consents of each
participating unit.

All HCPs received their questionnaires via an online form (GoogleDocs®), which was

sent by email.
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Table 3. Quality Indicators and methods of implementation (adapted from previous studies
conducted in specialized centres by EHF and LTB) [7-9]

Indicator Measure Application

Domain A. Accurate diagnosis is essential for optimal headache care

Al Patients are asked about Is the duration of the presenting  Review of randomly
onset of their headaches complaint recorded in the selected clinical records
patient’s record? from a retrospective sample

A2 Diagnosis is according to Is the diagnosis based on the of headache patients

current ICHD criteria. ICHD terminology?
A3 A working diagnosis is Is a working diagnosis recorded
made at the first visit. in patient’s record at first visit?

A4 A definitive diagnosis is Is a definitive diagnosis
made at first or recorded in the patient’s record?
subsequent visit.

A5 Diagnosis is reviewed Is s diagnostic review during Enquiry of doctors
during later follow-up. follow-up routinely undertaken?
A6 Diagnostic diaries are Does the service have a Enquiry of service manager
used to support or diagnostic diary available and and doctors
confirm diagnosis. are doctors aware of its
availability?

Domain B. Individualized management is essential for optimal headache care

B1 Waiting-list times for a. lIsthere a formal triage Enquiry of doctors, service
appointments are related system in the service? manager and administrative
to the urgency of need b. Does it expedite staff

appointments in cases of
perceived urgency?

B2 Sufficient time is a. Record of actual time Enquiry of prospective
allocated to each visit for (minutes) per visit by patient  consecutive sample of
the purpose of good b. Record of satisfaction? headache patients
management expressed by patient with

actual time

c. Record of satisfaction Enquiry of HCPs
expressed by HCP with
actual time

B3 Patients are asked about Is the frequency (days/months)
the temporal profile of of symptoms recorded in the
their headaches patient’s record of subsequent

appointments?

B4 Treatment plans follow Are prescribed drugs (names, Review of randomly
evidence-based doses and quantities) recorded selected clinical records
guidelines, reflecting in patient’s record? from a retrospective sample
diagnosis of headache patients

B5 Treatment plans include  Does an access route to Enquiry of service manager
psychological psychological therapies exist and HCPs
approaches to therapy and are doctors aware of its
when appropriate availability?

B6 Treatment plans reflect a. Does the service have an Enquiry of service manager
disability assessment instrument for disability and HCPs

assessment available and
are HCPs aware of its
availability?
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Indicator

Measure

Application

B7 Patients are followed up
to ascertain optimal
outcome

b. Isit appropriate to assess

disability in headache
patients?

A follow-up diary and/or
calendar is available?

Domain C. Appropriate referral pathways are essential for optimal headache care

Cl1 Referral pathway is
available from primary to
specialist care

C2 Urgent referral pathway
is available when
necessary

Is there a usable referral
pathway available and are
doctors and appointments
administrator are aware of its
existence?

Is there a usable urgent referral

pathway available and are
doctors and appointments
administrator are aware of its
existence?

Enquiry of doctors, service
manager and administrative
staff

Enquiry of doctors, service
manager and administrative
staff

Domain D. Education of patients about their headaches and their management is
essential for optimal headache care

D1 Patients are given the
information they need to
understand their
headache and its
management

D2 Patients are given
appropriate reassurance

a. Are information leaflets

available for headache

patients and are doctors and
appointments administrator

aware of their existence?

b. Did the doctor provide the

patient with information?

c. Was the information

understandable?

d. Was the amount of

information about right?

Record of satisfaction?
expressed by patients with
reassurance given

Enquiry of doctors, service
manager and administrative
staff

Enquiry of prospective
consecutive sample of
headache patients

Enquiry of prospective
consecutive sample of
headache patients

Domain E. Convenience and comfort are part of optimal headache care

E1 The service environment

is clean and comfortable

a. Record of satisfaction?

expressed by patients with
cleanliness and comfort

b. Record of satisfaction

expressed by HCPs with
cleanliness and comfort

E2 The service is welcoming Record of satisfaction?

E3 Waiting times in the
clinic are acceptable

expressed by patients with
welcome

a. Record of actual waiting time

(minutes) by patient

b. Record of satisfaction2

expressed by patients with
waiting time

c. Record of satisfaction

expressed by HCPs with
waiting time

Enquiry of prospective
consecutive sample of
headache patients

Enquiry of HCPs

Enquiry of prospective
consecutive sample of
headache patients
Enquiry of prospective
consecutive sample of
headache patients

Enquiry of HCPs

16



Indicator

Measure

Application

Domain F. Achieving patient satisfaction is part of optimal headache care

F1 Patients are satisfied
with their management

Record of satisfaction?
expressed by patients with
overall management

Domain G. Optimal headache care is efficient and equitable

G1 Procedures are followed
to ensure resources are
not wasted

G2 Costs of the service are
measured as part of a
cost-effectiveness policy

G3 There is equal access to
headache services for all
who need it

Does a protocol to limit wastage
exist?

Does a record of input costs
exist?

Does a policy to ensure equal
access exist?

Enquiry of prospective
consecutive sample of
headache patients

Enquiry of service manager

Enquiry of service manager

Enquiry of service manager
and HCPs

Domain H. Outcome assessment is essential in optimal headache care

H1 Outcome measures are
based on self-reported
symptom burden
(headache frequency,
duration and intensity)

H2 Outcome measures are
based on self-reported
disability burden

H3 Outcome measures are
based on self-reported
quality of life

Is there an outcome measure
based on self-reported symptom
burden available and are HCPs
aware of its existence?

Is there an outcome measure
based on self-reported disability
burden available and are HCPs
aware of its existence?

Is there an outcome measure
based on self-reported quality of
life available and are HCPs
aware of its existence?

Domain I. Optimal headache care is safe

11 Patients are not over-
treated

12 Systems are in place to
be aware of serious
adverse eventsP

Are prescribed drugs (names,
doses and quantities) recorded
in patient’s record?

a. Are serious adverse events

recorded in patients’
records?

b. Is there a protocol for

reporting serious adverse
events?

Enquiry of service manager
and HCPs

Review of randomly
selected clinical records
from a retrospective sample
of headache patients

Review of randomly
selected clinical records
from a retrospective sample
of headache patients

Enquiry of service manager
and HCPs

HCP Health-care provider, ICHD International Classification of Headache Disorder

a Patient’s satisfaction was defined either from the options “yes” /” no”, or as “too much” / "about right” / "too
little”, or as “very good” / “good” / “adequate” / “poor” / “very poor”
b Serious adverse events are those that cause death or are life-threatening, terminate or put at risk a
pregnancy, or that cause hospitalization, prolonged illness, disability and/or malignancy
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6. Data management and analysis

Data were locally registered into the provided spreadsheets. The filled-in spreadsheets

were then merged and analysed by the principal investigator.

Demographic and clinical data were provided as numerical values and summarised as
percentages or mean values with standard deviations (SDs). A descriptive analysis of all
data was made using Microsoft EXCEL® 2016.
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Results

A total of 223 HCPs and 93 patients were inquired in this study. Each participating
unit had a similar structure, including in this research between 2 to 14 doctors, 1 to 10 other
HCPs, 1 to 7 administrative staff and 1 manager (except for 3 units whose manager answer

was not received).

The mean age of the inquired patients was of 46,3 years of age (range from 7 to 86
years) and the mean duration of the presenting headache disorder was of 39,2 months
(range from 1 day to 25 years). The spectrum of diagnoses was comparable across units.
In total, 48% of cases had a diagnosis of primary headache (26% had migraine and 23%
had tension-type headache), 22% had a diagnosis of secondary headache to other
diseases and 30% had no record of specific diagnose other than the headache complaint.
Each unit also analysed 10 random records of other headache patients, retrospectively.

The characteristics of the 15 participating units and their corresponding samples are

summarized in Table 4.

In this section, a summary description of the findings for each quality indicator will
be provided, including the overall mean of positive answers and range of values for the units

with highest and lowest results. All findings of the study are described in detail in Table 5.

Domain A. Accurate diagnosis is essential for optimal headache care. The record of
the duration of the complaint was present in 52% (min: 30%; max: 70%) of the reviewed
clinical records and only 41,3% (min: 0%; max: 90%) made use of the International
Classification of Headache Disorders (ICHD) terminology. On the other hand, 72% (min:
30%; max: 100%) of the review records contained a working diagnose on the first visit, 62%
had a definitive diagnosis or scheduled appointment for review (min: 20%; max: 100%) and
96,8% (min: 85,7%; max: 100%) of the inquired HCPs reported reviewing the diagnosis
routinely after follow-up. Nonetheless, only 23% (min: 0%; max: 75%) of them reported

supporting the diagnosis with the use of diagnostic headache diaries.
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Table 4. Characterization of the sample

Primary Care Units UCSP UCSP  UCSP UCSP  USF USF USF USF USF USF USF USF USF USF USF Vita-
Arnaldo Celas de Fonte  Arte Buarcos Fernando  Moli- Pulsar Santiago Sao Serra  Trevim Viseu Saurium
Sampaio Canta- do Rei Nova Namora ceiro Joéo da Sol Cidade
nhede de Lousa
Ovar
Service staff ~ Manager (n) 1 0 1 1 1 0 1 1 1 0 1 1 1 1 1
Administrative staff (n) 3 2 5 3 2 3 3 2 4 1 2 4 4 4 7
Doctors (n) 5 5 4 3 4 14 7 8 7 5 2 10 2 7 11
Other HCPs (n) 10 2 6 4 5 2 3 7 4 3 1 6 3 6 6
Patients Patients (n) 1 10 0 1 10 7 2 10 6 4 2 10 10 10 10
Mean age (years) + SD 63 46,9 - 50 34,8 44,7+ 3971 472 427 343+ 61+ 31,1 54,7+ 56+ 429+
+ + 20,1 +14, + 74 141 £19 26,3 14,2 19,9
19,4 10,8 8 151
Mean duration of - 16+ - 300 49,5 05+ 0,6+0,6 18 15+% - 50+ 05+ 57,7+ 13+ -
headache (months) + 3,7 + 11 25 2.2 14 07 544 376
SD L 7 1 L L L L L
77,4
Diagnoses (n)
Migraine 0 3 0 0 3 1 1 1 2 4 1 2 5 0 1
TTH 1 1 0 0 4 5 1 1 2 0 0 3 0 3 0
Trigeminal 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
neuralgia
Cluster headache 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
MOH 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
Other 0 0 0 0 2 1 0 3 2 0 1 5 0 6 0
Non-specified 0 6 0 1 1 0 0 5 0 0 0 0 5 1 9

Records reviewed (n) 10 10 10 10 10 10 10 10 10 10 10 10 10 10 10

HCPs health care providers, MOH medication-overuse headache, SD standard deviation, TTH tension type headache, USF unidade de saude familiar, UCSP unidade de cuidados de saude
personalizados

20



Domain B. Individualized management is essential for optimal headache care. Only
15,3% (min: 0%; max: 42,9%) of the inquired HCPs reported that their unit had a formal
triage system. The mean duration to patients’ visits (according to the patients’
questionnaires) was of 27 minutes (min: 18,8 minutes; max: 45 minutes). Whereas 90,7%
(min: 0%; max: 100%) of the patients expressed their satisfaction with the duration of their
visits, only 28,9% (min: 0%; max: 85,7%) of the HCPs considered the duration time per
appointment enough. The frequency of symptoms was recorded in 30% (min: 0%; max:
70%) of the reviewed records and the record of the prescribed drugs was available in 69,3%
(min: 30%; max: 90%) of the cases. An access route to psychological therapies was
provided according to 66,2% (min: 25%; max: 100%) of the inquired HCPs. Here, a
significant variation of answers between different units was observed, with a standard
deviation of 24,5%. Only 22,6% (min: 0%; max: 66,7%) and 22,2% (min: 0%; max: 45,5%)
of HCPs reported having, respectively, an instrument for disability assessments or follow-

up calendars available in their units.

Domain C: Appropriate referral pathways are essential for optimal headache care.
Referral pathways to specialized health-care centres were provided according to 88,8%
(min: 71,4%; max: 100 %) of the inquired HCPs, including urgent referral pathway in 76,9%
(min: 50%; max: 100%) of the cases.

Domain D. Education of patients about their headaches and their management is
essential for optimal headache care. Only 12% (min: 0%; max: 27,8%) of HCPs reported
having information leaflets available in their units. Nevertheless, 99,3% (min: 90%; max:
100%) of the patients reported that their doctor provided them information regarding their
headache, 96,8% (min: 70%; max: 100%) considered it understandable and 87,6% (min:
0%; max: 100%) of them considered this information to be enough. Additionally, 96,4%
(min: 50%; max: 100%) of patients also reported receiving appropriate reassurance by their

primary care doctor.

Domain E. Convenience and comfort are part of optimal headache care. Although
only 46,6% (min: 0%; max: 100%) of the HCPs were satisfied with the quality of the service
environment, 96% (min: 60%; max: 100%) of the patients considered that it was clean and
comfortable and 100% of them expressed that they felt welcome. The mean waiting time
(reported by the patients’ questionnaires) was of 22,2 minutes (min: 7 minutes; max: 47,2
minutes). Regarding the average waiting times, 83,6% (min: 50%; max: 100%) of patients
and 82,7% (min: 60%; max: 100%) of HCPs expressed being satisfied.

Domain F. Achieving patient satisfaction is part of optimal headache care. Overall
satisfaction with the management was expressed by 99,3% (min: 90%; max: 100%) of the

patients.
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Domain G. Optimal headache care is efficient and equitable. Only 41,7% (min: 0%;
max: 100%) of HCPs reported having protocols to avoid wastage of resources on their units
and 58,3% (min: 0%; max: 100%) of them had records of running costs. Regarding these
two indicators, a significant variation of answers was observed between different units (with
a standard deviation of 51,5% on both cases). On the other hand, 83,5% (min: 68,8%; max:
100%) of HCPs referred that equal access to headache services in their units was ensured

for all who might need it.

Domain H. Outcome assessment is essential in optimal headache care. Only 5,5%
(min: 0%; max: 33,3%), 3,1% (min: 0%; max: 21,4%) and 2,6% (min: 0%; max: 14,6%) of
HCPs reported having outcome assessment instruments on symptoms, disability burden or

on quality of life, respectively, available in their units.

Domain |. Optimal headache care is safe. Records of serious adverse events were
available in 14,6% (min: 14,7%; max: 50%) of the reviewed cases and 60,8% (min: 0%;
max: 100%) of HCPs reported having formal protocols to ensure reporting of serious
adverse events in their units. For this last indicator, many different results were obtained

between different units (with a standard deviation of 30,9%).
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Table 5. Results of the questionnaires (% of positive answers)

Primary Care Units UCSP UCSP UCSP de UCSP USF USF USF USF USF USF USF USF USF USF USF Global

Arnaldo  Celas Cantanhede Fonte Arte Buarcos Fernando Moliceiro Pulsar Santiago Sé&o Serra  Trevim Viseu Vita- Mean

Sampaio do Nova Namora Joéo da Sol Cidade Saurium +SD

Rei de Lousa
Ovar

Al. Duration of complaint is 40 70 60 40 60 70 30 50 40 60 60 60 30 60 50 52+
recorded 13,2
A2. ICHD terminology is used 80 70 40 90 30 30 60 0 0 60 30 50 30 20 30 41,3
+
26,7
A3. Working diagnose at first 80 100 70 60 70 80 30 80 50 70 60 70 100 100 60 72+
visit is recorded 19,4
A4. Definitive diagnosis or 70 70 60 40 40 70 80 70 60 20 50 60 100 100 40 62 +
appointment for review 22.1
AS5. Routinely diagnostic review 100 100 100 100 100 85,7 100 100 100 100 100 90 100 85,7 90,9 96,8
during follow-up (doctors) +5,6
A6. Diagnostic diaries are 16,7 20 20 0 20 214 25 62,5 75 0 0 9,1 33,3 0 41,7 23+
available (manager + 225

doctors) '
Bla. Formal triage system exists 11,1 429 20 143 0 11,8 9,1 0 41,7 0 0 13,3 28,6 0 36,8 15,3
(manager + HCPs) +
15,5
Blb. It expedites appointments 22,2 28,6 0 28,6 0 17,7 27,3 0 58,3 0 0 0 28,6 0 36,8 16,5
of urgent cases (manager +
+ HCPs) 18 5
B2a. Time per visit (minutes), 30 24+ - 45 23,8 22,1+ 35+ 25+ 41,7 18,8 + 30+ 19,2 245 19+ 195+ 27
mean + 5D 9,4 +9 5,7 21,2 13,0 + 85 14,1 + 6,9 7,7 9,8 8,4

17,5 12,6

B2b.  Satisfaction with time per 0 100 - 100 90 100 100 90 100 100 100 100 90 100 100 90,7
visit (patients) +
26,5
B2c.  Satisfaction with time per 33,3 857 20 0 2272 43,8 30 38,5 18,2 12,5 33,3 37,5 0 46,2 12,5 28,9
visit (HCPs) +
21,4
B3 Frequency of symptoms is 30 70 40 30 20 60 20 30 30 30 50 20 0 10 10 30+
recorded 18,9
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Primary Care Units UCSP UCSP UCSP de UCSP USF USF USF USF USF USF USF USF USF USF USF Global
Arnaldo Celas Cantanhede Fonte Arte Buarcos Fernando Moliceiro Pulsar Santiago Sé&o Serra  Trevim Viseu Vita- Mean
Sampaio do Nova Namora Jodo da Sol Cidade Saurium +SD
Rei de Louséa
Ovar
B4. Prescribed drugs are 70 70 90 30 80 90 70 60 80 90 50 90 60 40 70 69,3
recorded +
18,7
B5. Access route to 625 714 81,8 25 30 93,8 90,9 53,3 41,7 100 50 64,7 100 50 77,8 66,2
psychological therapies +
exists (manager + doctors) 24 g
B6a. Instrument for disability 56,3 0 455 125 10 6,3 36,4 26,7 16,7 25 0 11,8 66,7 14,3 111 22,6
assessment is available +
(manager + HCPs) 20 5
B6b. Itis appropriate to assess 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 0
disability caused by
headache. (manager +
HCPs)
B7. Follow-up diary/calendar 18,8 14,3 18,2 12,5 40 25 45,5 20 41,7 0 0 17,7 33,3 7,1 38,9 22,2
available (manager + +
HCPs) 14,8
Cl. Referral pathway exists 88,9 71,4 90 85,7 71,4 94,1 90,9 90 83,3 83,3 100 93,3 100 100 89,5 88,8
(manger + HCPs) +8,9
C2. Urgent referral pathway 77,8 71,4 90 85,7 71,4 70,6 81,8 80 83,3 50 80 60 100 83,3 68,4 76,9
exists (manager + HCPs) +
12,2
Dla. Information leaflets are 6,3 0 9,1 12,5 0 18,8 18,2 20 18,2 0 0 18,8 16,7 14,3 27,8 12,1
available (HCPs) +9,0
D1b.  Doctor provides patient 100 100 - 100 90 100 100 100 100 100 100 100 100 100 100 99,3
with information (patients) +27
D1c. Information given 100 70 - 100 100 85,7 100 100 100 100 100 100 100 100 100 96,8
understandable (patients) +8,6
D1d. Amount of information 0 60 - 100 100 85,7 100 90 100 100 100 100 100 100 90 87,6
about right (patients) +
27,5
D2. Patients were given 100 50 - 100 100 100 100 100 100 100 100 100 100 100 100 96,4
reassurance (patients) +
13,3
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Primary Care Units UCSP UCSP UCSP de UCSP USF USF USF USF USF USF USF USF USF USF USF Global
Arnaldo Celas Cantanhede Fonte Arte Buarcos Fernando Moliceiro Pulsar Santiago Sé&o Serra  Trevim Viseu Vita- Mean
Sampaio do Nova Namora Jodo da Sol Cidade Saurium +SD
Rei de Louséa
Ovar
Ela. Service environment clean 20 0 33,3 857 333 25 60 42,9 0 50 100 875 80 69,2 11,8 46,6
and comfortable (HCPs) +
32,7
Elb.  Service environment clean 100 60 - 100 100 100 100 100 833 100 100 100 100 100 100 96,0
and comfortable (patients) +
11,3
E2. Satisfaction with welcome 100 100 - 100 100 100 100 100 100 100 100 100 100 100 100 100+
(patients) 0
E3a. Waiting time (minutes), 10 7t - 10 20,7 25,7+ 22,5 47,2 £ 18,3 20+ 32,5 26,2 34+ 14,5t 225+ 22,2
mean + SD 6,7 + 13 +10,6 73,3 *6,8 135 =35 + 22,7 4.4 20,3 £10,
13,4 25,7 8
E3b. Satisfaction with waiting 100 90 - 100 100 71,4 50 80 83,3 75 100 80 60 80 100 83,6
time (patients) +
16,0
E3c.  Satisfaction with waiting 80 100 60 57,1 77,8 93,75 80 92,3 63,6 75 100 93,8 80 92,3 94,1 82,7
time (HCPs) +
141
F1. Satisfaction with overall 100 90 - 100 100 100 100 100 100 100 100 100 100 100 100 99,3
management (patients) +27
G1. Protocol to limit wastage 0 - 0 0 100 - 100 0 0 - 100 100 0 0 100 41,7
exists (manager) +
51,5
G2. Record of input costs exists 0 - 0 0 100 - 100 100 0 - 0 100 100 100 100 58,3
(manager) +
51,5
G3. Policy to ensure equal 68,8 100 72,7 625 77,8 100 72,7 93,3 91,7 87,5 75 88,2 83,3 78,6 100 83,5
access exists (manager + +
HCPs) 12 1
H1. An outcome measure 0 143 9,1 0 0 6,3 0 0 8,3 0 0 5,9 33,3 0 56 55+
based on self-reported 8,9

symptom burden is
available (manager +
HCPs)
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Primary Care Units UCSP UCSP UCSP de UCSP USF USF USF USF USF USF USF USF USF USF USF Global
Arnaldo Celas Cantanhede Fonte Arte Buarcos Fernando Moliceiro Pulsar Santiago Sé&o Serra  Trevim Viseu Vita- Mean
Sampaio do Nova Namora Jodo da Sol Cidade Saurium +SD
Rei de Lousa
Ovar

H2. An outcome measure 0 0 0 0 10 6.3 0 0 8,3 0 0 0 0 21,4 0 31%
based on self-reported 6.1
disability burden is '
available (manager +
HCPs)

H3. An outcome measure 6,3 0 0 0 0 6.3 0 6,7 0 0 0 5,9 0 14,3 0 26%
based on self-reported 4.3
quality of life is available '
(manager + HCPs)

11. Prescribed drugs are 70 70 90 30 80 90 70 60 80 90 50 90 60 40 70 69,3
recorded +

18,7

12a. Serious adverse events are 0 50 40 0 0 10 30 10 20 10 0 20 0 30 0 14,7

recorded +
16,4

12b. A protocol exists for 43,75 429 0 0 90 75 63,6 46,7 75 75 100 52,9 100 64,3 83,3 60,8
reporting serious adverse +
events (manager + HCPs) 30 5

HCPs Health-care providers, ICHD International Classification of Headache Disorders, SD standard deviation, USF unidade de saude familiar, UCSP unidade de cuidados
personalizados

26



Discussion

The present study was developed as a complement to previous studies published in
the domain of quality of headache care in specialized centres. Although an evaluation of
the service quality in the participating primary care units was performed, the main purpose
of this study was to evaluate the feasibility of the quality indicators themselves and the set
of instruments by which they were assessed in these settings, in order to conclude whether
they can also be applied at a primary-care level.

At the end stage of the study, feedback from the local research assistants was
collected by using an online questionnaire. It allowed to conclude that patients’
guestionnaires were easily accepted and understood and were not overly time-consuming,
which allowed for their completion at the end of each appointment. The HCPs’
guestionnaires were broadly accepted as well. However, knowing that most questions
would imply “yes or no” answers (e.g: “Is there a formal triage system in your unit?”), we
often obtained contradictory answers within each unit. This raised the question whether
such items led to different interpretations between HCPs or if some had incorrect notions
about the type of service provided in their unit. For this reason, an optimization of the
methods of assessment of these indicators may be necessary for further evaluations in the
context of primary care level. Regarding the local assistants’ role, the major difficulty
reported by them at the end of the study was the limited time period for data collection,
given the fact that only patients with headache could be included on the sample and most
of the patients who they worked on their daily activity were not eligible. This difficulty also
raised another question: knowing that headache disorders are currently one of the highest
causes of disability worldwide [1,2], how often do patients devalue their complaints or do

not manifest them in appointments with their primary care doctors?

Although the 15 participating units represented diverse backgrounds within the
central region of Portugal [10], findings between them in this study were apparently
comparable. Some common trends in practice were evident, giving a brief idea of the current

standards of headache care service in this region.

On a general level, many of the evaluated quality indicators provided results
deserving reflexion. Most of the reviewed clinical records were lacking essential information
(such as duration and frequency of symptoms or an accurate diagnosis according ICHD
terminology, each with a mean of positive answers of 52%, 30% and 41,3% respectively).
The results of the study suggest that formal triage systems were not available in the
evaluated units (mean of positive answers of 15,3%). Most HCPs reported not making use

of tools such as diagnostic headache diaries (mean of positive answers of 23%),
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instruments for disability assessment (mean of positive answers of 22,6%) or follow-up
calendars (mean of positive answers of 22,2%). Knowing that a correct diagnosis of primary
headache disorders can only be supported by the patient’s history[2,11], the use of
diagnostic diaries for headache patients should be a priority in primary care, by allowing the
patient to keep record of symptoms, temporal patterns and acute medication use/overuse
prior to formal diagnosis [11]. Assessment of impact can support a patient's management
by establishing the need and priority for treatment [11]. Lastly, follow-up calendars for
headache patients can also prove to be helpful, by encouraging compliance to prophylactic
medication and allowing the patient to keep record of use/overuse of acute medication,
effect of treatment and overall progress [11]. Such tools have already been developed by
LTB and EHF and are recommended for routine use in the primary care level [11]. Results
also reveal that outcome measure instruments are also not available in evaluated units
(either based on symptom burden, disability burden or quality of life, each with a mean of
positive answers of 5,5%, 3,1% and 2,6% respectively). Although the focus of most of
primary care units is the treatment of the patients’ symptoms, evaluation of their outcomes
can also be of great utility [11]. Accurate recording of outcomes, more than simply being an
example of good recordkeeping, serves as a support for patient follow-up and guides the
achievement of best future outcomes. Furthermore, the lack of use of recognised outcome
measures represents a missed opportunity for these units to self-evaluate their outcomes
against benchmarks and knowing how to work towards better quality of care. For this
purpose and in order to aid primary care centres, LTB developed the The Headache Under
Response to Treatment (HURT) questionnaire as a tool for measuring outcomes to guide
follow-up [12] and The Headache-Attributed Lost Time (HALT) Indices as a tool for

measuring outcomes in disability burden in follow-up [13].

On the other hand, this study also reached many positive findings regarding quality
of headache care in the primary care level, in this region. Results showed that diagnostic
review during follow-up appointments was routinely practiced (mean of positive answers of
96,8%), referral pathways to specialized levels of care were available (mean of positive
answers of 88,8%) and equal access to healthcare was ensured (mean of positive answers
of 83,5%).

Additionally, the study uncovered other difficulties in certain participating units when
compared to the others. Firstly, some HCPs reported not having availability of access routes
to psychological therapies for headache patients in their units (mean of positive answers of
66,2% with a standard deviation of 24,46%), which are currently recommended for pain
management in many cases of chronic headache [11]. Records of input costs and protocols

to limit wastage were also reported as unavailable in many units (each with a mean of
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positive answers of 41,7% and 58,3% respectively and standard deviation of 51,49% on
both cases). Although these two indicators were initially proposed by EHF and LTB for
measuring efficiency of treatment in specialized centres [7], it is likely that they alone cannot
provide sufficient information on quality of treatment of headache in non-specialized
centres, since these units often deal with many other resource-demanding chronic disorders
[14]. Protocols for reporting serious adverse events were also reported as missing in some
units (mean of positive answers of 60,8% with a standard deviation of 30,9%). For this
reason, while reviewing the clinical records from these units, it was not possible to conclude

whether no serious adverse events had occurred or if these had simply not been recorded.

Contrasting with the discussed findings, patients’ answers regarding headache care
service quality were tendentially very positive in every unit and most of them expressed
being satisfied with their overall management (mean of positive answers of 99,3%). An
interesting finding was that patients expressed more satisfaction with the duration of their
appointments and with the quality of the service environment (mean of positive answers of
90,7% and 96% respectively) than their HCPs (mean of positive answers of 28,9% and
46,6% respectively). Reflecting upon these results, it is possible that many of the evaluated
quality indicators may have little influence on patient’s overall satisfaction regarding
headache care, when accessed on a primary care level. This study itself was not able to
identify which factors have more impact on patient’'s satisfaction or dissatisfaction,
therefore, a more detailed evaluation on this may be important, in order to assess service
quality in the future. It is also important to take in consideration that the positivity of these
results raised some questions. Firstly, given the study settings, even though questionnaires
were answered individually and anonymously, this study was not able to exclude the
possibility of some of the patients’ answers being positively influenced by their personal
relationship with their primary care doctor. Secondly, only the patients who attended their
appointments were inquired in this study. Therefore, it was not possible to establish a
comparison with answers from other headache patients who missed their scheduled
appointment or who did not have one, and whether this factor was correlated or not with
their satisfaction. For this reason, a broader sample, including not attending patients but
who were recently followed by complaints of headache, may be relevant for further

investigations on this area.

The strength of this study was the inclusion of various diverse primary care units in
the central region of Portugal, as mean to represent as best as possible its population. On
the other hand, to develop a study of this kind in such settings implied many limitations.
Given the restricted time period for data collection, many units were not able reach the

minimum goal of 10 inquired patients per unit. This led to, in many cases, a sample too
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small to allow a valid comparison between different units, making it merely descriptive and
suggestive rather than looking for statistically significant data. Therefore, this study ended
up paying more attention to the results as a whole and trying to understand the common
aspects of practice in this level of care. This study also lacked a more detailed evaluation
of the quality of diagnosis and treatments. For such evaluation, the protocol developed by
LTB and EHF would require the collaboration of an external expert in headache disorders
to participate in the retrospective review of clinical records. However, given the lack of
resources, this examination was simplified and undertaken by the nominated local research
assistants. Nonetheless, this study’s findings were able to undercover many opportunities
for improvement in the management of headache in primary care level, providing guidance
for these units to achieve better quality of treatment. All results were shared with the
participating units during the development of this work. This information is, however, ready
to be shared within primary care units in Portugal, altogether with the recommendations
from EHF and LTB for headache management in primary care.
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Conclusion

This was the first study to evaluate the headache quality indicators promoted by EHF
and LTB in the primary care level in Portugal. It revealed that the promoted quality indicators
have utility in evaluating headache service quality in the primary care level and that the
proposed methods to assess them proved easy to apply in this context. Although EHF and
LTB recommend the same quality indicators both for specialized centres and non-
specialized centres, this study also showed that special attention should be paid in some
items when comparing results between the two levels of care, given their different

structures.

Regarding quality of treatment in the evaluated units, this study was able to
demonstrate various common trends and deficits that might serve as guidance for improving
quality in future interventions. It highlighted the lack of complete clinical records (including
description of temporal profile of headache and diagnosis based on the ICHD) and routine
use of diagnostic headache diaries as priority concerns for this purpose.
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Appendix 1 — ARS CENTRO Ethics Committee

Approval (in Portuguese)

L)
GOVERNOG DER L ADMINISTRAGAD
Pﬂ_ MS( REGIONAL DE
O — SAUDE DO CENTRO,LP

COMISSAO DE ETICA PARA A SAUDE

PARECER FINAL: DespacHO: : ;

Parecer favordvel. ;
S Avluq
Gonselho Diretivo
in A.R.S.do Centro, LP

97/2019 - "QUALIDADE DE CUIDADOS PRESTADOS mﬁ@om CEFALEIA:
AVALIACAO DE INDICADORES DE QUALIDADE EM CUIDADOS DE SAUDE
PRIMARIOS" i

ASSUNTO:

Esta Comissdo de Etica deverd receber copia do relatério final,  or. Luls iltdo fabral

Vogal,

5
Dr, MarTo Ruivo

Vogal,

Como primeiro autor este trabalho tem Eduardo Jodo Fernandes de Oliveira.

Objetivo Geral

e Caracterizar a prestagiio de cuidados de satide ao doente com cefaleias em vérias Unidades
de Cuidados de Satde Personalizados (UCSP) e Unidades de Saiude Familiares (USF) na zona
centro de Portugal, utilizando, para tal, indicadores de qualidade previamente definidos por
painéis de peritos.

Objetivos Especificos

e Avaliar os seguintes indicadores de qualidade na prestagiio de cuidados ao doente com
cefaleia, através da realizagfio de questiondrios e auditoria do registo clinico de doentes com
cefaleias:

A) Exatidéio do diagndstico;

B) Individualizagdo do tratamento;

C) Adequagio dos meios de referenciagio;

D) Educagio do doente sobre a doenga e tratamento,

E) Conveniéncia e conforto do tratamento;

F) Satisfagiio do doente;

G) Eficiéncia e equitatividade do tratamento;

H) Avaliagdo dos resultados por parte das entidades cuidadoras;

I) Seguranga do tratamento.

® Proceder a comparagdo dos dados obtidos em UCSP/USF na zona centro de Portugal com os
dados obtidos em estudos prévios em centros especializados.




Poml AR,

SAUDE DO CENTRO.LP

COMISSAO DE ETICA PARA A SAUDE

\

Material ¢ métodos (maximo de 500 palavras):
Tipo de estudo:
Este estudo decorrerd em duas partes distintas:

Parte 1 - Estudo descritivo (transversal), baseado na aplicagfio de dois questiondrios distintos:
1) a uma amostra de doentes com queixas de cefaleias; 2) e a profissionais de
salide/funcionérios das varias UCSP/USF participantes no estudo.

Parte 2 — Auditoria ao registo clinico de processos de doentes acompanhados por queixas de
cefaleia, nas varias UCSP/USF participantes no cstudo.

Sele¢iio da amostra:

Setfio convidadas a participar neste estudo 10-15 UCSP/USF da zona centro de Portugal,
representativas, na medida do possivel, de varias realidades geograficamente distintas. Por
cada UCSP/USF participante, serdio incluidos na Parte 1 do estudo:

o 10 doentes (no minimo) que, consecutivamente, recorram & consulta em cada uma das
UCSP/USF especificamente por queixas de cefaleia (independentemente do tipo ou
diagndstico preciso) ¢ que, de forma presencial, possam assinar o documento de
Consentimento Informado.

® Todos os profissionais de satide (médicos, enfermeiros ou outros técnicos), assim como
técnicos administrativos que trabalhem em cada uma das UCSP/USF participantes no estudo.

Para a Parte 2 do estudo, serdo selecionados aleatoriamente 10 processos clinicos
correspondentes a utentes que, em cada uma das UCSP/USF participantes no estudo, sejam
acompanhados por terem queixas de cefaleia. A identificagfio destes processos clinicos serd
realizada com recurso ao sistema de codificagiio informatica em uso em cada uma das
Unidades de Saide participantes.

Critérios de inclusdo:
e Utentes das UCSP/USF da zona centro, que recorram as respetivas unidades por queixas de
cefaleia, independentemente da sua natureza (primdria ou secundéria);

® Profissionais de saide — médicos, enfermeiros e outros técnicos (psicélogos, fisioterapeutas,
etc., caso a Unidade disponha deles) — das UCSP/USF da zona centro;

e Técnicos administrativos das UCSP/USF da zona centro;
e Assinatura do documento de consentimento informado.

Critérios de exclusio:
e Individuos analfabetos;
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Fonftes e suporte de informagio:

Os dados do estudo e varidveis a analisar serdio recolhidos pelos investigadores através de dois
questiondrios, dirigidos a duas populagdes distintas: 1) utentes com queixas de cefaleia; 2)
profissionais de satde ¢ técnicos administrativos a exercer fungdes em cada uma das
UCSP/USF participantes no estudo.

Os dados dos utentes serdo colhidos de forma andnima, por preenchimento do questiondrio
aquando da consulta na UCSP/USF. A idade, o sexo e o diagnostico principal de cada utente,
ao qual for entregue o questiondrio, seriio registados separadamente no banco de dados,
excluindo quaisquer dados identificadores da pessoa. Os investigadores recolherdo
pessoalmente todos 0s questionarios que forem preenchidos em cada uma das Unidades de
Saide que participem no estudo.

Tem cronograma fiavel.

Expectativa de resultados (méximo de 200 palavras):

E expectivel que exista uma noglio empirica de qualidade associada a prestagiio de cuidados de
salide a utentes com queixas de cefaleia em todas as Unidades que participariio no estudo.
Ainda assim, a utiliza¢fio de indicadores objectivos, previamente definidos em estudos de
caracter internacional. pode ajudar a quantificar, de uma forma mais precisa, essa mesma
nog¢do. Antecipamos que existam lacunas em alguns dos indicadores que utilizaremos no
estudo, mas esta caracterizagdo sistematica ajudard, dessa forma, a defini¢do de estratégias
de melhoria que poderido, posteriormente, ser implementadas em cada uma das Unidades,
com o objectivo de aproximar as praticas ao que se consideram ser os melhores padrdes de
assisténcia clinica a pessoas com cefaleia.

O consentimento informado esta conforme.

Estudo interessante e de valor tem bom desenho e merece a aprovaglio desta Comissdio de Etica.

Coimbra, 03 de outubro de 2019 ( O \z_
S 0—. )

Carlos Fontes Ribeiro
Presidente da Comissdo de Etica

(,ﬁ | GV

Luiz Miguel Santiago
Relator







Appendix 2-0riginal Informed Consent for Patients

(in Portuguese)

Consentimento Informado, Livre e Esclarecido para participagdao em
investigacao (Utentes)

Por favor, leia com atengdo a sequinte informag¢do. Se achar que algo estd incorreto ou que
ndo estd claro, ndo hesite em solicitar mais informag¢des. Se concorda com a proposta que
lhe foi feita, queira assinar este documento.

Titulo do estudo: QUALIDADE DE CUIDADOS PRESTADOS AO DOENTE COM CEFALEIA:
AVALIACAO DE INDICADORES DE QUALIDADE EM CUIDADOS DE SAUDE PRIMARIOS

Enquadramento: O presente estudo estd a ser desenvolvido em contexto de tese de
Mestrado Integrado em Medicina, por um aluno da Faculdade de Medicina da Universidade
de Coimbra, orientada pelo Dr. Filipe Palavra e Dra. Inés Rosendo, assistentes convidados
da mesma instituigdo.

Apesar de as cefaleias representarem um grande problema de saude publica,
constituindo uma causa importante de incapacidade, até a data, ainda nao foi estabelecida
uma definicdo universal e concreta de qualidade na abordagem clinica do doente com
cefaleias, que permita uma orientacdo mais eficiente e eficaz destes. Deste modo, este
estudo pretende dar continuidade ao projeto colaborativo entre a European Headache
Federation (EHF) e a Lifting The Burden (LTB), no ambito da Campanha Global contra a
Cefaleia, que visa a avaliagdao da qualidade de prestacdao de cuidados no doente com
cefaleia, a nivel mundial.

O estudo visa a aplicacdo de uma lista de indicadores de qualidade assistencial aos
doentes com queixas de cefaleia (promovida pela EHF e pela LTB) em varias unidades de
salde da zona centro de Portugal (Unidades de Cuidados de Saude Personalizados e
Unidades de Saude Familiares), o que permitira, pela primeira vez, testar as definicdes de
qualidade ja aferidas para os centros especializados e identificar as eventuais lacunas
existentes entre os diferentes niveis de cuidados, com vista a implementar um conjunto de
estratégias globais de melhoria assistencial ao doente com queixas de cefaleia.

Explicacdo do estudo: S3o convidados a participar voluntariamente neste estudo, os
utentes das UCSP/USF da Regido Centro, que recorram as respetivas unidades por queixas
de cefaleia, independentemente da sua natureza (primdria ou secundaria).

Os dados do estudo e variaveis a analisar serdo recolhidos pelos investigadores
através de um questionario.

Os dados dos utentes serdo colhidos de forma andnima, por preenchimento do
questionario aquando da consulta na UCSP/USF. A idade, o sexo e o diagndstico principal
de cada utente, ao qual for entregue o questionario, serdo registados separadamente no
banco de dados, excluindo quaisquer dados identificadores da pessoa. Os investigadores
recolherdo pessoalmente todos os questiondrios que forem preenchidos em cada uma das
Unidades de Salude que participem no estudo.
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Condicdes e financiamento: Os préprios investigadores financiardao o estudo e ndo havera
pagamentos a investigadores ou participantes, nem compensacdao de despesas de
deslocagdo. A participacdo é de cardcter voluntdrio voluntdria e ndo haverd prejuizos
assistenciais ou outros, em caso de ndo participagao.

Confidencialidade e anonimato: Serdo salvaguardados o anonimato e a confidencialidade
do participante, assim como o sigilo das informacdes recolhidas, que serdo guardadas de
forma codificada.

Agradecemos a sua colaboragao.

Investigador responsavel pelo projeto: Eduardo Oliveira, aluno da Faculdade de Medicina
da Universidade de Coimbra
Contacto: eduardo5joliveira@gmail.com

Assinatura/s:

Declaro ter lido e compreendido este documento, bem como as informag¢des verbais que me
foram fornecidas pela/s pessoa/s que acima assina/m. Foi-me garantida a possibilidade de,
em qualquer altura, recusar participar neste estudo sem qualquer tipo de consequéncias.
Desta forma, aceito participar neste estudo e permito a utiliza¢do dos dados que de forma
voluntdria forneco, confiando em que apenas serdo utilizados para esta investigagdo e nas
garantias de confidencialidade e anonimato que me sdo dadas pelo/a investigador/a.

Nome:

Assinatura: ata: / /

Este documento é composto de 2 pagina/s e feito em duplicado:
uma via para o/a investigador/a, outra para a pessoa que consente
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Appendix 3 - Original Informed Consent for

Healthcare Providers (in Portuguese)

Consentimento Informado, Livre e Esclarecido para participagdao em
investigacao (Funcionarios)

Por favor, leia com atengdo a sequinte informag¢do. Se achar que algo estd incorreto ou que
ndo estd claro, ndo hesite em solicitar mais informag¢des. Se concorda com a proposta que
lhe foi feita, queira assinar este documento.

Titulo do estudo: QUALIDADE DE CUIDADOS PRESTADOS AO DOENTE COM CEFALEIA:
AVALIACAO DE INDICADORES DE QUALIDADE EM CUIDADOS DE SAUDE PRIMARIOS

Enquadramento: O presente estudo estd a ser desenvolvido em contexto de tese de
Mestrado Integrado em Medicina, por um aluno da Faculdade de Medicina da Universidade
de Coimbra, orientada pelo Dr. Filipe Palavra e Dra. Inés Rosendo, assistentes convidados
da mesma instituigdo.

Apesar de as cefaleias representarem um grande problema de saude publica,
constituindo uma causa importante de incapacidade, até a data, ainda nao foi estabelecida
uma definicdo universal e concreta de qualidade na abordagem clinica do doente com
cefaleias, que permita uma orientacdao mais eficiente e eficaz dos doentes com cefaleia.
Deste modo, este estudo pretende dar continuidade ao projeto colaborativo entre a
European Headache Federation (EHF) e a Lifting The Burden (LTB), no ambito da Campanha
Global contra a Cefaleia, que visa a avaliacdo da qualidade de prestacdao de cuidados no
doente com cefaleia, a nivel mundial.

O estudo visa a aplicacdo de uma lista de indicadores de qualidade assistencial aos
doentes com queixas de cefaleia (promovida pela EHF e pela LTB) em varias unidades de
salde da zona centro de Portugal (Unidades de Cuidados de Saude Personalizados e
Unidades de Saude Familiares), o que permitira, pela primeira vez, testar as definicdes de
qualidade ja aferidas para os centros especializados e identificar as eventuais lacunas
existentes entre os diferentes niveis de cuidados, com vista a implementar um conjunto de
estratégias globais de melhoria assistencial ao doente com queixas de cefaleia.

Explicacdo do estudo: Sdo convidados a participar voluntariamente neste estudo todos os
profissionais de saude (médicos, enfermeiros ou outros técnicos), assim como técnicos
administrativos que trabalhem em cada uma das UCSP/USF participantes.

Os dados do estudo e varidveis a analisar serdo recolhidos pelos investigadores
através de um questionario.

Os investigadores recolherdo pessoalmente todos os questiondrios que forem
preenchidos em cada uma das Unidades de Saude que participem no estudo.

Condicoes e financiamento: Os préprios investigadores financiardo o estudo e ndo havera
pagamentos a investigadores ou participantes, nem compensa¢do de despesas de
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deslocagao. A participagao é de caracter voluntario e ndo havera prejuizos profissionais ou
outros, em caso de nao participagao.

Confidencialidade e anonimato: Serao salvaguardados o anonimato e a confidencialidade
do participante, assim como o sigilo das informacgdes recolhidas, que serdo guardadas de
forma codificada.

Agradecemos a sua colaboragao.

Investigador responsavel pelo projeto: Eduardo Oliveira, aluno da Faculdade de Medicina
da Universidade de Coimbra
Contacto: eduardo5joliveira@gmail.com

Assinatura/s:

Declaro ter lido e compreendido este documento, bem como as informagdes verbais que me
foram fornecidas pela/s pessoa/s que acima assina/m. Foi-me garantida a possibilidade de,
em qualquer altura, recusar participar neste estudo sem qualquer tipo de consequéncias.
Desta forma, aceito participar neste estudo e permito a utilizagdo dos dados que de forma
voluntdria fornego, confiando em que apenas serdo utilizados para esta investigagdo e nas
garantias de confidencialidade e anonimato que me sdo dadas pelo/a investigador/a.

Nome:

Assinatura: Data: / /

Este documento é composto de 2 pagina/s e feito em duplicado:
uma via para o/a investigador/a, outra para a pessoa que consente
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Appendix 4 — Original Questionnaire for Patients (in

Portuguese)

Projeto de Investigacao:
Avaliacao da Qualidade do Servico de Saude

na area das Cefaleias

Unidade de Saude:

Questionario - Utente

No ambito da Campanha Global contra as Cefaleias (Global Campaign against
Headache), alguns centros de cuidados primarios em Portugal estdo a colaborar
para definir como se pode medir a qualidade dos servicos de saude na area das
Cefaleias. Este é o primeiro passo no sentido de efetuar melhorias nos servigos

de saude nesta area, a nivel local, nacional e internacional.

Foi determinada uma definicao consensual de qualidade, assim como uma série
de medidas de qualidade e estas medidas necessitam agora de ser testadas.
Uma parte fundamental deste teste é perguntar as pessoas (isto &, utentes) que
visitaram recentemente uma Unidade de Saude que colaboram neste projeto
guais as suas perspetivas e impressdoes sobre o servico que obtiveram na

abordagem das suas cefaleias.

Por favor, participe neste projeto com a sua resposta ao breve questionario que
se segue. Por favor coloque uma cruz no circulo que traduz a resposta mais
apropriada para cada questdo. As suas respostas ndo influenciam nem

influenciarao o seu tratamento.

Uma vez que tenha completado o questionario, entregue-o ao coordenador do
estudo na sua Unidade de Saude, que o fara depois chegar aos investigadores

principais.
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A preencher pela equipa de investigacao:

ID:

Diagndstico:

Tipo de consulta:

A) Primeira consulta
B) Consulta de seguimento

Data de preenchimento:
/ /20

Acerca do Servico que recebeu nesta Unidade:

1. Quanto tempo é que o médico dispendeu consigo (no total,
incluindo a observacgao e a consuita)?

Tempo aproximado: minutos

2. Esta quantidade de tempo foi...:
O ...insuficiente?
O ...adequada?
O ...demasiada?
3. 0 médico forneceu-lhe informacao acerca da sua cefaleia (dor
de cabeca) e sobre as opgoes de tratamento possiveis?
O sim
O nao
4. A informacao que recebeu era compreensivel?
O sim
O nao
O ndo aplicavel

5. A quantidade de informacao que recebeu foi...
O ...insuficiente?
O ...adequada?
O ...demasiada?
O ndo aplicavel
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6. Foi tranquilizado pelo médico?
O sim

O nao

7. Ficou satisfeito com a limpeza e conforto da Unidade de Saude?
O sim

O nao

8. Sentiu-se bem-vindo na consulta do médico?
O sim
O nao

9. Quanto tempo esperou até entrar na consulta?

Aproximadamente minutos

10. O tempo de espera foi ...
O ...excessivamente longo?
O... demasiado longo?

O ...razoavel?

11. Globalmente, o0 que pensa do tratamento que recebeu para as
suas cefaleias (dores de cabega)?

O muito bom

O bom

O adequado

O mau

O muito mau

Se desejar efectuar comentarios adicionais, por favor utilize este

espaco ou o verso da folha.

Muito obrigado por completar este questionario.
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Appendix 5 - Original Questionnaires for

Healthcare Providers (in Portuguese)

Projeto de Investigacao:
Avaliacao da Qualidade do Servico de Saude na area

das Cefaleias

Unidade de Saude:

No ambito da Campanha Global contra as Cefaleias (Global Campaign against
Headache), alguns centros de cuidados primarios em Portugal estdao a colaborar para
definir como se pode medir a qualidade dos servicos de saude na area das Cefaleias.
Este é o primeiro passo no sentido de efetuar melhorias nos servigos de salde nesta

area, a nivel local, nacional e internacional.

Foi determinada uma definicdo multi-dimensional de qualidade, assim como uma série
de indicadores de qualidade e estes necessitam agora ser avaliados por uma auditoria
a varias Unidades de Saude, em cada um dos centros colaborantes. Os profissionais de
salde e os utentes vdo ser convidados a preencher um questionario breve e sera
efectuada uma auditoria a base de dados clinica do centro. Uma parte fundamental
deste teste é perguntar as pessoas (isto &, utentes) que visitaram recentemente as
Unidades de Saude que colaboram neste projeto quais as suas perspectivas e

impressodes sobre o servico que obtiveram na abordagem das suas cefaleias.

Este questionario é dirigido aos profissionais de salde e técnicos administrativos, que
serao questionados sobre o servigo que fornecem, em termos de cefaleias. Por “servico”
entendemos qualquer fornecimento de apoio em cefaleias por médicos de medicina geral
e familiar, enfermeiros, psicélogos, fisioterapeutas e até técnicos administrativos, numa

perspectiva mais logistica e organizacional.

Por favor, complete o questionario seguinte marcando a resposta mais relevante a
questdao que lhe é colocada (responda apenas as perguntas que considerar que se
adequam a sua atividade). Uma vez que tenha completado o questionario, entregue-o
ao coordenador do estudo na sua Unidade de Salde, que o fara depois chegar aos

investigadores principais.
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Qustionario - Secretario(a)/Técnico(a)

administrativo(a)

Por favor, forneca alguma informacao sobre si. E:

A) Secretario(a) B) Técnico(a) administrativo(a)

Data de preenchimento: / /20

1. Existe um sistema formal de triagem no seu Centro
(qualquer sistema que identifique as necessidades do
doente durante o primeiro contacto teleféonico e que reaja de
acordo com estas necessidades)?

O sim
O nao

2. O seu sistema de triagem esta desenhado para identificar
casos potencialmente urgentes para antecipar a consulta?

O sim
O nao

3. No seu Centro existe uma via de referenciagao para Centros
de cuidados diferenciados?

O sim
O nao

4. Ha uma via de referenciacao urgente, quando necessario?
O sim
O nao
O ndo aplicavel

Se desejar efectuar comentarios adicionais, por favor utilize este

espaco ou o verso da folha.

Muito obrigado por completar este questionario.
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Questionario - Médico(a)

Por favor, forneca alguma informacéao sobre si. E Médico(a):

A) Da Equipa da Unidade de Saude B) Interno ou Estagiario

Data de preenchimento: / /20

1. Os diagnosticos efectuados na primeira consulta sao revistos
nas consultas de seguimento?

O sim
O nao
O nao efectuamos seguimento

2. Ha diarios de diagnodstico de cefaleias disponiveis no seu
Centro de Cefaleias ?

O sim
O nao
O nao sei

3. Existe um sistema formal de triagem no seu Centro
(qualquer sistema que identifique as necessidades do doente
durante o primeiro contacto telefénico e que reaja de acordo
com estas necessidades)?

O sim
O nao -> siga para a questao 5
O nao sei -> siga para a questao 5

4. O seu sistema de triagem esta desenhado para identificar
casos potencialmente urgentes para antecipar a consulta?

O sim
O nao
O nao sei

5. Ha tempo suficiente em cada consulta para assegurar uma
gestao adequada ?

O sim
O nao
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6. No seu Centro existe uma via de acesso a terapéuticas
psicoldogicas ? (podendo ser oferecidas no proprio centro ou
por referenciacao direta para outro servico)

O sim
O nao
O nao sei

7. No seu Centro existe um instrumento para avaliar
incapacidade ?
O sim
O nao -> siga para a questao 9
O nao sei -> siga para a questao 9

8. O instrumento que o seu Centro tem disponivel é especifico
para avaliar a incapacidade determinada pelas Cefaleias?

O sim
O nao
O nao sei

9. No seu Centro existe um diario ou calendario de seguimento
disponivel ?

O sim
O nao

10. No seu Centro existe uma via de referenciacao para
Centros de cuidados diferenciados?

O sim
O nao -> siga para a questao 12
O nao sei -> siga para a questao 12

11. Ha uma via de referenciacao urgente, quando necessario?
O sim
O nao

12. No seu Centro ha folhetos informativos disponiveis para
os doentes com Cefaleias?

O sim
O nao
O nao sei

13. Esta satisfeito com a limpeza e conforto do ambiente no
seu Centro?

O sim
O nao

14. Geralmente considera que o tempo de espera no dia da
consulta dos doentes é aceitavel ?

O sim
O nao
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15. O seu Centro é equitativamente acessivel a todos os
doentes que dele necessitem?

O sim
O nao
O nao sei

16. O seu Centro tem uma medida de resultados disponivel
que seja baseada na auto-avaliacao do impacto dos
sintomas?

O sim
O nao
O nao sei

17. O seu Centro tem uma medida de resultados disponivel
que seja baseada na auto-avaliacao da incapacidade?

O sim
O nao
O nao sei

18. O seu Centro tem uma medida de resultados disponivel
que seja baseada na auto-avaliacao da qualidade de vida?

O sim
O nao
O nao sei

19. No seu Centro existe um protocolo (regras e
procedimentos escritos) para reportar efeitos adversos
graves que possam ocorrer?

O sim
O nao
O nao sei

Se desejar efectuar comentarios adicionais, por favor utilize este

espaco ou o verso da folha.

Muito obrigado por completar este questionario.
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Questionario - Coordenador(a) do Centro

Por favor, indique qual a sua qualificacao:

B) Médico B) Enfermeiro C) Qualificacao nao clinica

Data de preenchimento: / /20

1. Ha diarios de diagnoéstico de cefaleias disponiveis no seu
Centro?

O sim
O nao

2. Existe um sistema formal de triagem no seu Centro
(qualquer sistema que identifique as necessidades do doente
durante o primeiro contacto telefénico e que reaja de acordo
com estas necessidades)?

O sim
O nao -> siga para a questao 4

3. O seu sistema de triagem esta desenhado para identificar
casos potencialmente urgentes para antecipar a consulta?

O sim
O nao

4. No seu Centro existe uma via de acesso a terapéuticas
psicologicas ? (podendo ser oferecidas no proprio centro ou
por referenciacao direta para outro servico)

O sim
O nao

5. No seu Centro existe um instrumento para avaliar
incapacidade ?

O sim
O nao -> siga para a questao 7

6. O instrumento que o seu Centro tem disponivel é especifico
para avaliar a incapacidade determinada pelas Cefaleias ?

O sim
O nao

7. No seu Centro existe um diario ou calendario de seguimento
disponivel ?

O sim
O nao
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8. No seu Centro existe uma via de referenciacao para Centros
de cuidados diferenciados?

O sim
O nao -> siga para a questao 10

9. Ha uma via de referenciacao urgente, quando necessario?
O sim
O nao

10. No seu Centro ha folhetos informativos disponiveis para
os doentes com Cefaleias?

O sim
O nao

11. Existe um protocolo (regras e procedimentos escritos)
que limitem o desperdicio de recursos no seu Centro?

O sim
O nao

12. No seu Centro existe um registo de custos correntes ?
O sim
O nao

13. O seu Centro é equitativamente acessivel a todos os
doentes que dele necessitem?

O sim
O nao

14. O seu Centro tem uma medida de resultados disponivel
que seja baseada na auto-avaliacao do impacto dos
sintomas?

O sim
O nao

15. O seu Centro tem uma medida de resultados disponivel
que seja baseada na auto-avaliacao da incapacidade?

O sim
O nao

16. O seu Centro tem uma medida de resultados disponivel
que seja baseada na auto-avaliacao da qualidade de vida?

O sim
O nao

17. No seu Centro existe um protocolo (regras e
procedimentos escritos) para reportar efeitos adversos
graves que possam ocorrer?

O sim
O nao

Se desejar efectuar comentarios adicionais, por favor utilize este

espaco ou o verso da folha.
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Questionario - Outros Profissionais de Saude

Vd

Por favor, forneca alguma informacao sobre si. E:

B) Enfermeiro(a) B) Psicologo(a) C) Fisioterapeuta D) Outro(a)

Data de preenchimento: / /20

1. Ha tempo suficiente em cada consulta para assegurar
uma gestao adequada ?

O sim
O nao

2. No seu Centro existe uma via de acesso a terapéuticas
psicologicas ? (podendo ser oferecidas no proprio centro
ou por referenciacao direta para outro servico)

O sim
O nao
O nao sei

3. No seu Centro existe um instrumento para avaliar
incapacidade ?

O sim

O nao -> siga para a questao 5

O nao sei -> siga para a questao 5

4. O instrumento que o seu Centro tem disponivel é
especifico para avaliar a incapacidade determinada pelas
Cefaleias ?

O sim
O nao

5. No seu Centro existe um diario ou calendario de
seguimento disponivel ?

O sim
O nao

6. No seu Centro ha folhetos informativos disponiveis para
os doentes com Cefaleias?

O sim
O nao
O nao sei
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7. Esta satisfeito com a limpeza e conforto do ambiente no
seu Centro?

O sim
O nao

8. Geralmente considera que o tempo de espera no dia da
consulta dos doentes é aceitavel ?

O sim
O nao

9. O seu Centro é equitativamente acessivel a todos os
doentes que dele necessitem?

O sim
O nao

10. O seu Centro tem uma medida de resultados
disponivel que seja baseada na auto-avaliacao do
impacto dos sintomas?

O sim
O nao
O nao sei

11. O seu Centro tem uma medida de resultados
disponivel que seja baseada na auto-avaliagao da
incapacidade?

O sim

O nao

O nao sei

12. O seu Centro tem uma medida de resultados
disponivel que seja baseada na auto-avaliagao da
qualidade de vida?

O sim
O nao
O nao sei

13. No seu Centro existe um protocolo (regras e
procedimentos escritos) para reportar efeitos adversos
graves que possam ocorrer?

O sim
O nao
O nao sei

Se desejar efectuar comentarios adicionais, por favor utilize este

espaco ou o verso da folha.

Muito obrigado por completar este questionario.
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