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ABSTRACT
Aims: Detection, reporting and monitoring of suspected Adverse Drug Reactions (ADR) in users of 

community pharmacies and their impact on health and daily life.
Methods: Design: prospective observational. Subjects: people vaccinated against COVID-19, of legal 

age, who signed informed consent. Variables: number and percentage of participants who had at least one 
ADR. Number, type and frequency of possible reactivity. Impact on your daily life. 

The study was approved by CEIm-G (Exp. 2021-007).
Results: 10 pharmacies from Pontevedra and 2 from Ourense collaborated. 781 cases, 488 (62.5%) 

women. Age 56.8 (SD=17.9) years. 389 (49.8%) in risk group.
495 (63.4%) vaccinated, 321 women (65.8%) and 174 (59.4%) men, reported at least one ADR: 236 

(53.0%) Comirnaty®, 157 (82.6%) Vaxzevria®, 69 (66.3%) Spikevax® and 33 (80.5) Janssen®.
1,367 ADR were recorded. The most prevalent: pain at the injection point 375 (48.0%), tiredness/fa-

tigue 170 (21.8%), chills 118 (15.1%), headache 117 (15.0%), muscle pain 112 (14.3%) and fever 98 (12.5%).
Of the 495 respondents with ADR, 77 (15.6%) needed professional help: from the family doctor 30 

(39.0%), 9 (11.7%) in the emergency department, 1 (1.3%) in the hospital and 37 (48.1%) in the pharmacy. 
118 (15.1%) were unable to carry out their daily activity.

ADR were reported from 264 (53.3%) vaccinated.
Conclusions: The number of vaccinated people who reported having suffered ADR was high. Pain at 

the injection site the most prevalent. Half were treated at the pharmacy. Although they were generally 
mild, they markedly affected his daily life.

INTRODUCTION
The current pandemic called as coronavirus-2019 infectious disease (COVID-19), 

caused by coronavirus-2 and leads to severe acute respiratory syndrome (SARS-CoV-2). 
Since its onset there have been 596,211,108 confirmed cases and 6,453,854 deaths at 
22 August 2022 in over 190 countries [1]. In Spain the number of confirmed cases and 
deaths in the report of 19 August 2022 stands at 13,314,764 and 112,128, respectively, 
according to the Spanish Ministry of Health [2]. 

After three successive epidemic waves in under one year, without the containment 
measures having been proven effective the capacity of the Spanish health system has 
been overwhelmed and unable to react on the scale required.
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ABBREVIATIONS
AB: antibodies
AG: antigens
ADR: Adverse Drug Reaction
CP: community pharmacist/ 
community pharmacy
CHMP: Committee for Medicinal 
Products for Human Use
CV: Comirnaty® vaccine
COVID-19:  coronavirus-19 
infectious disease
EMA: European Medicines Agency
ICH: The International Council 
for Harmonization of Technical 
Requirements for Pharmaceuticals 
for Human Use
JV: Janssen® Vaccine= Jcovden®
m: mean
PV: pharmacovigilance
PCD: primary care doctor
PCR: polymerase chain reaction 
RECm-G: Galicia Medicines Research 
Ethics Committee
SARS-CoV-2: aetiological agent for 
severe acute respiratory syndrome 
due to coronavirus-2
SD: standard deviation
SV: Spikevax® vaccine
VV: Vaxzevria® vaccine
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The availability of suitable vaccines for the population 
turned into the only way to return to a situation as close to 
normal as possible. 

The Human Use Medicines Committee (CHMP) of the 
European Medicines Agency (EMA) recommended in De-
cember 2020 provisional authorization of Comirnaty® (CV), 
a COVID-19 vaccine developed by BioNTech and Pfizer, after 
a favourable evaluation of its risk/benefit ratio [3]. During 
the subsequent weeks the same outcome was attained af-
ter the CHMP evaluated the vaccine from the laboratory 
Moderna, Spykevax® (SV), Vaxzevria® (VV) from Oxford-As-
tra-Zeneca, and a little later the COVID-19 Vaccine Janssen® 
(JV) (currently called Jcovden®), whereby in early 2021 four 
COVID-19 vaccines were already being administered to the 
Spanish population [4].

The cumulative experience in vaccine development and 
the financial and scientific efforts of countries, researchers 
and the pharmaceutical industry made vaccine availability 
possible in record time. During phase 2 and 3 - under clin-
ical trials conditions and with larger than usual samples – 
they have proven their efficacy and safety [5].

Nonetheless, in light of the extended administration to 
the general population and the study’s short term prior to 
their marketing, procedures need to be implemented that 
enable close follow up of their safety, both rare adverse 
events, undetected in previous trials, and those that might 
appear in the medium or long term that enable completing 
their efficacy and safety profile [6]; because it is estimated 
that during the three phases prior to the marketing of a 
drug only adverse reactions (ADR) are detected with an in-
cidence higher than 1/250 people. A total of 30,000 people 
in treatment are needed to detect a patient with an adverse 
reaction incidence 1/10,000 [7].

The Community Pharmacist (CP) is a healthcare profes-
sional able to identify potential new adverse reactions and 
the community pharmacy is a health space recognized as a 
private healthcare establishment, of public interest, which 
remained open during the pandemic and accessible to the 
population. Pharmacovigilance activities (PV) are among the 
skills and undertaking of the community pharmacist in state 
and autonomous legislation [8-10]. There are also referenc-
es of the CP’s effectiveness in detecting ADR both locally 
in recently marketed [11] or especially monitored medicines 
[12]. For example nationally, by means of the creation of 
sentinel pharmacy networks [13-15], whereby the activity 
aimed to be performed and documented enables collaborat-
ing with pharmacies taking part in the strategy to monitor 
the safety of COVID-19 vaccines [6,16].

Consequently, the Berbés Group for Research and Teach-
ing, in collaboration with the Official Colleges of Pharma-
cists of Pontevedra and Ourense implemented a pharma-

covigilance project with a group of community pharmacies 
taking part. The purpose was to record the possible adverse 
reactions undergone by people vaccinated. This work reports 
the results corresponding to suspected ADR detected with 
the first dose of the vaccines.

AIMS

General
Collaborating on the evaluation of COVID-19 vaccine safety 
after its administration to patients who subsequently visit 
community pharmacies.

Specific
	• Set out the profile of subjects affected by ADR potentially 
caused by SARS-CoV-2 vaccines.

	• Record and quantify the possible ADR detected after ad-
ministration of the first dose of vaccines.

	• Evaluate the need for professional treatment and how 
daily life is affected.

	• Evaluate the CP’s action in the treatment of people with 
ADR indicating pharmacological and non-pharmacologi-
cal measures to relieve these.

	• Notify these ADR to the Galician Centre for Pharmacovig-
ilance.

MATERIAL AND METHODS

Design
A prospective, observational quasi-experimental study per-
formed in community pharmacies (CPs) from the provinc-
es of Ourense and Pontevedra, since SARS-CoV-2 vaccines 
started to be administered to the general population as of 
February to December 2021.

Subjects
All pharmacy users who answered positively when asked 
whether they received the COVID-19 vaccine, of age, with 
capacity to understand the questionnaire and who signed 
the informed consent to take part in the study.

Variables

Primary endpoint
Number and percentage of subjects who show at least one 
ADR in regard to the number of patients incorporated into 
the study.
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Other endpoints
Demographic characteristics of the subject, age, sex, lives 
alone or accompanied, place of work, has had the disease 
(Yes/No), tests performed and results, belongs to an at risk 
group, pathologies and routine and current medication. 
Number, type and frequency of suspected reactivity to the 
vaccine and adverse events observed. Action and conse-
quences of the observed reaction. Impact on their daily 
life.

Sample Size
Attaining statistical significance of data on ADR ob-

served was not sought. Rather to detect ADR with the pur-
pose of collaborating on setting out their safety profile for 
rare and medium or long term reactions; whereby the ac-
tivity was not stopped when the necessary sample size was 
attained. Rather, this continued over the time incorporated 
into routine action for dispensing by the community phar-
macists taking part. 

Nonetheless, to be able to evaluate the significance of 
results and have an approximate minimal dimension of the 
study, it was calculated that to attain an accuracy of 5.0% 
in estimating a proportion by means of a normal, 95% bi-
lateral, asymptotic confidence interval. Assuming a propor-
tion (percentage of subjects who show at least one ADR) of 
20.0%, it will be necessary to include 246 subjects in the 
study. Foreseeing the possibility of 20% losses, defective or 
incomplete it is foreseen to incorporate into the study at 
least 307 individuals.

Procedure
After the offer to take part in the study, the interview 

took place in the personalized treatment area. The subject’s 
answers were collated in a record log filled in by the phar-
macist together with the patient (Apendix 1 as a separate 
file). The list of possible reactions to the vaccine was based 
on those declared by manufacturing laboratories; in the pa-
pers that reported the results of efficacy and safety trials 
performed [17-19] and in which their specifications ap-
peared [20-23]. Records in which all the sections could not 
be filled in were excluded.

In person or telephone follow up was carried out 10 
days after the first and second dose of vaccine received and 
monthly as of the first month after the second dose. 

Educational intervention
as a complement to the interview according to the 

results, an educational interview took place. Non-vac-
cinated persons were notified about the importance of 
vaccination with the purpose of delaying the severe con-
sequences of COVID-19 both on an individual and social 
level, its risks and actual benefits in light of scientific 
evidence. Those already vaccinated were educated over 
recognition and action in light of suspected ADR, they 

were notified about possible adverse reactions that might 
occur and the importance of monitoring their onset with 
the purpose of notifying them and adopting suitable 
measures to monitor them. Aside from verbal actions they 
were issued infographic material available on the web-
sites of the Spanish Ministry of Health and General Coun-
cil of the Official College of Pharmacists along the same 
lines, which reinforced the verbal information given.

Vaccinated patients with a reaction considered mild 
after its evaluation, were recommended the appropriate 
non-pharmacological measures and if necessary, a medi-
cine was indicated without a suitable prescription to re-
solve or relieve the health problem caused by the reaction 
(figure 1).

Follow up of those vaccinated
As indicated in the procedure, all patients vaccinated were 
subject to active telephone or in person follow up (accord-
ing to patient preference) by the collaborating pharmacist.  
(figure 2). 

Patients captured after the first dose
In the event of patients who only received the first dose 
or who received a single dose vaccine they underwent an 
initial phone/in person interview followed up 10 days after 
vaccination as long as this coincided before administration 
of the second vaccine dose. In the case of the Astra-Zene-
ca vaccine the monthly corresponding interviews were also 
held up until application of the second dose. Afterwards a 
monthly visit until month 6.

Patients captured after they received the second dose and 
patients in follow up from the first dose
First in person or phone interview 10 days from adminis-
tration of the second dose. At the interview the data cor-
responding to the first dose were filled in. Subsequently, 
one a month until month 6. In the event it was deemed 
appropriate, the CP extended follow up for as long as nec-
essary to verify course, possible onset of new suspected 
ADR and, as appropriate, the outcomes of any referral to 
the doctor.

Training of collaborating community 
pharmacists
The CP that took part in the activity received training by 
the research group in collaboration with the two provincial 
colleges by means of their online platforms, in general on 
pharmacovigilance, notification of ADR and COVID-19, and 
specific on the project’s methodology, the vaccines at issue 
in this work, their characteristics, action, reactions found 
in the clinical trials and specifications, procedure to follow 
given the onset of possible reactions, their evaluation and 
corresponding actions.
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CAPTURE OF
SUBJECT

Vaccinated?

Adverse 
reaction?

RECORD PV Notification

Education: 
importance of 
vaccination

Education in 
recognising 

ADR and action

Non-mild: 
education, 

action, 
palliative 
treatment

Mild: 
education, 

action, 
palliative 
treatment

Referral to 
PCD

FOLLOW UP

Yes

Yes

No

No

Figure 1  Summary of the procedure

1st 
dose

Single
dose

1 interview 10 days after 2nd dose1 interview 10 days after 1st dose

VV - 1 interview 10 days after 1st dose
and at 1 month until 2nd dose

and at 1 month until month 6
2nd 

dose

1 interview 10 from 1st dose and afterwards 1 a month until month 6

Vaccine Interval between doses

Pfizer-BioNTech 21 days

Moderna 28 days

Oxford/Astra-Zeneca 10-12 weeks

Johnson & Johnson Single dose

Figure 2  Summary of the follow up 

Presentation of results and statistical analysis
The statistical programme SPSS® 22.0 para Windows® was 
used for data analysis. Qualitative and qualitative data are 
shown as percentages and mean and standard deviation 
(SD), respectively. Chi-squared test was used to analyze 
qualitative variables, student t test for quantitative vari-
ables with a normal distribution and Mann-Whitney test 
for quantitative variables with a non- normal distribution. 
The Wilcoxon test was used for paired data analysis. To 
relate the quantitative variables Pearson or Spearman an-
alytical correlation techniques were used. Statistical sig-
nificance was set at P<0.05.

Ethics considerations
The study was developed in accordance with rules of 

Good Clinical Practice of the International Conference on 
Harmonization (ICH E6) for a study of these characteristics. 
There was compliance in all cases with the autonomy of 
subjects, according to the prevailing ethics principles of the 
Declaration of Helsinki. 

At the time of the proposed incorporation into the study, 
the subject was issued with an information sheet and asked 
to sign an informed consent form. 

The record sheets remained stored in collaborating 
pharmacies and complied with high level safety measures, 
as set out in Spanish Organic Law 3/2018, of 5 December, 
on the protection of personal data and guarantee of digital 
rights. The recorded data were subject to a coding and dis-
sociation process (pseudonymisation), and loaded onto an 
Excel® spreadsheet before being notified to the research 
team. 
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The research team never had any knowledge of sub-
jects’ identifying or identifiable data. 

The study received a favourable opinion from the Gali-
cia Research Ethics Committee for Medicines (RECm-G) 
(Exp. 2021-007) (Appendix 2).

RESULTS

Demographic data
A total of 10 pharmacies from the province of Ponteve-

dra and two from Ourense collaborated. They proposed that 
827 users take part, of whom 784 agreed (94.8%). Three 
were rejected as they had not recorded the data correct-
ly, whereby the number of valid records was 781 (99.6%), 
of which 488 (62.5%) were women and 293 (37.5%) men. 
Mean age was 56.8 (SD=17.9) years. A total of eight (1.6%) 
women were pregnant.  

Diseases reported: 230 hypertension, 177 dyslipidae-
mia, 159 neuro-psychiatric disorders, 105 cardiological, 92 
diabetes, 68 respiratory, 50 thyroid, 35 obesity, 23 immuno-
depression, 17 renal, nine oncological, eight liver, six met-
abolic. Multipathological patients: two (0.3%) with eight 
pathologies, two (0.3%) with seven, 11 (1.4%) with six, 22 
(2.8%) with five, 77 (9.9%) with four, 94 (12.0%) with three 
and 112 (14.3%) with two. With one pathology 216 (27.7%) 
and 245 (31.4%) manifested not suffering from any prior 
pathology. A total of 25 (3.2%) suffered from an acute pa-
thology at the time of receiving the vaccine. The most com-
mon were: cold (4), vertigo (4), urine infection (2), anaemia 
(2) and labial herpes (2). Virtually half those surveyed were 
60 or over and belonged to an at risk group. Only 64 report-
ed having had COVID-19.

The demographic characteristics are shown in Table 1.

Vaccines 
Vaccines were administered in massive vaccination 

areas (“vaccinodromes”) to 491 (62.9%), in a hospital 175 
(22.4%), primary care centre 108 (13.8%) and old peoples 
home seven (0.9%).

A total of 445 (57.0%) subjects were vaccinated as a 
first dose with Comirnaty®, 282 (57.8%) women and 163 
(55.6%) men; 190 (24.3%) received Vaxzevria®, 118 (24.2%) 
women and 72 (24.6%) men; 104 (13.3%) Spikevax®, 67 
(13.7%) women and 37 (12.6%) men and 42 (5.4%) Jco-
vden®, 21 (4.3%) women and 21 (7.2%) men.

A total of 204 (26.1%) surveyed used medicines as pro-
phylaxis for the possible ADR from the vaccine. Of these 165 
(80.1%) took acetaminophen.

Suspected adverse reactions
A total of 495 (63.4%) vaccinated, 321 women (65.8%) and 

174 (59.4%) men manifested having suffered at least one 
adverse reaction, p=0.0753. Table 2 shows the distribution 
of people who underwent ADR with the four vaccines ac-
cording to sex.

The average number of ADR manifested by vaccinat-
ed people was 1.8 (SD=2.2) (1-13), 2.0 (SD=2.4) (1-13) 
in women and 1.4 (SD=1.7) (1-8) in men, P<0.0001. The 
percentage vaccinated in regard to the number of ADR 
reported by each person is shown in Figure 3. No statis-
tically significant difference between sexes was detected 
(p=0.3164). The maximum was 13 ADR, in one woman. 

The total number of ADR manifested by those sur-
veyed was 1367. The most prevalent turned out to be 
those that affected more than 10% of those vaccinated: 
pain at the injection site, reported by 375 (48.0%), tired-
ness/fatigue, by 170 (21.8%), chills 118 (15.1%), head-
ache 117 (15.0%), muscular pain 112 (14.3%) and fever 
98 (12.5%).

The full list of suspected adverse effects manifested 
with the first dose is shown in Table 3.

Table 4 shows the percentage vaccinated of each sex 
that reported the most prevalent ADR.

The analysis of relationships between the demographic 
characteristics of the sample and number of ADR manifest-
ed by subjects is shown in Table 5.

The average duration of ADR (time from onset to 
resolution) was under one day in 114 (8.3%) cases, one 
to three days in 999 (73.1%), four to five days in 141 
(10.3%) and six days or more in 113 (8.3%). No statis-
tically significant difference between men and women, 
p=0.4501. The duration of the ADR by sex is shown in 
Figure 4.

The duration of ADR for each of the four vaccines ad-
ministered is shown in Figure 5. 

Impact on health and daily life 
In 472 (95.4%) cases the health problem caused by 

the ADR resolved itself satisfactorily. Nonetheless, for 118 
(15.1%) vaccinated, 76 (23.7%) women and 42 (24.1%) men 
(p=0.9087), the reactivity prevented them from performing 
their routine daily activity. After six months, 100% of cases 
had resolved.

Of the 495 people surveyed who manifested reactivity 
to the vaccine a  total of 77 (15.6%) required professional 
help, of whom 48 (15.0%) were women and 29 (16.6%) men 
(p=0,6212): they visited their primary care doctor (PCD) at 
the health centre in 30 (39.0%) cases, (20 women and 10 
men), nine (11.7%) (seven women and two men) at the ca-
sualty department, in addition to one by PCD referral and 
another from the CP, one (1.3%) man in hospital and 37 
(48.1%) (21 women and 16 men) requested assistance in 
the pharmacy.

Collaborating pharmacists notified the Autonomous 
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Pharmacovigilance Centre of the ADR from 264 (53.3%) 
people vaccinated.

DISCUSSION
Among the duties performed by the community phar-
macist is monitoring the personalized use of medicines. 
The purpose is to detect the adverse reactions that might 
occur in the user population and notify them to the in-
stitutions responsible for pharmacovigilance [8-10]. 

Table 1  Demographic characteristics by sex

Woman
n (%)* (%)**

Man
n (%)* (%)**

Total
n (%)* (%)** p

Subjects 488 (62,5) 293 (37,5) 781 (100,0)

Age m (SD) (range) 55,8 (18,6)

(18-97)

58,4 (16,5)

(21-89)

56,8 (17,9)

(18-97)

0,0448

Lives alone 66 (8,5) (13,5) 46 (5,9) (15,7) 112 (14,3) 0,4019

Smoker 76 (9,7) (15,6) 55 (7,0) (18,8) 131 (16,8) 0,2472

Age ≥60 212 (43,4%) 155 (52,9%) 367 (47,0) 0,0105

Risk group 224 (27,1) (45,9) 165 (21,1) (56,3) 389 (49,8) 0,0048

Anticoagulated 49 (6,3) (10,0) 70 (9,0) (23,9) 119 (15,2) <0,0001

Allergy 97 (19,9) 55 (18,8) 152 (19,5) 0,6959

Had COVID-19 36 (7,4) 28 (9,6) 64 (8,2) 0,2829

PCR performed 214 (43,9) 116 (39,6) 330 (42,3) 0,2426

AG test performed 136 (27,9) 81 (27,6) 217 (27,8) 0,9462

AB test performed 72 (14,8) 30 (10,2) 102 (13,1) 0,0700

≥2 tests performed 168 (34,4) 75 (25,6) 242 (31,0) 0,1776

* The percentages refer to the total vaccinated (*) and sex total (**)
PCR: polymerase chain reaction. AB test: antibodies test. AG Test: antigens test.

Table 2  Distribution by sex and brand of vaccine of the subjects with ADR

Women Men Total

Total
n (%)

With ADR
n (%)*

Without ADR
n (%)*

With ADR
n (%)*

Without ADR
n (%)*

With ADR
n (%)*

Without ADR
n (%)*

CV 157 (55,7) 125 (44,3) 79 (48,5) 84 (51,5) 236 (53,0) 209 (47,0) 445 (57,0)

SV 49 (73,1) 18 (26,9) 20 (54,1) 17 (45,9) 69 (66,3) 35 (33,7) 104 (13,3)

VV 99 (83,9) 19 (16,1) 58 (80,6) 14 (19,4) 157 (82,6) 33 (17,4) 190 (24,3)

JV 16 (76,2) 5 (23,8) 17 (81,0) 4 (19,0) 33 (78,6) 9 (21,4) 42 (5,4)

321 (65,8)** 167 (34,2)** 174 (59,4)** 119 (40,6)** 495 (63,4)*** 286 (36,6)*** 781 (100,0)

*** On the total sex vaccinated with each vaccine.
*** On the total sex.
*** On the total vaccinated.
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According to this premise, and given that the main aim 
of this work is detection, notification and follow up of ad-
verse reactions in community pharmacy users, it is worth 
noting that the outcomes obtained reveal that in its admi-
nistration to the general population, the first dose of vacci-
nes for COVID-19 led to a significant number of suspected 
ADR, although mild to moderate.

Study limitations
We wish to point out as a possible study limitation the fact 
that the manifestation of suspected ADR by participants 
has a certain component of subjectivity. In some cases, they 
could be attributed to pathologies or treatments that pa-
tients received, impacted state of mood, a family member 
or close friend having suffered the disease. All this may lead 
to a predisposition to recognize some that are actually not 
suspected ADR. However, the adverse reactions recorded 
in the pharmacy are usually mild to moderate in intensi-
ty. Those that are most severe are recorded in the hospital 
or emergency services, such as cases of thrombocytopenia, 
Guillain Barré syndrome or myocarditis. Many of these mild 
ADR do not usually reach these departments or are not re-
corded in them, whereby it is possible that the data differ in 
studies performed in them. 

Furthermore, the COVID-19 vaccines themselves might 

cause the nocebo effect and alter their safety outcome. The 
at times negative advertising that accompanies the emer-
gency authorization together with the lack of knowledge of 
adverse reactions and anticipation or fear of suffering from 
them increases the erroneous attribution of prior or subse-
quent symptoms actually unrelated to the vaccine [24]. 

Other limitations were the lack of access to the clini-
cal history of the person surveyed to confirm the suspected 
ADR, characterize when it belongs to a risk group and con-
firm that COVID was diagnosed previously. The data depend 
on that manifested by subjects and the medicines they say 
they take or appear in the pharmacotherapeutic histories 
stored in pharmacies

Description of the sample
A total of 781 users took part with a mean age of 57; 62.5% 
were women, who mainly live alone (8.5% vs. 5.9% of the 
total sample). This datum coincides with that published by 
the Spanish Office of National Statistics for Galicia [25], 
doubtless due to the higher life expectancy of women com-
pared to men [26]. Nonetheless, within each sex, in our sam-
ple the percentage is higher among men (15.7% vs. 13.5%).
As for tobacco consumption, our sample shows a higher 
percentage of male smokers, which also corresponds to the 
national statistic [27].
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Figure 3  Percentage vaccinated and number of ADR manifested
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Adverse reaction Total

% on 
total 

vaccinated
% on total 

ADR

Pain at injection site  375 48,0 % 75,8 %

Tiredness/fatigue 170 21,8 % 34,3 %

Chills 118 15,1 % 23,8 %

Headache 117 15,0 % 23,6 %

Muscle pain 112 14,3 % 22,6 %

Fever 98 12,5 % 19,8 %

Local swelling 61 7,8 % 12,3 %

Joint pain 57 7,3 % 11,5 %

Redness at  
injection site  

47 6,0 % 9,5 %

Stomach pain 26 3,3 % 5,3 %

Diarrhoea 18 2,3 % 3,6 %

General malaise 17 2,2 % 3,4 %

Dizziness 15 1,9 % 3,0 %

Vomiting 15 1,9 % 3,0 %

Cold  
(pseudo-flu disease)

13 1,6 % 2,5 %

Nauseas/digestion cut 11 1,4 % 2,2 %

Throat pain  
(oropharyngeal)

9 1,2 % 1,8 %

Skin allergic  
reaction 

9 1,2% 1,8 %

Adenopathy 8 1,0 % 1,6 %

*Respiratory difficulty 7 0,9 % 1,4 %

Tremors 5 0,6 % 1,0 %

*Vertigo 5 0,6 % 1,0 %

Drowsiness 4 0,5 % 0,8 %

Cough 4 0,5 % 0,8 %

*Increased  
blood pressure

3 0,4 % 0,6 %

Insomnia 3 0,4 % 0,6 %

*Altered menstruation 2 0,3 % 0,4 %

*Head/Head  
ballooning

2 0,3 % 0,4 %

Cramps 2 0,3 % 0,4 %

Table 3 Suspected ADR to the first dose manifested by subjects

Adverse reaction Total

% on 
total 

vaccinated
% on total 

ADR

Pain in  
other extremity

2 0,2 % 0,4 %

Arm tinging (paraesthesia) 2 0,3 % 0,4 %

*Body heaviness 2 0,3 % 0,4 %

*Heavy legs 2 0,3 % 0,4 %

*Sores 1 0,1 % 0,2 %

*Ageusia 1 0,1 % 0,2 %

*Agitation 1 0,1 % 0,2 %

*Aura visual 1 0,1 % 0,2 %

Heat at injection site 1 0,1 % 0,2 %

*Disorientation 1 0,1 % 0,2 %

Back pain 1 0,1 % 0,2 %

Pain all over arm 1 0,1 % 0,2 %

*Ovarian pain 1 0,1 % 0,2 %

Slowness, apathy (lethargy) 1 0,1 % 0,2 %

Skin rashes 1 0,1 % 0,2 %

*Lack of concentration 1 0,1 % 0,2 %

Haemorrhage at bleeding 
site

1 0,1 % 0,2 %

*Nasal bleeding 1 0,1 % 0,2 %

*Abdominal swelling 1 0,1 % 0,2 %

Facial swelling 1 0,1 % 0,2 %

*Leg swelling 1 0,1 % 0,2 %

*Gum inflammation 1 0,1 % 0,2 %

Loss of appetite 1 0,1 % 0,2 %

Generalized anaphylactic 
reaction 

1 0,1 % 0,2 %

*Hangover 1 0,1 % 0,2 %

*Thirst 1 0,1 % 0,2 %

*Feeling overwhelmed 1 0,1 % 0,2 %

Sweating 1 0,1 % 0,2 %

*Tachycardia 1 0,1 % 0,2 %

*Buzzing in head 1 0,1 % 0,2 %

Total 1.367  

*  ADR not collated in the specifications for the four vaccines.
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Table 4  Shows the percentage vaccinated of each sex that reported the most prevalent ADR

 CV VV SV JV

ADR
M
n  

(%)*

H
n  

(%)*

T
n  

(%)**

M
n  

(%)*

H
n  

(%)*

T
n  

(%)**

M
n  

(%)*

H
n  

(%)*

T
n  

(%)**

M
n  

(%)*

H
n  

(%)*

T
n  

(%)**

Pain at 
injection 
site

133 
(47,2)

66 
(40,5)

199 
(44,7)

68 
(57,6)

32 
(44,4)

100 
(52,6)

39 
(58,2)

14 
(37,8)

53 
(81,0)

12 
(57,1)

11 
(52,4)

23 
(54,8)

Tiredness/
Fatigue

27  
(9,6)

14  
(8,6)

41  
(9,2)

58 
(49,2)

29 
(40,3)

87 
(45,8)

21 
(31,3)

7 
(18,9)

28 
(24,0)

9  
(42,9)

5  
(23,8)

14 
(33,3)

Chills
11  

(3,9)
7  

(4,3)
18  

(4,1)
51 

(43,2)
19 

(26,4)
70 

(36,8)
11 

(16,4)
3  

(8,1)
14 

(13,5)
9  

(42,9)
7  

(33,3)
16 

(38,1)

Headache
20  

(7,1)
12  

(7,4)
32  

(7,2)
41 

(34,7)
17 

(23,6)
58 

(30.5)
11 

(16,4)
2  

(5,4)
13 

(12,5)
8  

(38,1)
6  

(28,6)
14 

(33.3)

Muscle pain
18  

(6,4)
8  

(4,9)
26  

(5,8)
50 

(42,4)
14 

(19,4)
64 

(33,7)
7  

(10,4)
2  

(5,4)
9  

(8,7)
7  

(33,3)
6  

(28,6)
13 

(31,0)

Fever
10  

(3,5)
5  

(3,1)
15  

(3,4)
43 

(36,4)
18 

(25,0)
61 

(32,1)
10 

(14,9)
3  

(8,1)
13 

(12,5)
4  

(19,0)
5  

(23,8)
9  

(21,4)

p 0,437 <0,001 0,0711 0,3150

** On the total sex vaccinated with each vaccine
** On the total vaccinated with each vaccine

Table 5  Relationship between the number of ADR and demographic variables

Group Persons ADRs
ADR/person

m (SD) p

≥60
<60

374
407

433
934

1,2 (1,7)
2,3 (2,4) <0,0001

Smokes
Does not smoke

131
650

272
1095

2,1 (2,2)
1,7 (2,1)

0,0629

Lives alone
Does not live alone

112
669

173
1194

1,5 (2,2)
1,8 (2,1)

0,2914

Risk group
No risk group

389
392

498
869

1,3 (1,8)
2,2 (2,4) <0,0001

Anticoagulated
Not anticoagulated

119
662

114
1253

1,0 (1,5)
1,9 (2,2) <0,0001

COVID-19 history
No COVID-19 history

64
717

141
1226

2,2 (2,3)
1,7 (2,1)

0,0994
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Figure 4  Duration of ADR by sex
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Figure 5  Duration of ADR with the four vaccines
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The number of those surveyed belonging to at risk 
[28,29] and anticoagulated groups is also higher among 
men. This latter case coincides with some studies, but not 
others as studies differ markedly in terms of anticoagulation 
and sex [30].

Consequently, we believe the sample to be sufficient, as 
shown by the calculation performed for the study’s repre-
sentativeness. However, its composition matches the mainly 
female population that visits pharmacies, obtained in other 
studies [31,32,33].

Only 8.2% of those vaccinated state having gone 
through COVID-19 (36 women and 28 men) prior to receiv-
ing the vaccine. This datum differs from that published by 
Álvarez et al. [34] in which 50% of the study population had 
gone through the disease, whereby this can be accounted 
for by the different scope in which this study was performed. 

Despite general prophylaxis with analgesics or anti-in-
flammatories not being recommended as we did not have 
clear data on the impact of these on the immune response 
[16,35], we found that a quarter of patients surveyed use 
a medicine for this purpose. Acetaminophen was the most 
commonly used (80.1%), doubtless due to lack of knowledge 
by the population of the vaccine’s possible adverse reactions 
and its fear of these.

The COVID-19 pandemic has led to significant challeng-
es for the Spanish health system. 

It needed to rearrange its services and transfer person-
nel to areas of most need. This was a viable solution, to 
respond suitably to the urgent problem of limited human 
resources, to undertake a massive and efficient vaccination 
of the entire population. We therefore found four differ-
ent sites in our study: “vaccinodromes” (62.9%), hospitals 
(22.4%), primary care (13.8%) and old people’s homes 
(0.9%). The complexity to perform an effective vaccination 
and the need to equip primary care suitably to comply with 
the requirements set out meant that this was not a major-
ity vaccination process. The success of vaccinodromes and 
decentralized areas as compared to hospitals, the latter re-
served to treat the most severe cases, was clear. The study 
of how to implement this model of more decentralized and 
accessible areas, among which may be pharmacies, as oc-
curs in many countries in our setting, to treat or prevent 
certain health problems and decongest the health services 
would be suitable [36]. 

Those surveyed in our study received four different kinds 
of vaccine: Cominarty® and Spykevax®, messenger RNA 
vaccines, Vaxzervia® and Janssen® both with adenovirus as 
a vector. The proportions of vaccines received by subjects in 
our study do not fully coincide with the data shown in the 
Spanish Ministry of Health’s reports, as these account for 
vaccines administered to date, whilst ours are limited to the 
year 2021. Cominarty® does coincide as the most commonly 
used brand [37]. 

Suspected adverse reactions
Over 60% of subjects in the study manifested at least one 
ADR. This figure is high and does not concur with those col-
lated in other reports, which varies from 0.08% in Galicia 
[38] to 0.18% nationally [39] in which data are collated 
from notifications to the Spanish pharmacovigilance sys-
tem, most coming from medical and nursing consultations 
which probably only reflect moderate to severe ADR that 
fall within this scope. In a tertiary Madrid hospital [34] this 
was 2.5% with the first dose and this increased to 4.8% 
after the second dose. This also involved notifications, in 
this case to the Department of Prevention of Work-Relat-
ed risks. In two studies performed with health professionals 
with voluntary response surveys, in the event of nephrol-
ogists, 75% of those who responded had undergone ADR 
to the vaccine [40]. Among community pharmacists from 
Pontevedra, this figure was 92% [41]. Although the figures 
are skewed by the methodology, we believe they highlight 
an actual prevalence of ADR much higher than that collated 
in specifications and official reports, as suggested by De-
masi [42]. 

The total number of suspected ADR with the first dose 
of vaccines was 1367. The most prevalent was pain at the 
injection site, which affected 48% of those vaccinated and 
entailed 75.8% of ADR notified. This coincides with other 
studies published [17,24,40,43], followed by tiredness, fa-
tigue and chills, especially with VV and JV, which appeared 
in the 11th PV report of the Spanish Ministry of Health [44]. 
The onset of headache and muscular pain except for chills, 
in the same order as the study by Amanzio et al [24]. In the 
others, despite coinciding with the most prevalent ADR, the 
order differs in all of them [34,38-40,43].

On balance, we observe that in our study the most com-
monly administered vaccine was CV (57.0%), which is the 
one that led to the fewest ADR (53,0%). VV was the next 
most administered (24.3%) and the one that led to the most 
ADR (82.6%). This appears to indicate that the mRNA vac-
cines were the safest. 

Various suspected ADR not covered in the specifications 
of the four vaccines administered were detected. While as 
we mentioned we cannot ensure a proven causal relation-
ship with the vaccine, we believe that some are quite rele-
vant, among them the respiratory difficulty and vertigo or 
menstrual abnormalities and ovary pain. However, they still 
do not appear in the corresponding specifications [20-23]. 
We also found a case of tachycardia with Comirnaty®, in 
a 72-year-old woman without a history of having suffered 
from the disease, with onset at six hours and duration one 
day. This ADR, which was not covered in the specifications 
either, was reported by Marco et al [45], in three health pro-
fessionals who had undergone the disease, with remission 
between 18 and 36 hours.
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The percentage of women who manifested ADR (66%) is 
greater than the percentage of men (59%), which coincides 
with that found in the reports cited [34,38,39], although 
the difference is not statistically significant. The number 
of adverse reactions notified per person is 1.8 in the total 
sample, in this case with a statistically significant differ-
ence between men (1.4) and women (2.0). When studying 
the number of adverse reactions in regard to the other de-
mographic variables, we detected that those under 60 had 
a higher number of ADR per person (2,3) compared to those 
60 or over (1,2), which coincides with that reported in the 
bibliography [39,43] and specifications [20-23]. There is 
also a significant difference between those vaccinated in 
at risk and anticoagulated groups and those not belonging 
to these groups. This is a relationship not analyzed in other 
studies, whereby we cannot set out comparisons but we can 
interpret as associated the higher age of those included in 
these groups.

No statistically significant differences in regard to being 
smokers, living alone or being infected with COVID-19 prior 
to vaccination were detected. In this latter case, this fact 
is considered a predictor of the onset of symptoms after 
vaccination in other studies [34,40,43,45].

As these are mild ADR in general, their duration was 
short. This was prolonged more than 5 days only in 8% of 
cases, between 1 and 3 days for 73% of those surveyed. This 
datum coincides with other published studies that reported 
a duration of symptoms 1-4 days, more in women than men 
[43,46], which did not occur in our study in which the dura-
tion of symptoms was similar in both sexes.

Impact on health and daily life  
Aside from this fast recovery, in 95% of cases, reactions re-
solved spontaneously. Only in under 5% of cases did symp-
toms remain for more than a month, but at the closing of 
data recording for the study all of them had been resolved. 
Nonetheless, for 15% of those surveyed the discomfort 
caused by reactivity to the vaccines prevented them from 
performing their normal activity, either work or daily life 
routines. This is an important aspect for people vaccinat-
ed both for active workers and the retired, which was not 
considered in the reports we have reviewed and that might 
have a certain impact on the subsequent perception on the 
hazardousness of vaccines.

A total of 16% of those vaccinated who underwent ADR 
required professional help to resolve the health problem 
caused by these. Therefore, approximately half came to the 
pharmacy requesting the CP’s attention, ratifying the trust 
of the population in her proximity, accessibility and capac-
ity at times of saturation of public healthcare services. The 
CP evaluated whether or not the ADR was severe, referring 
the physical or emergency department if deemed necessary 
or indicating a medicine and/or pharmacological measures 
to relieve symptoms. This work, performed by the CP not 

only in our study but in general for vaccinated persons who 
visited pharmacies manifesting symptoms compatible with 
reactivity to COVID-19 vaccines, meant a significant contri-
bution to the health system to collaborate on rationaliza-
tion of the use of public health resources, with considerable 
cost savings and avoiding unnecessary visits to health and 
emergency centres, and acting as an efficient first primary 
health care step.

We hope to have contributed with this work, which will 
continue with the analysis of the ADR detected after the 
second dose of vaccines and comparison between both dos-
es, to better knowledge of their safety profile having high-
lighted various suspected ADR, some quite relevant, which 
were not collated in the specifications.

Moreover, as discussed and with the limitations men-
tioned, we believe that the reports from the Spanish health 
authorities do not cover all the ADR that occurred because 
of COVID-19 vaccines, or the actual number of people vac-
cinated who underwent ADR after vaccination. Possibly this 
is a problem of under notification to the Spanish pharma-
covigilance system of mild ADR, both by health profession-
als and those vaccinated, which in our case was collated. 
Nor do they reflect the impact on the daily, work and per-
sonal life of those vaccinated, which from our point of view 
has been considerable; without this undermining the tran-
scendental benefit obtained with its administration, both 
on the loss of lives and reduction of suffering and sequelae 
caused by the severe cases, which have fallen drastically 
and have enabled a return to relative normality after almost 
two years of pandemic.

We believe this kind of work will serve to strengthen 
the key position of the community pharmacist in Spanish 
primary health care structures and sought after community 
mechanisms and collaboration with other health profes-
sionals. Taking part from a community position, which is 
close and accessible to users, despite the pandemic, at a 
time when health centres and hospitals avoided personal 
care of patients with the purpose of minimizing health risks.
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Anexo 1.  Cuaderno de recogida de datos

 

[Escriba aquí] 
 

Hoja de registro. Campaña de farmacovigilancia en vacunación frente a la COVID-19 

Fecha: Farmacia: Teléfono: ¿Pasó la enfermedad Covid-19?   Sí  No    

Datos demográficos 
Sexo: ........    Edad: …....   Código: ……………………… 
Embarazo:   Sí  No    Edad ≥65:   Sí  No         
Vive solo:     Sí  No    Fumador:   Sí  No   
Lugar de trabajo: 
  1.Sanitario     2. Residencia      3. Docente    
 4.Trabajador esencial     5.Teletrabajo     6.Otro……… 
¿Pertenece a algún grupo de riesgo?   Sí  No  
¿Tratamiento anticoagulante?  Sí  No 

¿PCR?  Sí     No   Resultado: …………… 
¿Test de antígenos?      Sí    No   Resultado ………… 
¿Test de anticuerpos?   Sí    No   Resultado ………… 
¿Más de una vez?................................................................ 
1 Nombre de la vacuna………………………… 
2- ¿En dónde se la administraron?....................................... 
3- Dosis:  Primera      Fecha ……………Nº Lote…….. 
                Segunda    Fecha: ……………Nº Lote……. 
Observaciones 

 1.EPOC/problemas respiratorios  
 2 Inmunodepresión/Tratamiento 
 3 Obesidad 
 4 Cardiopatía 
 5 HTA 

 6 Diabetes 
 7 Trastornos metabólicos congénitos 
 8  Enfermedad oncológica activa 
 9  Enfermedad hepática crónica 
 10 Enfermedad renal crónica  

 11 Trastornos neuropsiquiátricos 
 12 Otras enfermedades crónicas:  

¿Tenía otras enfermedades en el momento de vacunación:  Sí    No  ¿Cuáles? 
¿Tiene alguna alergia?  Sí  No   ¿Cuál? 

 

Medicación habitual y actual 
Medicamento (con marca) Pauta Fecha 

inicio 
Fecha 
final 

Medicamento (con marca) Pauta Fecha 
inicio 

Fecha 
final 

        
        
        
        
        
        

 

PRIMERA ENTREVISTA                     ¿Hay sospecha de RAM?   Sí    No     
                                                        Inicio        final                                                               inicio      final                                                              inicio    final 

 Dolor en punto inyección 
 Enrojecimiento local  
 Hinchazón local 
 Reacción alérgica  
 Fatiga   
 Dificultad para respirar 
 Tos 

 
 

 

 

 Dolor de cabeza 
 Dolor muscular   
 Dolor articulaciones   
 Resfriado   
 Fiebre   
 Escalofríos 
 Vómitos 

 

 

 

 

 Diarrea   
 Dolor de estómago  
 Adenopatía  
 Pérdida del gusto 
 Pérdida del olfato  
 Dolor de garganta 
 Otros: 

 

 

 

 

 

 

Debido a la sospecha de RAM ¿Necesitó atención profesional?   Sí    No  
¿Donde?       Médico centro salud    Urgencias PAC    Hospital    Farmacia 
¿Necesito medicamentos para esa RAM?    Sí     No   ¿Cuál? ….……………………………………………… 
¿Se resolvió satisfactoriamente?  Sí     No      ¿Le impidió hacer su actividad diaria?   Sí     No 
¿Informó a su médico?  Sí    No 
Ya fue notificada al CC de Farmacovigilancia   Sí    No    ¿Por quién?........................................................... 
Notificación por el farmacéutico colaborador al CC de FV    Sí    No   OBLIGATORIO  

Observaciones 

Después de la 1ªdosis: Entrevista de seguimiento telefónico/personal a los 10 días ó antes de la segunda dosis, en Astra-Zeneca 
y Jonhson, además cada mes. Después de la segundad dosis, a los 10 dias y después mensualmente mientras se considere 
necesario. Cumplimentar solo los registros de las que correspondan según el momento de captación del paciente. Cumplimentar 
una descripción por cada sospecha de RAM que presente el paciente. 
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[Escriba aquí] 
 

ENTREVISTAS DE SEGUIMIENTO  

Entrevista de seguimiento.    Fecha:……………… ¿Qué ocurrió?         

   Desapareció la RAM   Mejoró    Sigue igual      ¿Necesitó atención profesional?   Sí    No         
  ¿Dónde?    Médico centro salud    Urgencias PAC    Hospital    Farmacia 
  ¿Tomó medicamentos?  …………………………………………………………………………………………………… 

¿Apareció nueva sospecha de RAM?    Sí     No      Ver descripción sospecha de RAM nº: ……. 

¿Se contagió de Covid-19 después de vacunarse?   Sí    No ¿Cómo le fue?.......................................................... 

Observaciones: 

Entrevista de seguimiento.    Fecha:……………… ¿Qué ocurrió?         

   Desapareció la RAM   Mejoró    Sigue igual      ¿Necesitó atención profesional?   Sí    No         
  ¿Dónde?    Médico centro salud    Urgencias PAC    Hospital    Farmacia 
  ¿Tomó medicamentos?  …………………………………………………………………………………………………… 

¿Apareció nueva sospecha de RAM?    Sí     No      Ver descripción sospecha de RAM nº: ……. 

¿Se contagió de Covid-19 después de vacunarse?   Sí    No ¿Cómo le fue?.......................................................... 

Observaciones: 

Entrevista de seguimiento.    Fecha:……………… ¿Qué ocurrió?         

   Desapareció la RAM   Mejoró    Sigue igual      ¿Necesitó atención profesional?   Sí    No         
  ¿Dónde?    Médico centro salud    Urgencias PAC    Hospital    Farmacia 
  ¿Tomó medicamentos?  …………………………………………………………………………………………………… 

¿Apareció nueva sospecha de RAM?    Sí     No      Ver descripción sospecha de RAM nº: ……. 

¿Se contagió de Covid-19 después de vacunarse?   Sí    No ¿Cómo le fue?.......................................................... 

Observaciones: 

Entrevista de seguimiento.    Fecha:……………… ¿Qué ocurrió?         

   Desapareció la RAM   Mejoró    Sigue igual      ¿Necesitó atención profesional?   Sí    No         
  ¿Dónde?    Médico centro salud    Urgencias PAC    Hospital    Farmacia 
  ¿Tomó medicamentos?  …………………………………………………………………………………………………… 

¿Apareció nueva sospecha de RAM?    Sí     No      Ver descripción sospecha de RAM nº: ……. 

¿Se contagió de Covid-19 después de vacunarse?   Sí    No ¿Cómo le fue?.......................................................... 

Observaciones: 

Entrevista de seguimiento.    Fecha:……………… ¿Qué ocurrió?         

   Desapareció la RAM   Mejoró    Sigue igual      ¿Necesitó atención profesional?   Sí    No         
  ¿Dónde?    Médico centro salud    Urgencias PAC    Hospital    Farmacia 
  ¿Tomó medicamentos?  …………………………………………………………………………………………………… 

¿Apareció nueva sospecha de RAM?    Sí     No      Ver descripción sospecha de RAM nº: ……. 

¿Se contagió de Covid-19 después de vacunarse?   Sí    No ¿Cómo le fue?.......................................................... 

Observaciones: 

Entrevista de seguimiento.    Fecha:……………… ¿Qué ocurrió?         

   Desapareció la RAM   Mejoró    Sigue igual      ¿Necesitó atención profesional?   Sí    No         
  ¿Dónde?    Médico centro salud    Urgencias PAC    Hospital    Farmacia 
  ¿Tomó medicamentos?  …………………………………………………………………………………………………… 

¿Apareció nueva sospecha de RAM?    Sí     No      Ver descripción sospecha de RAM nº: ……. 

Observaciones: 
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[Escriba aquí] 
 

 

DESCRIPCIÓN DE NUEVAS SOSPECHAS DE RAM DETECTADAS 

RAM nº 
 Dolor en punto inyección   
 Enrojecimiento local  
 Hinchazón local 
 Reacción alérgica  
 Fatiga   
 Dificultad para respirar 

 Tos 
 Dolor de cabeza 
 Dolor muscular   
 Dolor articulaciones   
 Resfriado   
 Fiebre   

 Escalofríos 
 Vómitos 
 Diarrea   
 Dolor de estómago  
 Adenopatía  
 Pérdida del gusto  

 Pérdida del olfato  
 Dolor de garganta 
 Parálisis facial 
 Otros: 

Fecha de comienzo de sospecha de RAM:  ……………………………  Duración ………………………………… 
Debido a la RAM ¿Necesitó atención profesional?   Sí    No  
¿Dónde?  Médico centro salud    Urgencias PAC    Hospital    Farmacia 
¿Necesito medicamentos para esa RAM?    Sí     No   ¿Cuál? ….………………………………………… 
¿Se resolvió satisfactoriamente?  Sí     No            ¿Le impidió hacer su actividad diaria?   Sí     No 
¿Informó a su médico?  Sí    No 
Notificación por el farmacéutico colaborador al CC de FV    Sí    No OBLIGATORIO 

Observaciones: 

RAM nº 
 Dolor en punto inyección   
 Enrojecimiento local  
 Hinchazón local 
 Reacción alérgica  
 Fatiga   
 Dificultad para respirar 

 Tos 
 Dolor de cabeza 
 Dolor muscular   
 Dolor articulaciones   
 Resfriado   
 Fiebre   

 Escalofríos 
 Vómitos 
 Diarrea   
 Dolor de estómago  
 Adenopatía  
 Pérdida del gusto  

 Pérdida del olfato  
 Dolor de garganta 
 Parálisis facial 
 Otros: 

Fecha de comienzo de sospecha de RAM:  ……………………………  Duración ………………………………… 
Debido a la RAM ¿Necesitó atención profesional?   Sí    No  
¿Dónde?  Médico centro salud    Urgencias PAC    Hospital    Farmacia 
¿Necesito medicamentos para esa RAM?    Sí     No   ¿Cuál? ….………………………………………… 
¿Se resolvió satisfactoriamente?  Sí     No             ¿Le impidió hacer su actividad diaria?   Sí     No  
¿Informó a su médico?  Sí    No 
Notificación por el farmacéutico colaborador al CC de FV    Sí    No OBLIGATORIO 

Observaciones: 

RAM nº 

 Dolor en punto inyección   
 Enrojecimiento local  
 Hinchazón local 
 Reacción alérgica  
 Fatiga   
 Dificultad para respirar 

 Tos 
 Dolor de cabeza 
 Dolor muscular   
 Dolor articulaciones   
 Resfriado   
 Fiebre   

 Escalofríos 
 Vómitos 
 Diarrea   
 Dolor de estómago  
 Adenopatía  
 Pérdida del gusto  

 Pérdida del olfato  
 Dolor de garganta 
 Parálisis facial 
 Otros: 

Fecha de comienzo de sospecha de RAM:  ……………………………  Duración ………………………………… 
Debido a la RAM ¿Necesitó atención profesional?   Sí    No  
¿Dónde?  Médico centro salud    Urgencias PAC    Hospital    Farmacia 
¿Necesito medicamentos para esa RAM?    Sí     No   ¿Cuál? ….………………………………………… 
¿Se resolvió satisfactoriamente?  Sí     No           ¿Le impidió hacer su actividad diaria?   Sí     No 
¿Informó a su médico?  Sí    No 
Notificación por el farmacéutico colaborador al CC de FV    Sí    No                 OBLIGATORIO 

Observaciones: 
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