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Hospital clínico san carlos, department of Medicine, Universidad complutense de Madrid, Madrid, spain

ABSTRACT
Background:  chronic migraine (cM) causes great disability and affects an individual’s quality of life. 
Onabotulinumtoxina (OBt-a, Botox®) was the first prophylactic treatment specifically indicated for 
cM. the aim of this study was to describe the experiences of women with cM treated with OBt-a.
Materials and Methods:  the study design is a qualitative descriptive study. a purposeful 
sampling of 30 women (mean age, 42.7; standard deviation, 10.6) who had received at least two 
administrations of OBt-a for cM (PReeMPt protocol) was performed. Data collection included 
in-depth interviews and researchers’ field notes. a thematic analysis was carried out according to 
qualitative research guidelines.
Results:  Five themes were identified: (a) a long way to go before Botox®, (b) First time hearing 
about the treatment and its expectations, (c) the administration of Botox®, (d) treatment effects, 
and (e) Follow-up. Patients described a long history of treatment failures prior to the start of 
OBt-a treatment. information about this migraine treatment came from the neurologist; following 
the information, patients had high expectations, including unrealistic expectations regarding the 
onset and duration of effect. they acknowledged fear of the injections and some discomfort due 
to the procedure. With treatment, participants reported better migraine control and an 
improvement in their quality of life. Follow-up had some barriers, such as delayed appointments 
for subsequent doses, but also strengths, such as effectiveness and few side effects.
Conclusions:  Qualitative research offers insight into how patients with cM experience treatment 
with OBt-a. Our results highlight some relevant aspects that should be considered when providing 
OBt-a treatment.

KEY MESSAGES
• Women had unrealistic expectations regarding the onset and duration of OBt-a effect.
• With OBt-a treatment, women perceived better migraine control and improved quality of life.
• Follow-up had barriers, such as delayed appointments for subsequent doses.

Introduction

chronic migraine (cM) is characterized by the pres-
ence of a headache for a total of more than 15 days 
per month for at least three months, with migraine 

characteristics present at least eight days per month 
[1]. cM overall prevalence is around 2% being the 
leading cause of chronic daily headache [2]. about 3% 
of patients with episodic migraine progress to cM 
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each year [3,4]. Risk factors for cM are women, high 
baseline headache frequency, depression, 
high-frequency use or overuse of acute pain medica-
tions, and low socioeconomic status [2,5,6]. Various 
studies have shown that cM causes more disability 
and a greater impact in quality of life than episodic 
migraine [7–9]. it is also associated with more medical 
comorbidities, higher levels of anxiety and depression, 
more absenteeism from studies or from work and 
greater use of health care resources [10,11].

Preventive pharmacological treatment of cM is ini-
tially the same as for frequent episodic migraine. 
however, few treatments have demonstrated efficacy 
and safety specifically in cM in phase iii clinical trials, 
namely topiramate [12,13], onabotulinumtoxina 
(OBt-a, Botox®) [14,15] and monoclonal antibodies to 
calcitonin gene-related peptide or its receptor [16–19]. 
OBt-a was the first prophylactic treatment specifically 
indicated for cM, following the publication of the piv-
otal randomized controlled trials PReeMPt 1 and 
PReeMPt 2 [14,15]. since its approval for cM, the 
effectiveness, safety, and tolerability of OBt-a has been 
confirmed in long-term open-label prospective studies 
(such as cOMPel and FORWaRD) as well as in many 
real-world observational studies [20–22]. together, 
these studies have shown that treatment with OBt-a 
reduces the frequency of headache and acute head-
ache pain medication intake per month. they have 
also shown that treatment with OBt-a decreases dis-
ability and improves patients’ quality of life, as mea-
sured by standardized scales [20]. however, for pain 
syndromes (such as migraine), other non-quantifiable 
aspects must be considered [23].

Qualitative research provides a tool for obtaining 
real-world data from patients that complements and 
enriches the data obtained through quantitative 
research [24,25]. it is particularly beneficial for describ-
ing complex phenomena such as individual 
health-related behaviors, considering their beliefs, val-
ues, and motivations [26,27]. Qualitative studies have 
already been used to analyze patients’ experiences 
with OBt-a therapy in other neurological disorders 
such as poststroke spasticity [28–30], cerebral palsy 
[31,32], oromandibular dystonia [33], and spasmodic 
dysphonia [34]. in contrast, the evidence regarding 
female patients’ experiences with cM on treatment 
with OBt-a is scarce. Recently, Wilderman et  al. [35] 
explored the experience of a mixed and heteroge-
neous group of patients with prophylactic OBt-a treat-
ment for cM including both male and female 
participants. accordingly, the aim of this study was to 
describe the experiences of women with cM treated 
with OBt-a.

Material and methods

Study design

a qualitative descriptive and exploratory study was 
conducted based on an interpretive framework [36–
39], following the standards for Reporting Qualitative 
Research (sRQR) [40] and the consolidated criteria for 
Reporting Qualitative Research (cOReQ) [41]. this study 
design stays close to the individual’s own words when 
the participants describe their experiences, aiming to 
describe ‘what and how is happening’, which leads to 
a rich description of the phenomenon of interest 
[37,42,43]. it also seeks to be a comprehensive sum-
mary of events in the everyday terms of the described 
event [37,38]. the study protocol was approved by 
Fundación Jiménez Díaz (code: Pic144-19_hRJc) and 
hospital Universitario Fundación alcorcón (code: 
19/100) ethical committees. Written and verbal 
informed consent was obtained prior to the partici-
pant’s inclusion in the study. also, the present study 
adhered to the helsinki Declaration.

Participants, context, and sampling strategies

a non-probabilistic, purposeful sampling strategy was 
used based on relevance to the research question 
rather than representativeness [26,44]. this sampling 
strategy selects participants deliberately [26].

the inclusion criteria were: (a) Female sex, (b) age 
≥18 years and ≤65 years, (c) confirmed diagnosis of 
cM, based on the criteria of the 3rd edition of the 
international classification of headache Disorders [1], 
prior to treatment with OBt-a (Botox®), (d) treatment 
with OBt-a in accordance with the PReeMPt protocol 
(155-195 U) [45] with two or more sessions of Botox® 
injections, and (e) sufficient capacity to understand 
and approve the informed consent form. the exclusion 
criteria consisted of: (a) coexistence of other primary 
or secondary headaches, (b) coexistence of other 
chronic pain syndromes, (c) severe psychiatric illness, 
and (d) concomitant severe systemic disease.

Patients were selected directly from those on OBt-a 
therapy for cM in the headache Units of the Neurology 
Departments at hospital Universitario Rey Juan carlos 
(Móstoles, Madrid) and hospital Universitario Fundación 
alcorcón (alcorcón, Madrid).

the sample size estimation was guided by the pro-
posal of turner-Bowker et  al. [46], who reported that 
around 30 interviews is needed to emerge 99.3% of 
concepts, themes, and content. Forty-three participants 
who met the inclusion criteria were recruited. Of these, 
one withdrew from the study due to personal 
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problems, two changed their minds, and ten partici-
pants did not recontact or respond to the researchers’ 
attempts to contact them.

Data collection

the collection of the core data for this study was 
based on in-depth interviews and the researcher’s field 
notes [26,44]. During the first stage (participants 1–10), 
we used unstructured interviews with open questions 
[44] such as: ‘What is your experience of Botox® treat-
ment? What is the most significant thing about your 
illness and Botox® therapy?’ During the interview, the 
researchers captured key words and topics and 
retrieved them on related questions to clarify the con-
tent [26]. the new areas emerged from the first stage, 
that ended in the 10th interview, required further 
exploration, which led to the second stage (partici-
pants 11–30). the second stage was composed by 
semi-structured interviews that were designed to 
address specific topics of interest, which are described 
in table 1 [26]. this question guide was constructed 
based on the interviews from the first stage, not based 
on the perspective or interests of the researchers. 
Open-ended follow-up questions were also used to 
obtain detailed descriptions. additionally, the expres-
sion ‘Please, tell me about that’ was used (if necessary) 
to increase the depth of the discussions surrounding 
specific topics in each interview.

During the cOViD-19 pandemic, face-to-face inter-
views were not possible, so online interviews were 
performed using Microsoft Teams [47], which allowed 
audio and video record. a total of 1392 min of inter-
views were recorded (mean 46.4 and standard devia-
tion [sD] 11.5 min per interview). the interviews were 
conducted by DPc, JPc, and JGR, who complemented 
the information (as a secondary source) with their field 
notes. Relevant demographic and clinical data were 
collected by cOB and Jcl from the medical records, 
including age, migraine history, treatments used, dura-
tion and dose of OBt-a treatment, frequency of head-
aches before treatment, current frequency of headaches 
and side effects of OBt-a treatment.

Data analysis

Both in-depth interviews and the researcher’s field 
note were fully transcribed. a thematic analysis was 
carried out on these texts by identifying the text frag-
ments that could provide relevant information accord-
ing to the research question [44]. Firstly, codes were 
identified as the most descriptive contents. 
subsequently, the codes were grouped in categories 
according to their content’s similarity [44,48]. then, the 
categories were grouped as themes, considering com-
mon contents that could describe the participants’ 
experience [49]. two thematic analyses were per-
formed separately by JPc and JGR. then, results were 
combined through joint team meetings, where final 
themes were displayed, combined, integrated, and 
identified. in case of divergence of opinions, the team 
discussed to reach a consensus. No qualitative soft-
ware was applied for the data analysis.

Rigor

table 2 describes the strategies to control trustworthi-
ness [50].

Results

thirty female patients were finally interviewed, with a 
mean age of 42.7 years (sD 10.6); the mean time since 
the onset of migraine was 23.8 years (sD 10), and the 
median time since migraine had become chronic was 
7.1 years (interquartile range 5–9.9 years). all the partic-
ipants had tried between 2 and 9 oral migraine pre-
ventives, with no response or poor response to the 
treatment. time on OBt-a treatment ranged from 5 to 
147 months, with a mean of 49.6 months (sD 28.7). the 
mean headache frequency was 21 days per month (sD 

Table 1. semi-structured interview guide.
Research areas Questions

Botox® and prior 
treatments for 
migraine

What is the most significant thing for you 
about the treatment prescribed prior to 
the use of Botox®?

What is the most significant thing about the 
Botox® treatment?

can you tell us about your experience before 
and after the Botox® treatment?

Regarding the treatment previously 
prescribed, what barriers or facilitators 
influenced whether or not you continued 
with it?

Regarding Botox® therapy, what barriers or 
facilitators influenced whether or not you 
continued with it?

What are the factors that helped you to have 
confidence in the treatment?

Relationship with the 
treating physician

What role does the doctor play regarding 
Botox® therapy?

What do you consider to be the most 
important factors in the therapeutic 
relationship?

daily life, personal 
relationships, and work 
environment

What have been the most significant changes 
in your daily life following the treatment 
with Botox®?

How has it affected your personal 
relationships with your friends, family, and 
work colleagues?
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5.6) before the start of OBt-a treatment, and 6.1 (sD 
5.2) in the last three months. twenty-six patients 
(86.7%) had achieved at least a 50% reduction in 
headache frequency. side effects of Botox® treatment 
were only recorded in three patients (P8, P12, P17), 
consisting of cosmetic changes. Demographic and clin-
ical data of each participant are shown in  
supplementary additional file 1.

Five specific themes with its categories were identi-
fied: (a) a long way to go before Botox®, (b) First time 
hearing about the treatment and its expectations, (c) 
the administration of Botox®, (d) treatment effects, and 
(e) Follow-up. table 3 reproduces some of the partici-
pants’ responses, taken directly from the interviews, to 
illustrate the themes.

A long way to go before Botox®

Participants described a long history of drug treat-
ments for their migraines prior to starting Botox® treat-
ment. in most cases, these treatments were ineffective 
from the start or stopped working, and the patients 
experienced the successive prescriptions as a process 
of trial and error. in addition, the previously prescribed 
preventive drugs had caused many side effects, such 
as drowsiness, feelings of physical and cognitive slow-
ing down, difficulties concentrating, memory loss or 
emotional lability. Other effects reported by partici-
pants included hormonal imbalances, tachycardia, diz-
ziness, vomiting, dry mouth, change in taste and loss 
or gain of appetite, accompanied by weight loss or 

gain. During the years of migraine progression, acute 
pain medications were no longer able to control the 
pain. this caused many of the participants to start 
abusing the prescribed symptomatic medication 
(increasing doses) and/or to try different drugs at their 
own discretion. When the pain did not subside, going 
to an emergency department was the only way to 
control the pain. having lived through many years of 
experiencing unresponsive treatment, many partici-
pants wondered whether it would not have been pos-
sible to start directly with Botox® and not delay the 
management of their pain, given that Botox® is a treat-
ment with proven efficacy, with very good results.

First time hearing about the treatment and its 
expectations

Information on and first time hearing about Botox®
the participants were not aware of the use of Botox® 
for migraine, and they first heard about it from their 
neurologist. although many decided to accept the 
treatment in the absence of effective alternatives to 
manage their pain, being informed by the medical 
specialist helped, and in some cases precipitated their 
approval. in addition, the neurologist helped to fill 
information gaps and address fears and misconcep-
tions that made them reject treatment a priori. 
Regarding the quality of information about Botox®, 
most participants agreed that the neurologist provided 
adequate information about the treatment, how it 
would be administered, the injection sites, the possible 
discomfort, and the realistic possibilities of pain relief. 
Factors that positively influenced their acceptance of 
Botox® treatment included: (a) trust with the neurolo-
gist based on the time they had known the patient, 
(b) the doctor’s consistency and concern in asking, 
before and after the administration, about how the 
patient was feeling and if they were in any pain, (c) 
having time for the patient and it wasn’t rushed (the 
faster they carried things out, the more aloof the doc-
tor seemed), and (d) Offering alternatives to the injec-
tion site, since it meant that the care was more 
personalized and that the doctor did not work 
mechanically.

Waiting for the effects
Based on the feedback received, participants had high 
expectations for Botox® and most expected the pain to 
disappear soon and completely. however, some patients 
noted a delay in the onset of the effect lasting from sev-
eral days to several weeks. there were cases who reported 

Table 2. Trustworthiness criteria.
criteria Techniques performed and application procedures

credibility investigator triangulation: two researchers analyzed each 
interview.

Thereafter, team meetings were performed in which the 
analyses were compared, and themes were identified.

Triangulation of data collection methods: unstructured, 
and semi-structured interviews were conducted, and 
researcher field notes were kept.

Member checking: the participants were asked to 
confirm the data obtained. All participants were 
offered the opportunity to review the audio and/or 
video records to confirm their experience. none of 
the participants made additional comments.

Transferability in-depth descriptions of the study were performed, 
providing details of the characteristics of researchers, 
participants, contexts, sampling strategies, and the 
data collection and analysis procedures.

dependability Audit by an external researcher: an external researcher 
assessed the study research protocol, focusing on 
aspects concerning the methods applied and study 
design.

confirmability investigator triangulation, and data collection 
triangulation.

Researcher reflexivity was encouraged via the 
completion of reflexive reports and by describing the 
rationale for the study.

https://doi.org/10.1080/07853890.2023.2255215
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Table 3. narratives of participants.
Theme narratives

A long way to go 
before Botox®

Long history of pharmacological treatments: ‘I have been suffering from headaches since I was 19 years old, 
and I am now 63 (…), they have given me all the medicines they could give me, all the medicines on the 
market…’. (P20, 63 years old-yo)

Trial and error: ‘I have spent many years trying everything, changing medication because it stopped working 
(…), it didn’t let me move forward. Always, if it wasn’t one thing, it was another. It was trial and error’. (P1, 46 
yo)

Side effects: ‘Some of the pills make me sleepy (…), if I’m active or on the go, nothing happens, but if I stop, it 
knocks me straight out. I feel sluggish, my reflexes are slower (…) I don’t perceive everything in the same way, 
everything moves as if in slow motion’. (P11, 41 yo)

Change and abuse of medication: ‘Nolotil is like having a sweet (…). Nolotil does nothing for me, I can take 4 
every two hours and nothing. One day I took 5 or 6 ibuprofen in a row, and it didn’t relieve the pain’. (P4, 36 
yo) ‘I do what the doctor tells me to do…if it works. If not, I start experimenting and mixing medication, until 
something does work’. (P8, 37 yo)

Going to the emergency department: ‘When I couldn’t take it any more, I would go to the emergency 
department, and they would give me medication straight into my vein until they got the pain under control. 
They’d stop the headache, and then I’d go home again! Until the next one’. (P1, 41 yo)

Starting directly with Botox®: ’If they know Botox works so well, why do we have to take so many drugs 
before they put us on something that has been proven to work better? Why is there so much trouble getting 
access to Botox? Why have they let us suffer for so long?’. (P24, 23 yo)

First time hearing 
about the 
treatment and its 
expectations

Information gaps, fears, and false beliefs: ‘That’s more than 30 injections in the head! I could only think of 
how deep the needle in the head would go… That’s why I was so reluctant. But they did a good job of 
explaining it to me. I didn’t know it was so superficial’. (P19, 50 yo) ‘It should be explained differently because 
people are reluctant. You hear Botox, and you assume that they paralyze you, that your face will be paralyzed, 
that they will jab you… When it comes to explaining it, they only focus on aesthetics, and it is NOT just about 
aesthetics. When I tell people that I have it done, they laugh’. (P21, 46 yo)

Quality of the information provided by the neurologist: ‘They explained it to me. The area where they 
would inject: the forehead, the head, the number of injections (…) It is necessary for them to explain to you 
both the good and the bad. They were honest in telling me that there were people to whom it did absolutely 
nothing’. (P11, 41 yo)

Trust: ‘You always trust the person you’ve been with for years more. The first time you are injected comes as a 
bit of a shock because it’s a bit scary, but because I’ve been with him for so many years, I trust him 
completely. If someone else did it, I would be more tense: not knowing them, I wouldn’t trust them at all’. (P2, 
41 yo)

Consistency and concern: ‘It is very important to me that the doctor asks me how I feel, and how I am, both 
before or after. To feel that he is keeping a close eye on me’. (P10, 40 yo)

Having time: ‘It’s all done in a very short time, sometimes the doctors are more detached, as if they were in a 
hurry (…) I hate needles, but when you feel listened to and when they explain things calmly, even if it has 
been a short time, and I don’t feel they are in a hurry, that gives me peace of mind’. (P22, 46 yo)

Personalized treatment: ‘… that they offer you alternatives. By saying to me: <which side hurts more, the right 
or the left?> That seems fundamental to me, for them not to work in automatic. I am not just another patient. 
I’d like the Botox injections to be a bit personalized’. (P28, 34 yo)

High expectations for the pain to go away: ‘The neurologist where I was going said < it will go away>, a lie. 
Your migraine won’t go away just because you get Botox. It will reduce the pain, but it won’t go away’. (P18, 
23 yo)

Delayed effect: ‘I was nervous for the first few days, waiting for it to take effect. But I had to wait a week or so 
before I noticed anything’. (P15, 23yo) ‘At first, I noticed a little change, but not much; the migraines continued 
every day. After about the sixth or eighth month, everything started to change’. (P10, 40 yo)

Duration of the effect: ‘After the third month, the pain starts to return, more continuous, more daily, but it’s 
only discomfort. I don’t get the strong migraines I used to get before (…)’. (P10, 40 yo)

Emotion curve during the waiting period: ‘At first, it didn’t really work for me. The first month was a downer 
because I went in with high expectations, and it wasn’t very effective, but as the months went by I got better 
and better. It was a rollercoaster of emotions’. (P16, 42 yo)

The administration Fear: ‘The first time they infiltrate you, it’s shocking, it’s scary. It hurts a little, but you can bear it. But seeing the 
needle getting closer… I’d just close my eyes’. (P2, 41 yo)

The jab and the discomfort: ‘I always put up with the jab because I know it is going to be for a long-term 
improvement. But when the needle goes in and comes out, and I feel how it is being put in, it is very 
unpleasant’ .(P24, 23 yo) ‘It hurts because it does, but it is a pain that can be tolerated perfectly. The thing is 
that as you see the needle coming closer, and as they start injecting you with it, it is a bit unpleasant, but 
with all the benefit that it gives you, it’s wonderful’. (P27, 55 yo)

First days with discomfort: ‘It leaves me with quite a headache for 4 or 5 days (…) there is intense pain in the 
areas where you have been injected. Then it goes away, but you do feel off for the first 3 or 4 days after the 
injection’. (P2, 41 yo)

A small price to pay: ‘… You spend a week with a sore head, but it’s a small price to pay for two and a half 
months of quality of life’. (P25, 42 yo) ‘The jabs hurt, but if it weren’t for Botox I wouldn’t be able to have a 
life, I would be a person with a disability’. (P30, 50 yo)

(Continued)
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that the effects took several months, that they did not 
notice relief until the second or third injection, but even-
tually the pain subsided or decreased. Not seeing effects 
in the time expected caused frustration for some patients. 
On the other hand, some reported that their migraines 

did eventually return over the months following each 
injection, although usually at a lower frequency and 
intensity than before (often defined as ‘aches’). the 
patients described different emotional curves during the 
wait for the effects. First, they experienced a curve of 

Theme narratives

Treatment effects Reduced pain frequency and intensity: ‘It has changed my life. It has reduced the pain in duration, and in 
intensity. If I used to have 30 episodes, now I have 2 or 3 a month. It is remarkable (…). It is bearable pain, 
which was not the case before. It reduces the pain, the intensity, the episodes. It reduces everything.’ (P5, 45 yo)

Reduced medication usage: ‘Botox has reduced the number of migraines, but the most significant thing is that it has 
removed that aura of pain that I always had every morning when I woke up (…) and it is true that I have to take 
less medication, I recover faster’. (P2, 41 yo) ‘…life before Botox was to be afraid of your attacks. I used to carry my 
medication with me because it could hit you at any moment, you can’t live in peace, you’re afraid of it. Since I’ve had 
Botox, I don’t carry medication anymore, I don’t remember the last time I had to take anything’. (P21, 46 yo)

Visits to the emergency department: ‘I’m much better because I have fewer crises (…) it was overwhelming, I would 
be in the emergency room all day because of the pain. Since I started having Botox injected, I have only had to go to 
the emergency room a couple of times a month, more or less. Before it was practically 3 times a week’. (P11, 41 yo)

Changes in appearance: ’There are aesthetic changes: a raised eyebrow, skin that turns red… But what is 
striking is the eyebrow being out of place…’. (P8, 37 yo)

Improved quality of life: ‘Before, I would always have to take medication every day and deal with the side 
effects that all migraine treatments have. Now, by being injected every 3 or 4 months, and the long-lasting 
effect it has, it has improved my overall quality of life’. (P2, 41 yo) ‘The main change is that I am happy, I want 
to do things, I can spend more time with my daughter’. (P22, 46 yo)

Getting their lives back: ‘For me, it’s my life. I cannot live without Botox, without it I would have no life (…) I’m 
super happy, my life is different, I’m a different person, it has given me a new life’. (P1, 46 yo) ‘Without Botox, I 
felt terrible, I had no life. With Botox, I feel much better and can live my normal life, do things that I did before 
(…) for me, it has been a lifesaver because it has saved me from my daily life of suffering’. (P20, 63 yo)

Not feeling sick: ‘The pain was exasperating. I felt very bad, very sick. I spent many, many years like that, until I 
got Botox injections. With them, I changed: my life has really changed, I don’t feel sick anymore’. (P26, 37 yo)

Peace of mind: ‘Now I feel completely at peace. Maybe sporadically I’ll have a migraine or two. It has given me 
a lot of peace of mind (…) not having to depend on pain and its limitation. I’m relieved. It’s taken a huge 
weight off my shoulders and now, thanks to the toxin, I can live better, I’m more complete, because I can do 
activities, a lot of things that I couldn’t do before’. (P10, 40 yo)

Planning meetings and activities: ‘I’m back to being myself, the way I am when I don’t have a headache. I 
can do everything, I can meet people, I can eat out, I can have meetings, I can meet my family. It’s like going 
back to my old life, to the way it was before the headaches’. (P20, 63 yo)

Improved relationship with family: ’You notice the difference because you don’t have pain anymore, and you 
can interact more with your family, with your environment. From being in a locked room to being able to be 
with your family’. (P3, 29 yo) ‘Botox means being able to enjoy my whole family, to get out of my cave [room] 
and be able to celebrate my daughters’ birthdays, to continue having relationships or go out for dinner, (…) 
to be able to enjoy myself, without being afraid that if I have a headache, I will have to leave’. (P5, 45 yo)

Improved in the couple relationship: ‘I have noticed an improvement in my relationship with my partner. He 
told me that when I had a headache, it was like living with a piece of furniture. I didn’t do anything, I was just 
sitting at home, not moving. Now we can share moments and go out again’. (P4, 36 yo)

Continue working: ‘The treatment allows me to continue working and to stop taking sick leave. Without Botox, 
I would have no life’. (P1, 46 yo) ‘The biggest impact is that I haven’t stopped working, studying. It allows me 
to live my life. That is the main way it has affected me, because before, even if I took tablets, there were days 
when the pain was impossible to control’. (P18, 23 yo)

Improved performance: ‘Workwise, it has meant a lot to me, because I have a very psychologically demanding 
job. If I am not well, my work will reflect this (…) I am much more efficient after the treatment because I can 
concentrate better, and my mood has also improved’. (P2, 41 yo) ‘It’s giving me good results. My performance 
is better, my concentration has improved, my mood is better. For me, it has all been positive’. (P28, 34 yo)

Follow-up Delayed appointments: ‘It’s very important to schedule the next injection because there are many people who are 
being treated with Botox who can’t get an appointment in time and have to put up with the pain’. (P18, 23 yo)

Difficulty in continuing treatment: ‘The only drawback that would make me switch to another treatment is 
the difficult access to treatment continuity. I don’t know the reasons, either because of the doctors or the 
management, but they can’t maintain the continuity for the treatment to be effective. It’s no use having two 
and a half good months if I’m going to have eight bad ones (…) There needs to be a regularity in the 
administration of the treatment’. (P23, 45 yo)

Effect of the COVID-19 pandemic: ‘After COVID, the waiting lists were very long. They cancelled all the 
treatments. I waited about 7–8 months, I think I almost reached a year from one treatment session to the next. 
In that year, the relapse was remarkable (…) As time went by, my head hurt more and more’. (P19, 50 yo)

Getting rid of the pain: ‘I like my doctor very much, he’s a lovely person, but I go because he gives me Botox 
and it works. Otherwise, they wouldn’t see hide nor hair of me’. (P4, 36 yo)

Just one jab: ‘It’s easy to manage, you don’t have to take any medication, it’s easy, just a couple of jabs (…) Aesthetically, 
it’s noticeable, I have one eyebrow higher than the other, but I don’t care, as long as I’m not in pain’. (P12, 54 yo)

Comfort: ‘This treatment is convenient for me, it only takes me 10 minutes to go to the hospital (…) Every four 
months, they email me to go to the hospital, and they inject me with it. All according to their schedule, and 
they monitor me perfectly’. (P21, 46 yo)

Table 3. continued.
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hope, which corresponded to the high expectations 
placed on Botox® at the time of its administration; then a 
curve of frustration appeared, which corresponded to 
their disappointment during the wait and, finally, they 
ended up experiencing a curve of satisfaction, when they 
began to notice the effects of the treatment.

The administration

the patients interviewed admitted that they were afraid 
on the first day of the Botox® injections because of the 
needles being inserted in the face and head. in addi-
tion, during the procedure they felt discomfort (due to 
the needle pricks and the injection of the liquid), 
although they admitted having tolerated it because 
they expected great benefits after the treatment. after 
the Botox® administration, the patients described feeling 
discomfort in the injection site and some even had a 
migraine for a few days. Gradually the symptoms were 
reversed: they felt increasingly less discomfort from the 
needle pricks until the headache diminished and/or dis-
appeared. all participants agreed that, despite the dis-
comfort, the injection was worth it (‘it’s a small price to 
pay’), as it eventually reduced their headache pain.

Treatment effects

Perceived effects of Botox®
after the treatment, participants noticed a decrease in 
the frequency, duration, and intensity of their 
migraines. in addition, other preventive medications 
could be commonly withdrawn, and when symptom-
atic medication was required, the effect on pain reduc-
tion was greater than before Botox® treatment. 
Moreover, most of the participants (n = 23) reported 
that they had reduced their use of symptomatic (acute) 
pain medication. the number of times patients had to 
go to an emergency department for help also 
decreased, because they felt they could manage their 
pain on their own. During in-depth interviews, only 
three participants reported that Botox® injections could 
have aesthetic effects, such as changes in skin colour-
ing after administration, or eyebrow elevation when 
the medication started to take effect.

Reclaiming their life
Participants described how the Botox® treatment had 
brought them joy and happiness, as they felt they 
were getting their life back and no longer felt sick. For 
them, not feeling sick meant reducing the constant 
dependence on medication and being able to regain 
continuity in their daily habits and activities. all 

participants regained quality of life, regained a fuller 
and more regular life, and had greater peace of mind. 
they also described how the Botox® treatment had 
positive effects on their relationship with their partner, 
family, and friends. they regained greater contact with 
them and returned to engaging in activities with them 
that they were previously unable to engage in. they 
felt that they had regained control of their lives by 
being able to plan activities and meeting people 
again, and by being able to share their time with their 
loved ones again without fear that pain would spoil 
everything. in addition, many participants described 
finding themselves again by being able to do things 
they could not do before. Many participants said that 
Botox® treatment had enabled them to resume their 
studies or return to work. they described how they 
had regained skills they had lost, as their migraines 
had decreased and were more manageable. they felt 
more productive at work/studies, concentrated better 
on their tasks, their mood had improved and felt they 
had another chance to continue with their academic 
or work life, regaining an important aspect of their life.

Follow-up

among the barriers that could negatively affect the 
continuity of Botox® treatment, patients identified: the 
management of appointments to receive and keep up 
with the course of the treatment, waiting lists to receive 
new doses of the treatment, and the lack of staff in the 
teams responsible for administering Botox®. the 
cOViD-19 pandemic had a major impact on Botox® 
treatment: the cancellation of medical appointments 
and the postponement of outpatient treatments had an 
impact on the frequency with which patients received 
injections. On the patients’ side, in some cases the aes-
thetic effects (such as not being able to wrinkle their 
forehead or raised their eyebrows) or the uncertainty 
about the effect of the treatment were key factors.

according to the patients, one of the elements that facil-
itates adherence to treatment is the effectiveness of Botox® 
in managing migraines. they also pointed out the conve-
nience of the treatment as a facilitating element: compared 
to taking daily pills, Botox® treatment means having to be 
injected only once every three months; in addition, the 
administration is quick and has few side effects.

Discussion

Our results are consistent with previous qualitative 
studies [51–54] describing how cM causes a loss of 
autonomy and independence in patients and a sense 
of loss of control over their own lives. Before being 
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treated with OBt-a, our patients lived with pain and 
its consequences for many years, without any effective 
treatments. in their qualitative study of the patients’ 
perspective on the use of OBt-a in cM, Wilderman 
et  al. [35] also found that participants had tried a wide 
range of treatments previously, for many years, but the 
treatments did not help to reach a satisfactory level of 
function [55,56].

the RePOse study [55], concerning real-life use of 
OBt-a in adults with cM, reported that only 10% of the 
633 patients (n = 63/633) had previously received OBt-a 
as a migraine preventive; the remainder were OBt-a-
naive. this delay could be partly explained by the state-
ment in the european headache Federation guidelines 
[57] that it is preferable for patients to have tried two 
or three other migraine prophylactics before starting 
with OBt-a. however, it has been shown that the likeli-
hood of a positive outcome increases if treatment with 
OBt-a is started early, in the first 12 months after epi-
sodic migraine becomes cM [58]. it is therefore recom-
mended that this treatment be started early [59]. 
although treatment with OBt-a is generally suggested 
for cM patients with intolerance or lack of response to 
at least two oral preventive treatments, each case 
should be considered on an individual basis, taking into 
account the duration of cM, comorbidity with other dis-
eases, and regular use of other treatments [57,60].

For our participants, the source of information 
about OBt-a was the neurologist, who informed them 
about the treatment, helped them understand it and 
answered all their questions. in the same vein, 
Wilderman et  al. [35] described how patients were 
unsure how the treatment received could prevent cM, 
particularly because OBt-a is primarily known for its 
cosmetic effects.

Our participants had high expectations about the 
treatment’s potential to alleviate their pain. in 
Wilderman et  al.’s study [35], patients who received 
OBt-a often had unrealistic expectations, ranging from 
very high expectations of recovery to no expectations 
at all. the expectations placed on treatment are influ-
enced by what it means to be ‘effective’ to the patients. 
according to the same authors, treatment should be 
considered effective if it is able to reduce the fre-
quency and/or severity of migraines, and if it allows 
patients to continue with their daily activities.

in addition, our participants described how not 
being able to reduce pain quickly after the first injec-
tion led to disappointment with the treatment, which 
disappeared over time as the efficacy of OBt-a became 
more and more apparent. all patients should be made 
aware in advance that the response to each adminis-
tration of OBt-a may take a few days or weeks to 

appear (latency of effect). On the other hand, some of 
our patients reported not noticing an effect until the 
second or third injection. this is in line with silberstein 
et  al. [61], who reported that 49% of cM patients had 
a ≥ 50% reduction in headache-day frequency after the 
first OBt-a injection, but about 11% and 10% of 
patients first responded during cycles 2 and 3, respec-
tively. in fact, it is recommended to treat with OBt-a 
at least a second and a third time before establishing 
non-response to this treatment [59].

Our results showed how ‘getting your life back’ does 
not necessarily mean the absence of pain. although 
OBt-a did not completely eliminate pain, all partici-
pants perceived a very positive significant change in 
their lives. they acknowledged that, thanks to the 
treatment, they regained their life to a greater or lesser 
extent, regained their ‘ability to do things’, became less 
dependent on medication and resumed their work 
and/or studies; in short, they returned to a ‘normal life’. 
the same perceptions were reported in the study by 
Wilderman et al. [35]. also, the RePOse study [55,62,63] 
showed how patients who received treatment with 
OBt-a over 24 months decreased their perception of 
problems in usual activities, mobility and self-care as 
measured by the euroQol 5-Dimension Questionnaire. 
Moreover, in the same study all scores on the 
Migraine-specific Quality-of-life Questionnaire had sig-
nificant positive changes: (1) the role-function restric-
tive score, which assesses limitations to the patient’s 
daily social and work-related activities; (2) the 
role-function preventive score, which assesses how 
migraine prevents these activities, and (3) the emo-
tional function score, which assesses the patient’s 
emotions associated with migraine. the impact of 
treatment of cM with OBt-a should always consider 
migraine-related disability, the impairment of patients’ 
functioning or ability ‘to do’ in their family, social and 
work environment [64,65]. this would allow the identi-
fication of relevant changes in patients’ lives, which are 
not always accompanied by parallel changes in com-
monly used clinical parameters. interestingly, although 
responders are generally considered to be patients in 
whom the number of headache days is reduced by 
more than 50%, headache intensity has been found to 
be as important as headache frequency in terms of 
the impact of OBt-a treatment on migraine-related 
disability [66].

in the present study, most patients also reported 
that OBt-a treatment had enabled them to reduce 
their consumption of symptomatic migraine drugs 
(such as analgesics and triptans) and had made epi-
sodes more responsive to these drugs when needed. 
this is consistent with the results of the qualitative 
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study by Wilderman et  al. [35] and with other real-life 
studies [20]. in addition, our patients had fewer visits 
to an emergency department for help. this is also in 
line with previous studies, which have shown that cM 
patients treated with OBt-a visit an emergency depart-
ment less frequently and have fewer hospitalizations 
[67,68]. Beyond patients’ personal experiences, the 
reduced use of health care resources contributes to 
the cost-effectiveness of OBt-a treatment [69,70].

the main barrier perceived by participants to receiv-
ing OBt-a treatment was the management and organi-
zation of appointments for OBt-a administration. the 
RePOse study [55] reported that the treatment interval 
was the most common deviation observed, taking 
more than 13 weeks between doses for 79% of the 
patients (n = 501), and more than 16 weeks for 46% 
(n = 291) of them. the RePOse study hypothesized that 
this may be partly attributed to difficulties in schedul-
ing repeated appointments. Participants also men-
tioned that the cOViD-19 pandemic had a negative 
impact on the regular administration of OBt-a and its 
follow-up. in the survey conducted by smith et  al. 
during the cOViD-19 pandemic [71], patients with 
migraine reported running out of medication more fre-
quently than those with other diagnoses and avoided 
seeking medical help for new health problems because 
of the pandemic more than others. al-hashel and ismail 
[72] in their self-reported survey of the ‘real-world’ 
impact of the cOViD-19 pandemic on migraine patients 
found that 62% did not communicate with their neu-
rologists, and 66% of those receiving Botox® reported a 
negative impact of procedure cancellation. in the same 
way, González-Martínez et  al. [73] reported that invol-
untary delay of OBt-a follow-up in patients with 
migraine due to the cOViD-19 pandemic was associ-
ated with a higher frequency of headache and migraine 
attacks.

Other barriers, such as possible aesthetic effects, 
were not considered by most of the participants in our 
study. in fact, only three participants described rele-
vant aesthetic effects. in the RePOse study [55], 
patients did not report safety concerns; most adverse 
reactions were mild or moderate as eyelid ptosis 
(5.4%), neck pain (2.8%), and musculoskeletal stiffness 
(2.7%), which were the most common. On the other 
hand, in our study, no patient reported the financial 
cost of treatment as a barrier. in contrast, Wilderman 
et  al. [35] reported that one of the barriers that may 
prevent patients from deciding to undergo OBt-a 
treatment is economic cost. in spain, OBt-a treatment 
is funded by the National Public health system, which 
may explain why the cost of treatment is not seen as 
a barrier.

this study presents some strengths and limitations. 
in terms of strengths, this is the first qualitative study 
of OBt-a treatment for a homogeneous group of 
female patients with cM who received continued 
treatment in accordance with the PReeMPt protocol 
[57]. the qualitative design enables to explore and 
describe the participants’ perspectives in depth and 
helps us to understand OBt-a as a treatment for 
female patients with cM [74,75]. compared to the 
study by Wilderman et  al. on the perspective of 
patients with cM and the prophylactic use of OBt-a 
[35], our study added these new findings: (a) some of 
the reasons for trying OBt-a treatment were the side 
effects of previously prescribed preventives and a mis-
use of symptomatic medications; (b) trust, support, 
taking time to answer patients’ questions and truthful 
information from the neurologist were essential for 
patients’ acceptance of OBt-a treatment; (c) Patients 
had high expectations of OBt-a, and did not accept 
well that there was a delay in the onset of effects after 
the first injections; (d) While waiting for the effect, 
patients experienced different emotions 
(hope-frustration); (e) Patients assumed the discomfort 
of the first days after the injections to achieve the 
expected beneficial effects; (f ) treatment resulted in 
fewer visits to the emergency department for help 
with pain control, and (g) the main barrier identified 
was the management of appointments for OBt-a 
administration, while possible aesthetic effects or the 
cost of treatment were not perceived as relevant bar-
riers. the explanation for the differences with the work 
of Wilderman et  al. could be partly due to the fact 
that these authors included three different groups of 
patients: patients who received continued OBt-a treat-
ment (n = 10); patients who discontinued OBt-a treat-
ment (n = 7), and patients who were recommended for 
OBt-a treatment but did not proceed (n = 5). Moreover, 
our study was conducted in a different social and 
health care setting.

Regarding limitations, our results cannot be extrap-
olated to all cM patients who receive OBt-a by virtue 
of the qualitative study design [74]. as for the ade-
quacy of sample size, its justification in qualitative 
health research is limited, and defining sample size a 
priori is problematic in the case of exploratory qualita-
tive research [75,76]. still, we opted for turner-Bowker’s 
proposal to establish a starting point for an a priori 
sample size based on empirical criteria in order to 
obtain the maximum percentage of narrative content 
from participants [46]. On the other hand, a longitudi-
nal evaluation reflecting the patients’ point of view 
before and after treatment would have allowed a bet-
ter understanding of certain aspects, as experience 
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with therapies may change some perceptions. in the 
same line, the responders and non-responders could 
have different perceptions on OBt-a treatment which 
could be further analyzed in future research. Finally, 
some socio-demographic data of the participants, such 
as level of education and employment, were not 
recorded in the present study; therefore, we could not 
take these factors into account.

Conclusions

Women with cM who received OBt-a in this cohort 
rate the treatment positively, despite the delay in pre-
scription, discomfort during administration and some 
difficulties in following the treatment. all participants 
agree that they have regained their lives to a greater or 
lesser extent. Our results can help in the clinical setting 
to avoid delays in prescribing OBt-a treatment, to pro-
vide accurate information to patients, to create realistic 
expectations, and to manage and schedule successive 
treatment administrations. in the future, it would be 
necessary to keep studying patients’ experience regard-
ing OBt-a and other therapies for cM to better under-
stand their responses to treatment.
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