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ABSTRACT

Objectives: to assess the effects of floral therapy in the face of factors that boost pain in the
parturition process and its results in the duration of labor. Methods: this is a randomized,
controlled and triple-blind clinical trial. We selected 164 pregnant women with gestational
age =37 weeks, cervical dilation =4 cm, randomly divided into floral therapy and placebo
group. Results: the Five Flower floral essence proved to be effective, considering the factors
that boost pain in labor. Experimental Group did not show an increase in contractions, unlike
Control Group, which presented an increase of one contraction for mothers in active phase
and amniorrhexis. The Five Flower essence proved to be effective in reducing labor time by
1:30h from the beginning of the intervention at birth. Conclusions: floral therapy proved to
be effective in pain management, reflecting positively in its brevity, qualifying its outcome.
Descriptors: Labor; Labor Pain; Floral Essences; Obstetric Nursing; Clinical Trial.

RESUMO

Objetivos: avaliar os efeitos da terapia floral frente aos fatores que potencializam a dor no
processo de parturicao e seus resultados na duragao do trabalho de parto. Métodos: ensaio
clinico randomizado, controlado e triplo-cego. Foram selecionadas 164 gestantes com
idade gestacional > 37 semanas, dilatacdo cervical >4 cm, divididas aleatoriamente em 2
grupos: terapia floral e placebo. Resultados: a esséncia floral Five Flower mostrou-se eficaz
diante dos fatores que potencializam a dor no trabalho de parto. O Grupo Experimental néo
apresentou aumento das contracdes, diferentemente do Grupo Controle, que apresentou
aumento de uma (1) contragédo para as parturientes em fase ativa e bolsa rota. A esséncia
Five Flower mostrou-se eficaz na reducdo de 1:30h do tempo do trabalho de parto do inicio
da intervencao ao nascimento. Conclusées: o uso da terapia floral mostrou-se eficaz no
controle da dor, refletindo positivamente na sua brevidade, qualificando seu desfecho.
Descritores: Trabalho de Parto; Dor do Parto; Esséncias Florais; Enfermagem Obstétrica;
Ensaio Clinico.

RESUMEN

Objetivos: evaluar los efectos de la terapia floral ante factores que potencian el dolor en
el proceso del parto y sus resultados en la duracion del parto. Métodos: ensayo clinico
aleatorizado, controlado y triple ciego. 164 mujeres embarazadas con edad gestacional
> 37 semanas, dilatacién cervical > 4 cm, fueron divididas aleatoriamente en 2 grupos:
terapia floral y placebo. Resultados: la esencia floral Five Flower demostré ser eficaz ante los
factores que potencian el dolor en el parto. El Grupo Experimental no mostré un aumento
de las, a diferencia del Grupo Control, que mostré un aumento de una (1) contraccion
para las parturientas en fase activa y bolsa rota. La esencia Five Flower demostroé ser eficaz
para reducir el tiempo de parto desde la 1: 30h desde el inicio de la intervencién hasta el
nacimiento. Conclusiones: el uso de la terapia floral demostro ser eficaz en el control del
dolor, reflejando positivamente su brevedad, calificando su resultado.

Descriptores: Trabajo de Parto; Dolor de Parto; Esencias Florales; Enfermeria Obstétrica;
Ensayo Clinico.
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INTRODUCTION

The Policy of Comprehensive Attention to Women'’s Health
focuses on improving obstetric care. One of the points observed
in the Program of Comprehensive Attention to Women’s Health
is the monitoring of pacts to reduce the rate of cesarean sections
in hospitals of the Brazilian Unified Health System (SUS - Sistema
Unico de Satde), rescuing the culture of the normal childbirth
process as a natural childbirth, including it as the best choice,
because it offers fewer risks to maternal and fetal health. In this
sense, many other strands of research are present. One of them,
of great significance for woman care, is that which deals with
mother care in labor pain management-2,

It is known that some factors, such as active phase of labor,
rupture of the ovular membranes and induction, boost labor
pain, leading mothers to enter a vicious Fear-Tension-Pain cycle®.

The English obstetrician Grantly Dick-Read, in his work Childbirth
Without Fear, became known worldwide for stating how the intense
fear experienced by women in labor influenced the strong experience
of pain. Its clarification on the Fear-Tension-Pain cycle experience,
present in the birthing scene, contributes to today to the achieve-
ments of interventions of this triad, qualifying labor assistance®.

The use of non-pharmacological resources for pain relief during
labor seeks to rescue the physiological character of the parturition
process. Although it is widely recommended to be used in the
obstetric care scenario, it is not routine in most services. This fact
is explained, perhaps, due to the ignorance of such resources and
their benefits both by professionals and by mothers“>.

In this sense, it is up to nurse-midwives and other professionals
who attend childbirth to promote care to reduce the factors that
provide fear, tension and pain and possible unpreparedness faced
by women, being able to use strategies that offer them comfort®”.

Itisin this context that floral therapy can be inserted as a non-
pharmacological method for relieving tension and, consequently,
fear and pain in labor. Considered Complementary Integrative
Health Practice (CIPs), it is characterized by acting in the fields
of disease prevention and health promotion, maintenance and
recovery based on a model of humanized care and centered on
individuals’comprehensiveness, comprehensive vision of health
and non-invasive methods®2.

Floral therapy is based on a concept in which cartesian division
between body and mind is overcome by a perspective that integrates
these elements in a dimension in which the mind assumes essential
importance. Emotions alter the physical state due to the central
nervous system, endocrine and immune system. Positive emotion
establishes health, while the negative state stimulates diseases. Thus,
the valorization of symptoms that are not only physical is necessary to
solve problems that are not merely rooted in the biological field*'".

A randomized placebo-controlled trial, which aimed to assess
the efficacy of a Bach floral-based cream in signs and symptoms
of carpal tunnel syndrome, concluded that could be an effective
intervention in the management of this mild and moderate syn-
drome, reducing symptoms of severity, providing pain relief'?.

A recent clinical study of intervention with floral therapy, which
aimed to understand the experience of anxious obese individuals,
showed the efficacy of therapy in reducing anxiety, feeling of tranquil-
ity and self-knowledge, which allowed self-control during feeding®.
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Although scientific evidence shows the benefits of floral therapy,
its use as a non-pharmacological method for pain reliefin labor has
not been described in scientific literature. One of the reasons is the
lack of professionals who promote childbirth care and have experi-
ence with this type of complementary therapy. Professionals who
effectively participate in labor assistance should have knowledge
about CIPsin their training"?.

Thinking about the triad that guide labor, fear-tension-pain, the
Five Flower floral essence, Bach's emergency compound, is considered
a combination of “rescue of emotional balance”, due to its remark-
able ability to deal with emergency situations of crisis and stress, a
situation experienced by the mother in the active phase of labor>9,

OBJECTIVES

To assess the effects of floral therapy in the face of factors that
boost pain in the parturition process and its results in the dura-
tion of labor.

METHODS
Ethical aspects

The study complied with the ethical requirements required,
respecting the guidelines and regulatory standards of research
with human beings. It is approved in the Brazilian Clinical Trials
Registry (RBR-5tt55v).

Study type, period and location

This is an experimental, randomized, triple blind and controlled
clinical trial led by CONSORT 20107, in which pre- and post-inter-
vention design was used with repeated measurements between
two groups.The allocation ratio used was 1:1,and masking applied
occurred among the participants, the researcher and statistical team,
responsible for data analysis. Data collection occurred between May
and October 2018, from Monday to Sunday, during about ten hours
a day, by two nurse-midwives specially trained for this purpose. It
was performed in the in-hospital childbirth center for labor and
childbirth care in a hospital linked to SUS of Sao Paulo State, Brazil.

Sample, and inclusion and exclusion criteria

Participants were mothers of habitual obstetric risk, with
pregnancies that evolved uninterdermally, admitted to the in-
hospital childbirth center.

The sample size was calculated from a pilot study with 30
mothers. Maternal heart rate was used as a sizing variable.

The required sample was 74 mothers per group, totaling 148
women. However, due to probable losses, the sample calculation
was expanded by 10%, totaling 164 mothers, subdivided into
two groups of 82 each, named even and odd, later revealed as
control and experimental, respectively. Inclusion criteria were
used: mothers with a minimum age of 18 years complete, full-term
pregnancy between 37 weeks and 42 complete weeks, with a single
fetus, alive in phletid cephalic presentation; free from any clinical
and/or obstetric pathology; be in established labor, i.e., have two
uterine contractions in ten minutes, cervical dilation of at least 4
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cm and maximum of 8 cm recorded in the childbirth. Exclusion
criteria: mothers with indication of cesarean childbirth at the time
of hospitalization; smokers; patients with mental disorders; have
ingested caffeine in the last 10 hours; users of any psychoactive drug.

Study variables

The variables studied were stratified into sociodemographic and
obstetric: age, color, education, marital status, occupation and family
income, gestational age, number of pregnancies, abortions and pari-
ties, cervical dilation, frequency and intensity of uterine contractions,
condition of the ovular membranes (intact or broken (amniorrhexis)).

Study protocol

Mothers were contacted in the prepartum room and assessed for
obstetric risk and eligibility criteria through interviews, analysis of
obstetric records and prenatal cards. None of the exclusion criteria
and demonstrated good adherence to the interventions provided
for by the Protocol. Those who met allinclusion criteria were invited
to participate in the study. After acceptance, the Informed Consent
Form was requested.

The interventions were identified in cards numbered from 1 to 164
randomly distributed, in which they corresponded to 164 different
numbers. For group allocation, even or odd, each mother chose a
card contained in brown envelope, whose number corresponded
to the therapy received. Even numbers indicated the receipt of 4
drops of solution diluted in 20 ml of water every 15 minutes, for
one hour, in the previously manipulated bottle, registered and
identified by the importer as a pair; the odd numbers indicated
the receipt of 4 drops of diluted solution in 20 ml of water every
15 minutes, for one hour, in the previously manipulated bottle,
registered and identified by the importer as odd. Each number
drawn was removed from the amount until the end of the forma-
tion of each study group, equivalent to two intervention groups.
Itis emphasized that the weaknesses that contained the solutions
were externally identical, what differentiated them were the labels
“Even’;"Odd’, being not able to recognize which was floral or placebo.

The mothers were assessed before the intervention and 30
minutes after the last dose of droplet intake destined for randomiza-
tion, totaling two hours (2h) between the first assessment and the
second; this period was in accordance with the hospital’s obstetric
assessment standards.

Analysis of results, and statistics

Data were collected digitally using the data collection applica-
tion adapted in Visual Basic Applications language, installed in a
Dell notebook with a 15-inch screen and 1TB of capacity, which
allowed the storage of information regarding the study variables.

The data collected in digital spreadsheet were automatically
integrated into an Excel software database’, version 2016. For data
analysis, the comparison of means between two groups was per-
formed using Student’s t-test for independent samples. In order to
analyze the behavior of obstetric characteristics, generalized estima-
tion equations (GHG) models were used. Additionally, multivariate
analysis was used using the decision/classification tree using the
CHAID (Chi Square Interaction Detector) algorithm.
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For the time of the intervention until the moment of childbirth,
the linear regression model was adjusted, which has as one of
the assumptions data distribution normality, which was verified
via the Kolmogorov-Smirnov test.

A significance level of 5% was utilized for all statistical tests.
For other analyses, the statistical software Statistical Package for
the Social Sciences (SPSS) 20.0 was used.

RESULTS

In the recruitment and allocation of the 170 eligible mothers,
06 were excluded before randomization by refusal. Thus, 164
mothers were randomized and randomly allocated into 2 groups
of interventions divided preliminary into Even Group (n=82) and
Odd Group (n=82), named after data analysis as control and ex-
perimental, respectively.

In follow-up, after randomization, there were 08 losses, 05 in
Control Group and 03 in Experimental Group, all by births before
finishing the intervention.

In analysis, of the total of 164 mothers who started the re-
search protocol, 156 completed all stages (Control Group =77,
Experimental Group = 79).

Figure 1 presents the flow diagram of participants according
to CONSORT 201017,

There were no distinct distributions or difference of means
of sociodemographic and obstetric characteristics by type of
intervention (Table 1).

Inclusion

[
‘ Eligible (N=170) ’

Excluded

Refusal
(n=06)

‘ Randomized (n=164) (n=170) ’

v

[ Allocation ]

v v
‘ Control Group (n=82)

v v

’ ‘ Experimental Group (n=82) ’

[ Follow-up ]
Loss (n=5) Loss (n=3)
Birth (n=>5) Birth (n=3)
v v
[ Analysis ]

v v

‘ Control Group (n=77)

’ ‘ Experimental Group (n=79) ’

Figure 1 - Flow diagram of the study design and allocation of participants
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It was verified that the frequency of the initial uterine contrac-
tion of Experimental Group (2.7) was higher than that of Control
Group (2.3), but after the intervention, there was an increase
in the frequency of Control Group (2.8), causing the groups
to become homogeneous. To better understand the increase
in contraction in Control Group, the decision tree was used to
explore the behavior of contraction variation by conditions that
boost labor (type of amniotic membrane and pre-intervention
cervical dilation) in both groups. The results found in the deci-
sion tree were presented in table form, for better visualization
and understanding of the data (Table 3).

Effects of floral therapy on labor and birth: a randomized clinical trial
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There are differences in means of the variation in the frequency
of contraction by groups resulting from the decision tree (p<0.001).
Thus, it is observed that Experimental Group did not present
differentiation by any of the characteristics. Control Group, with
initial dilation of 5 cm or more and with rota pouch, verified an
increase of one (1) contraction, with initial dilation of 5 cm or more
and with intact amniotic membrane (0.582), being higher than
the average of the entire Experimental Group (0.200) (Table 3).

The treatment presented significance of 0.076, indicating a
tendency to reduce the time to childbirth in about 1:30h (-85.51),
adjusted by cervical dilation, frequency of initial contraction.

Table 1 - Sociodemographic and obstetric characteristics of mothers according to Intervention Group, Sao Paulo, Sdo Paulo, Brazil, 2018, (n=156)

Variables Total (n=156) Experimental Group (n=79) Control Group (n=77) p
Age (years) 0.192
Mean + SD 250+5.6 25.6+6.0 244+50
Median (min. - max.) 24 (18-42) 24 (18-42) 23(18-38)
Color, n (%) 0.3322
White 42/156 (26.9) 17/79 (21.5) 25/77 (32.5)
Black 15/156 (9.6) 7/79 (8.9) 8/77 (10.4)
Yellow 7/156 (4.5) 5/79 (6.3) 2/77 (2.6)
Brown 92/156 (59) 50/79 (63.3) 42/77 (54.5)
Education, n (%) 0.836*
1to 3 years 1/156 (0.6) 1/79 (1.3) 0/77 (0)
4to 7 years 16/156 (10.3) 7/79 (8.9) 9/77 (11.7)
8to 11 years 119/156 (76.3) 60/79 (75.9) 59/77 (76.6)
12 years or over 20/156 (12.8) 11/79 (13.9) 9/77 (11.7)
Marital status, n (%) 0.508°
Single 52/151 (34.4) 28/76 (36.8) 24/75 (32.0)
Married 40/151 (26.5) 17/76 (22.4) 23/75 (30.7)
Common-law marriage 59/151 (39.1) 31/76 (40.8) 28/75 (37.3)
Occupation, n (%) 0.096°
Working 63/156 (40.4) 37/79 (46.8) 26/77 (33.8)
Not working 93/156 (59.6) 42/79 (53.2) 51/77 (66.2)
Family income, n (%) 0.5502
1MW 49/113 (43.4) 26/63 (41.3) 23/50 (46)
Two MW 44/113 (38.9) 25/63 (39.7) 19/50 (38)
Three MW 14/113(12.4) 7/63(11.1) 7/50 (14)
Four MW 6/133(5.3) 5/63 (11.1) 1/50(14)
Gestational age (week) 0.086
Mean + SD 393+1 39.2+1.0 39.4+1.0
Median (min. - max.) 39(37-41) 39(37-41) 40 (37 -41)
Number of pregnancies 0.680
Mean + SD 20+£1.2 20x1.1 19+1.2
Median (min. - max.) 2(0-6) 2(1-6) 1(0-5)
Number of deliveries 0.371
Mean + SD 0.7+0.9 0.8+0.9 06%+1.0
Median (min. - max.) 0(0-4) 1(0-3) 0(0-4)
Number of abortions 0.352
Mean + SD 03106 02+05 03106
Median (min - max.) 0(0-3) 0(0-2) 0(0-3)

Note: MW — minimum wage; p - descriptive level of Student’s t-test, Fisher’s exact (a) or chi-square (b); SD - standard deviation; Min. — minimum; Max. - maximum; N=5 and N=43 cases without

information on marital status and income, respectively.

Table 2 - Obstetric characteristics of mothers by intervention group, Séo Paulo, Sao Paulo, Brazil, 2018, (n=156)

Assessment time p
Variables Post-Pre . Interaction
Pre Post Intervention Time Intervention x Time
Cervical dilation (cm) 0.346 <0.001 0.930
Experimental Group 49+09 59+14 1.0+£1.1
Control Group 51+1.0 61+14 1.0+£08
Uterine contraction- frequency 0.031 0.059 0.057
Experimental Group 27+10 29+1.1 0.2
Control Group 23+10 28+1.1 0.5

To be continued
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Table 2 (concluded)
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Assessment time p
Variables Post-Pre . Interaction
Pre Post Intervention Time Intervention x Time
Uterine contraction-duration (seconds) 0.873 0.007 0.188
Experimental Group 31.7+121  352+15.1 35+116
Control Group 314+112 373113 58+11.2

Note:n=79 and n=77. respectively, for intervention 1 and 2; p - descriptive level of the GHG model; (A) and (B) present distinct means according to multiple comparations with Bonferroni correction (p<0.001).

Table 3 - Summary measures of contraction frequency variation by intervi

ention group, Sao Paulo, Sdo Paulo, Brazil, 2018, (n=156)

Group Mean Median Standard Deviation = Minimum Maximum N p
Groups <0.001
Experimental Group 0.2008 0.000 0.966 -1.000 4.000 79
Control Group - dilation =4 cm 0.0838 0.000 0.929 -2.000 2.000 24
Control Group - dilation > 5 cm, amniorrhexis 1.000% 1.000 0.617 0.000 2.000 22
Control Group - = 5 cm dilation, intact membrane 0.582 0.000 1.028 -2.000 3.000 31

Note: p - descriptive level of Kruskal-Wallis test; (A) and (B) present distinct means according to multiple Dunn-Bonferroni comparations.

Table 4 - Result of linear regression model for time of intervention at birth, Sdo Paulo, Sao Paulo, Brazil, 2018, (n=156)

Characteristics Coefficient 95%CI p

Experimental Group (ref.=Control Group) -85.51 -180.05 a 9.04 0.076
Cervical dilation before (cm) -94.27 -142.04 a -46.5 0.000
Contraction frequencies - before 10.46 -38.44 2 59.36 0.673
Constant 947.40 662.97 a 1.231.83 <0.001

Kolmogorov-Smirnov test for normal distribution (p=0.076).
DISCUSSION

Considering the results presented in this study, homogene-
ity was observed in mothers’ sociodemographic and obstetric
characteristics (Table 1).

In general, it was observed that 59.0% of mothers were brown,
76.3% had 8 to 11 years of schooling, 39.1% had a stable union,
59.6% did not work and 43.4% had an income of up to one
minimum wage. Regarding obstetric characteristics, Experimental
Group mothers had, on average, gestational age of 39 weeks
and 2 pregnancies, those of Control Group, 40 weeks, and both
groups had an average of 1.9 gestation (Table1)

Experimental Group mothers presented, before the interven-
tion, on average, higher frequency of contraction. However, when
assessing the frequency of contraction after the intervention,
it was observed that this group presented frequency similar to
Control Group, but the intensity of contraction of Control Group
increased in relation to Experimental Group (Table 2).

In order to understand and assess the behavior of the frequency
of contraction in relation to the factors that boost labor, in both
groups, through the decision tree, it was possible to observe differ-
ences in the means of the variation by intervention group (Table 3).

In this case, Experimental Group did not present differentia-
tion in the mean frequency of contraction in relation to the initial
dilation equal to or greater than 5 cm, type of ovular membrane
and induction, i.e., there was no increase in contraction in the
face of factors that boost labor, not altering the evolution of labor,
qualifying the outcome of childbirth. However, the same did not
happen with mothers in Control Group, who presented different
frequencies in the active phase (= 5 cm) and in the occurrence of
ruptured amniotic membranes, as they presented an increase in
the mean frequency of one (1.0) count (Table 3).

These results corroborate Read’s studies, in which the fear
of labor gives rise to a protective tension, which is not only
mental, but also influences muscle tension, which prevents the
coordination of muscle contraction and, consequently, increased
pain.This, in turn, increases tension by installing the vicious Fear-
Tension-Pain cycle. For this reason, Read argued that, in addition
to mothers being anatomically perfect and chemically balanced,
she should present emotionally well, remaining within a limit of
normality, avoiding the onset of tension-producing reflexes that
could hinder the birth process®.

A qualitative study, with the aim of describing the experi-
ence of women undergoing the use of flower essences as a
non-pharmacological therapy for pain and anxiety relief during
labor, carried out in a Normal Childbirth Center, it was observed
that the use of flower essence provided, according to report of
nurses who assisted them, calm, relaxation, concentration and
courage to women, facilitating the process of birth®,

In this sense, it is believed that the Five Flower essence pro-
vided Experimental Group mothers with calm and relaxation, not
allowing the Fear-Tension-Pain triad to interfere in the coordina-
tion of contractions, remaining constant in the face of boosting
factors of labor, contributing, in a way, to a more physiological
evolution of labor.

Regarding the time of the intervention at birth, adjusted by
cervical dilation, frequency of contraction, it is noticed that Ex-
perimental Group had a reduction of about one hour and thirty
minutes (1:30h) from the beginning of the intervention at birth,
when compared to Control Group (Table 4).

Suffering, unlike pain, occurs when a woman is unable to
activate her own coping mechanisms in relation to pain or when
her own mechanisms are insufficient to deal with the situation,
which can generate great stress. A study reveals that mothers
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who have stress, anxiety and fear can obtain as a result of this
negative state the elevation of adrenaline and norepinephrine,
leading to a decrease in the progression of labor(*-2%,

It is known that births are associated with high levels of
cortisol in the umbilical cord blood of newborns. Increasing
evidence shows that the stress experienced by the fetus or
newborn may have long-term effects on the function of the
hypothalamic-pituitary-adrenal axis in adulthood, cortisol and
prolactin levels in umbilical cord blood, correlating positively
with the duration of childbirth, i.e., the longer the duration
of labor, the higher the level of cortisol in the umbilical cord
blood of newborns@".

Considering the above, the advantages for the dyad in
shortening the time of labor are beneficial. Our results show
that the Five Flower floral essence provided Experimental Group
mothers with level of consciousness that facilitated the physi-
ological process of childbirth, activating its coping mechanisms
in relation to pain, resulting in an emotional balance abbreviat-
ing the time of labor.

Study limitations

Alimitation is the reduced number of clinical researches with
the use of flower essences aimed at nursing-midwifery, restricting
the analysis, comparison and interpretation of results.

Effects of floral therapy on labor and birth: a randomized clinical trial
Lara SRG, Gabrielloni MC, Cesar MBN, Barbieri M.

Contributions to nursing, health and public policies

Thisis a pioneering study with the use of floral essences in women
in labor, which reveals to be an effective integrative practice for
providing emotional balance and, consequently, promoting the
brevity of labor, reducing tension and relieving pain during the
parturition process.

Such information and data may contribute to possible actions to
improve protocols and improve obstetric care as well as become a
reference for future research that deepens the analyses proposed here.

CONCLUSIONS

This study analyzed the effects of floral essences against the
factors that boost labor pain and its results in the duration of labor.

Using the Five Flower floral essence provided emotional balance
to the mothers, leading to constancy in the mean contraction,
regardless of factors that boost labor, qualifying its outcome.

The Five Flower floral essence allowed mothers to relax through
tension management and coping with fear, reflecting positively
on the brevity of labor.

It was concluded that the Five Flower floral essence, which has
as its main function the regate of physical and emotional balance,
was effective in reducing tension and pain management, and can
be used as a non-pharmacological method for pain relief in labor.
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