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RESUMEN

Objetivo: Los sintomas climatéricos son una
alteracion que se presenta en el 80% de las mu-
jeres, siendo los procesos vasomotores los mas
frecuentes, con una duracidén de hasta 7 afios.
Sintomas que padecen la mitad de la poblacion.

Para estos sintomas no existe ningin medi-
camento probado sin efectos adversos. En este
articulo se presenta un estudio de casos con In-
tervencién RDM acupuntura intradérmica para
la reduccion de estos sintomas en 6 meses. Se
realiza un estudio descriptivo de serie de casos.
Exponemos 13 casos, mujeres con una presen-
cia de sofocos elevada y con una permanencia
de los mismos de una media de 5,2 afos. Se
mide a través de la escala MRS y se observa que
la intervencién mejora en un 100%, siendo signi-
ficativa la mejora en la calidad de vida.

Este estudio se ha utilizado para disefiar un
ensayo clinico doble ciego en una tesis doctoral
en la URJC.

Palabras clave

Metodologia: Estudio de serie de casos des-
criptivo en mujeres con sintomas vasomotores.
La intervencion RDM se aplica durante 6 meses,
realizando una captacién y formaci’én inicial a la
mujer, entrenamiento durante 4 semanas en la
que se la entrena en la técnica y posteriormente
un seguimiento mensual. Su evolucién se mide
con test MRS desde el inicio y mensualmente.

Resultados: Se inicia la intervencion en 20
mujeres y finalizan 13 mujeres. De las cuales el
100% de los casos tiene una mejora porcentual
en el computo de los sintomas asociados al pe-
riodo climatérico segun el cuestionario autore-
gistrado de MRS.

Conclusién: El estudio demuestra que la in-
tervencion puede ser efectiva para mejorar la
sintomatologia climatérica usando acupuntura
intradermica permanente siguiendo la interven-
ciéon RDM, precisa mas estudios para evaluar po-
sibles sesgos y resultados en poblaciones mas
amplias.

Sofocos, climaterio, menopausia, acupuntura, Intervencién RDM, Microagujas
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Intervention RDM for Intra-dermal acupuncture for
hot flashes during climateric period. Pilot study.

Abstract

Objective: Climacteric symptoms are an al-
teration that occurs in 80% of women, with vas-
omotor processes being the most frequent and
lasting up to 7 years, and this is suffered by half
of the population.

For these symptoms there is no proven med-
ication without adverse effects. This article pre-
sents the intervention with Intervention RDM for
Intra-dermal acupuncture for the reduction of
these symptoms in 6 months. A descriptive case
series study is carried out. We expose 13 cases,
women with a presence of high hot flashes and
with a presence of them of an average of 5.2
years. It is measured through the MRS scale and
it is observed that the intervention improves in
100%, being significant the improvement in the
quality of life.

This study is used for designing an interven-
tion case-control study in a doctoral thesis in
URJC.

Key words

Methodology: Descriptive case series study
conducted in women with vasomotor symptoms.
The RDM intervention was applied for 6 months,
starting with initial recruitment and training for
the participants. This included a 4-week train-
ing period to master the technique, followed by
monthly follow-up sessions. Progress was meas-
ured using the MRS test at baseline and on a
monthly basis.

Results: The intervention began with 20 wom-
en, of whom 13 completed the study. All partic-
ipants (100%) showed a percentage improve-
ment in symptoms associated with the climacter-
ic period, as assessed by the self-reported MRS
questionnaire.

Conclusions: The study demonstrates that
the intervention may be effective in alleviating
climacteric symptoms through permanent in-
tradermal acupuncture as part of the RDM ap-
proach. Further research is needed to address
potential biases and to evaluate outcomes in
larger populations.

Hot Flashes, climateric, menopause, acupuncture, Intervention RDM, Micronedeedle
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1. Introduccidén

The climacteric period is the stage in a
woman'’s life that develops from the time
when the ovaries have non-fertile cycles
until the total elimination of problemat-
ic menopausal symptoms. This period,
which ranges from 5 to 15 years, includes
the three classic periods: perimenopause,
menopause and postmenopause’.

According to the National Statistics Insti-
tute of Spain there are 5.376.982 women in
this vital stage in 2023.

The symptoms recorded during the cli-
macteric period? are varied, and it has been
found that there are many variables that can
affect them, such as ethnicity, culture, ge-
netics, lifestyle, etc®4, although there are no
studies that show that these variables are
statistically significant. Among the symp-
tomatology that can occur are: vasomotor
symptoms, vaginal atrophy, mood variability,
somatic symptoms, among others. However,
vasomotor symptoms are the ones that have
always been directly related to this process®.

Thermoregulation problems in the cli-
macteric stage seriously affect the quality
of life of women. It occurs in 60-80% of
women and it is currently estimated that
it can last for an average of 7 years. This
symptomatology is non-specific, it does
not have a homogeneous pattern in all
women. Although there are some risk fac-
tors that have been observed as influential:
a lower level of education, suffering pre-
menstrual syndrome, a high BMI, smoking,
anxiety or depression, mainly®.

Current treatments for these problems
are not a panacea, intervention on lifestyle,
or decrease in obesity are not significant
and HRT treatments are effective in the short
term but with serious health risks” ( venous
thromboembolism, cardiac events and uri-
nary incontinence), according to the Clini-
cal Practice Guide of the Ministry of Health,
Consumption and Social Welfare of 20178.

This complex and varied symptomatol-
ogy is measured with health-related quality

of life (HRQoL) questionnaires, in this case
for women'’s health the most widely used
questionnaire”?, because it is a self-de-
scriptive tool, is the Menopause Rating
Scale (MRS) designed in 1990. This ques-
tionnaire assesses 11 items, including bio-
psychosocial aspects: somatic, psycholog-
ical and urogenital. It is based on a likert
scale from 0-4, together with emoticons
that facilitate understanding and adapta-
tion to all cultural levels™.

Of the possible treatment alternatives
that women have for this problem, none
gives clear results without side effects'?.

One of the treatment alternatives for
hot flushes problems is acupuncture, in the
last review conducted by the Cochrane in
2013%, the articles studied are positive in
the treatment, although not definitive due
to the few cases studied and the impossibili-
ty of comparisons, and need more estudies.

Since 2018, an alternative called Inter-
vention RDM for Intra-dermal acupuncture
based on Nogier frecuency pickup is being
investigated and developed. This thera-
peutic technique was very effective in a first
case treaty with vasomotor symptoms that
impaired the quality of life of the woman
studied (https://intervencionrdm.blogspot.
com/). Therefore, a pilot study was initiated
to determine the effectiveness of the inter-
vention.

The hypothesis that the use of Interven-
tion RDM in women in the abdominal area
with a duration of 6 months resolves or im-
proves climacteric symptomatology and es-
pecially vasomotor symptoms.

The study has been described following
the guidelines of the Revised Standards
for Reporting Interventions in Acupuncture
Clinical Trials (STRICTA)14

The main goal is to investigate the effect
of Intervention RDM in women in the ab-
dominal area with a duration of 6 months to
resolve or improves climacteric symptom-
atology and especially vasomotor symp-
toms.
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2. Material and methods

2.1. Trial design study of case series des-
criptive

2.2. Participants and study setting: women
in climacteric period with marked va-
sovagal symptomatology living in the
Community of Madrid. excluded: wo-
men under treatment for breast can-
cer or Hormone.Replacement Thera-
py (HRT) due to the impossibility of
measuring the possible effects of the-
se treatments.

The participants was chosen by unin-
tended snowball sampling™ and all
of then should signed an Informed
consent.

2.3. Ethical Committee of URJC approved
the study.

2.4. Intervention. The Intervention RDM
intervention consists of the applica-
tion in the iliac fossa of the woman of
5 single-use semi-permanent adhe-
rent micro-needles (Image 1). These
microneedles will be kept for 7 days
(+/- 2) and will be renewed, maintain-
ing the process for 6 months.

The first step the research was car-
ried out a health survey and the first
evaluation of the MRS test.

This intervention was performed
by a professional nurse trained in the
technique,she trained to the woman
in the self-application of the inter-
vention, when the woman was ready
she make it alone and was monitored
with a control test every 4 weeks with
the MRS test until 6 month.The Inter-
vention ended with a last control MRS
test at year to begin.

2.5. Variables to be studied MRS assess-
ment test: hot flashes, heart pro-
blems, muscle and joint problems,
sleep problems, depressed mood,
irritability, anxiety, tiredness, sexual
problems, urinary problems, vaginal
dryness.

3. Results

We enrolled 20 women who started the
study, finally 13 women finished the pro-
cess, (for unknown reasons), with a mean
age of 51 years (42-61) and a mean time
experiencing hot flashes of 5.2 years. One
of the women was treated for 4 years with
Hormone Replacement Therapy, present-
ing hot flashes again at the end of treat-
ment two years before. 8 Women had oth-
er diseases (table 1).

All passed the MRS test controls prior
to the start of the intervention and once
a month during the intervention time, the
results given in Table 2 show a decrease
in the perception of the intensity and fre-
quency of hot flashes by the women in
84,61% of the cases, the average decrease
in the scale being 2 points. Being assess-
able levels in different months of almost
absence of vasomotor symptoms.

In the global evaluation of the data (Ta-
ble 3) it is observed that the score of the
MRS test decreases in all cases 100%. In
table 4 we can observe the analysis of the
data where an average decrease in the
global score is observed on the MRS test of
10.46 points, o= 5.87, (the dispersion range
being from 1 to 23 points). Efficacy, defined
as the measure of the possible total reso-
lution of all symptoms, which would give a
final test with a value of 0, has been an av-
erage of 51.43% (dispersion of 6.67%, 80%)

The partial data grouping symptoms
would be:

e Somatic symptoms have decreased in
100% of the cases with a mean decrease
of 4.69 points, 0=2.25, (the dispersion
range being from 9 to 2 points). The ef-
ficacy has been an average of 51.52%
(dispersion of 18.18% - 85.71%).

¢ Physiological symptoms have decreased
in 87.5% of the cases with an average
decrease of 2.92 points, 0=4.09, (the
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Years tubal with ligatio

N C.l 1nic Age Age menstr uation Age hot n
Hist onset
or actu ally reme nopau sal cycle(y es/no) Menop flashe ause
y P P s Other problems
1 1 55 0 no - 48 7 no
2 2 50 0 no - 47 3 Osteoporosis
3 3 43 0 no - 40 3 no
4 4 42 42 yes - 00no
5 6 53 50 o T 53 0.5 Constipation, Morton's neu-
roma
sleeplessness, arterial
6 7 53 52 no hypertension
————— 531
7 8 51 41 no - 45 6 Anxiety, Migraina
54 0 no 35522n0
9 11 61 47 e 48 13 no
Arterial hypertension,
10 12 58 49 no 517

Osteoporosis

11 13 46 42 no Endometriosis, migraines

----- 46 0.4
Asthma
12 14 53 49 nro 495
13 16 53 42 no ---- 43 11 Asthma,Osteoporosis

Average 51,69 31,85 44,23 5,27

depreciatio
N°Clini ¢ 12°
History month
n

EFFECTIVENE SS
OVER THE TOTAL
POSSIBLE

1 1 4 3 2 22 22 13 points 75
2 2 4 4 3 22 22 12 points 50
3 3 4 4 1 11 20 13 points 75
4 4 4 4 2 01 11 13 points 75
5 6 3 2 2 32 22 21 points 12 points 33,34
6 7 3 3 3 21 21 66,67
7 8 4 1 0 20 14 '3 points '2 points 75
8 9 3 2 2 11 21 66,67
9 11 3 1 0 12 00 03 points 40 points 100
10 12 4 4 4 04 44 0
11 13 3 3 1 12 31 12 points 66,67
12 14 4 4 4 32 33 22 points 50
13 16 2 2 1 22 22 20 points 0
geaZVS;aints 26,41
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dispersion range being from 11 to -5
points). The efficacy has been an average
of 23.24% (dispersion of 100% - -250%).

® The urogenital symptoms have decreased
in 87.5% of the cases with a mean de-
crease of 2.85 points, 0=4.39, (the disper-
sion range being from 12 to -2 points). The
efficacy has been an average of 40.75%
(dispersion of 18.18%, 85.71%).

* The negative points in these cases indi-
cate that symptoms have appeared that
were not present at the beginning of the
intervention.

In relation to the appearance of side
effects, a case of discomfort related to
the point of insertion of the microneedle,
which moved due to profuse sweating, has
been described. There have been no other
side effects to the intervention. Other com-
ments parallel to the control of climacteric
symptoms have indicated a decrease or
even disappearance of joint pain.

4. Discussion

in view of the results, the intervention is
positive, since it has given clinical improve-
ment in 100% of the cases. The intensity
of the improvement is highly variable, al-
though itis importantin the reduction of va-
sovagal symptoms, hot flashes are reduced
in frequency and intensity, although they are
not completely eliminated, like other stud-
ies, it's no clear if the advantage is only for
the intervention'®. Acupuncture has good
results in climateric symptoms'?'7, this, can
be, a new tip for to use easy.

In women who had not been regulated
after an average of 5 years of suffering from
hot flashes, this improvement significant-
ly increases their quality of life, the way to
properly address it is still very unknown'®.
It's necessary to look after new treatment
to help a woman during the climacteric
symptoms, no one knows are perfect'.

This study presents the bias?® of a pos-
itive view of a new treatment, although
these women who participated had tried

other treatments without obtaining these
results,.

The RDM 2! intervention favors the stim-
ulation of the endocrine and hormonal sys-
tems by being located on the area in which,
according to R. Nogier?, it modifies them
by capturing light waves. The microneedles
on the lower abdominal area, modifies the
formation of chemical neuromediators, and
favors the passage of bioelectric waves with
different frequencies, normalizing the inter-
nal ionic charges, favoring fluctuating hor-
monal disorders that produce hot flashes.

Two cases increase de symptoms, we
dont have a more variables to explain this,
and it's necessary studies with more pa-
tients and variables . This study provides an
effective treatment regimen for climacter-
ic hot flashes. However, this study still has
some limitations. Firstly, this research is a
prospective study with limited sample size
and single source. Therefore, itis necessary
to carry out lots number of prospective re-
search to confirm the conclusion. Second-
ly, the research on the mechanism of hot
flashes still needs deep research.

5. Conclusion

The study is the first step to propose the
Intervention RDM as an new treatment for
calm de hot flashes in climacteric periods.To
verify the effectiveness of the intervention,
a study supported by a doctoral thesis and
a double-blind clinical study methodology
is planned to corroborate these results with
more women and more variables studied.

6. Conflict of interest

We declare no conflicting financial or
non-financial interests

uantitative & Qualitative
Community Nursing Research

(o)

39



http://periods.To

7. Bibliografia

1. Thurston RC, Joffe H.Vasomotor symptoms and menopause: findings from the Study of
Women's Health across the Nation. Obstet Gynecol Clin North Am. 2011 Sep;38(3):489-
501. doi: 10.1016/j.0gc.2011.05.006. PMID: 21961716, PMCID: PMC3185243.

2. Sanz Martinez S, Montoya Gea F, Rivas AJ, Berenguel Antequera E, Navarro Hernan-
dez P. Prevencion de la menopausia en la mujer. En: Molero MM, Pérez Fuentes MC,
Gazquez JJ, Barragan AB, Martos |, Simén MM, editores. Salud y cuidados durante el
desarrollo. Vol. | [Internet]. El Salvador: ASUNIVEP; 2017 [citado 2018 mar 5]. Disponi-
ble en: https://www.formacionasunivep.com/Vciise/files/libros/LIBRO 5.pdf.

3. Romero-Pérez IM, Monterrosa-Castro A, Paternina-Caicedo A. Menopausia y etnias/ra-
zas: ;hay diferencias en la presentacion de los sintomas?. Rev Colomb Obstet Ginecol
[Internet]. 2010;61(4):319-328. Recuperado de:
https://www.redalyc.org/articulo.0a?id=195221539005.

4. Crandall CJ, Manson JE, Hohensee C, Horvath S, Wactawski-Wende J, LeBlanc ES, et al.
Association of genetic variation in the tachykinin receptor 3 locus with hot flashes and
night sweats in the Women'’s Health Initiative Study. Menopause. 2017 Mar;24(3):252-
261.doi: 10.1097/GME.0000000000000763.PMID: 28231077; PMCID: PMC5327841.

5. Sussman M, Trocio J, Best C, et al. Prevalencia de sintomas menopausicos entre mujeres
de mediana edad: hallazgos a partir de registros médicos electrénicos. BMC Womens
Health. 2015;15:58.

6.  Woods NF, Mitchell ES. Symptoms during the perimenopause: prevalence, severi-
ty, trajectory, and significance in women's lives. Am J Med. 2005 Dec 19;118 Suppl
12B:14-24. doi: 10.1016/j.amjmed.2005.09.031. PMID: 16414323.

7. Salazar Balcazar D, Badoui N. Revisidon narrativa de la evidencia actual acerca de las
alternativas hormonales y no hormonales en el manejo de los sintomas vasomotores
y urogenitales de la menopausia. Universitas Med. 2018;60(1):[sin nimero].

8.  Ministerio de Sanidad, Politica Social e Igualdad del Gobierno de Espafia. Guia de
practica clinica sobre abordaje de sintomas vasomotores y vaginales asociados a
menopausia y posmenopausia [Internet]. 2015 [citado 2022 feb 6]. Disponible en:
https://portal.guiasalud.es/wp-content/uploads/2022/02/gpc_571_menopausia_aet-
sa_resum.pdf.

9. Rodriguez Baldedn AL. Valoracion de sintomas climatéricos con la escala MRS en mu-
jeres de mediana edad [Internet]. Maternidad Babahoyo; 2014 [citado 2021 oct 4].

Recuperado de: http://repositorio.ug.edu.ec/handle/redug/38043.

10. Sourouni M, Zangger M, Honermann L, Foth D, Stute P. Assessment of the climacteric
syndrome: a narrative review. Arch Gynecol Obstet. 2021 Oct;304(4):855-862. doi:
10.1007/s00404-021-06139-y. Epub 2021 Jul 6. PMID: 34231082.

11.  Schneider HP, Heinemann LA, Rosemeier HP, Potthoff P, Behre HM. The Menopause
Rating Scale (MRS): reliability of scores of menopausal complaints. Climacteric. 2000
Mar;3(1):59-64. doi: 10.3109/13697130009167600. PMID: 11910611.

12. Arroll N, Armstrong S, Aneke KU, Jordan V, Farquhar C. Ayudas para la toma de de-
cisiones para el tratamiento de los sintomas de la menopausia. Cochrane Database
Syst Rev. 2015;(9) . doi: 10.1002/14651858.CD011892. Consultado el 30 de agosto
de 2021. Disponible en:
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD011892/full.

30 Orlo | le Quialit & Quantit Commun Nurs Res, RgR —Vol. 12 N° 2 | Otofo 2024
2
\



https://www.formacionasunivep.com/Vciise/files/libros/LIBRO_5.pdf
https://www.formacionasunivep.com/Vciise/files/libros/LIBRO_5.pdf
https://www.redalyc.org/articulo.oa?id=195221539005
https://portal.guiasalud.es/wp-content/uploads/2022/02/gpc_571_menopausia_aetsa_resum.pdf
https://portal.guiasalud.es/wp-content/uploads/2022/02/gpc_571_menopausia_aetsa_resum.pdf
https://portal.guiasalud.es/wp-content/uploads/2022/02/gpc_571_menopausia_aetsa_resum.pdf
http://repositorio.ug.edu.ec/handle/redug/38043
http://repositorio.ug.edu.ec/handle/redug/38043
https://www.cochranelibrary.com/cdsr/doi/10.1002/14651858.CD011892/full

13. Dodin S, Blanchet C, Marc |, Ernst E, Wu T, Vaillancourt C, et al. Acupuncture for me-
nopausal hot flushes. Cochrane Database Syst Rev. 2013;(7). doi: 10.1002/14651858.
CD007410.pub2. Disponible en:
https://www.cochrane.org/CD007410/MENSTR _acupuncture-for-menopau-
sal-hot-flushes.

14.  MacPherson H, Altman DG, Hammerschlag R, Youping L, Taixiang W, White A, et al.
Estandares revisados para informar intervenciones en ensayos clinicos de acupun-
tura (STRICTA): Ampliacién de la declaracion CONSORT. PLoS Med. 2010;7(6). doi:
10.1371/journal.pmed.1000261.

15. PanY, Meister R, Lowe B, Kaptchuk TJ, Buhling KJ, Nestoriuc Y. Open-label placebos
for menopausal hot flushes: a randomized controlled trial. 2020 Nov 18;10(1):20090-
020-77255-z.

16. Utian WH. Psychosocial and socioeconomic burden of vasomotor symptoms in
menopause: a comprehensive review. Health Qual Life Outcomes. 2005;3:47. doi:
10.1186/1477-7525-3-47.

17. LiT, Zhang Y, Cheng Q, Hou M, Zheng X, Zheng Q, et al. Quantitative study on the ef-
ficacy of acupuncture in the treatment of menopausal hot flashes and its comparison
with nonhormonal drugs. 2021;28(5):564.

18. Hubka TA, Crim A, Koh JY, Larrison C, McKeithen T, Fleming M, et al. Uncovering gaps
in management of vasomotor symptoms: findings from a national need assessment.
2024 May 30.

19. Md S. Advanced drug delivery technologies for postmenopausal effects. Amsterdam:
New York; 2024. p. 426-46. (Journal of controlled release: official journal of the Con-
trolled Release Society; vol. 373).

20. Lépez-Rios L, Barber MA, Wiebe J, Machin RP, Vega-Morales T, Chirino R. Influence of
a new botanical combination on quality of life in menopausal Spanish women: Results
of a randomized, placebo-controlled pilot study. 2021 Jul 21;16(7). Disponible en:
https://www.ncbi.nlm.nih.gov/pubmed/34288973.

21. Nieto Garcia E, Domingo Martin R. Resultados de la aplicacion de la “Técnica Terapéuti-
ca RDM", en el tratamiento del dolor agudo y crénico osteomuscular. Enfispo. 2015;55-
64. Disponible en: https://enfispo.es/servlet/articulo?codigo=7071355.

22. Nogier R. Introduccién préctica a la medicina auricular. Fotopercepcidn cutanea. Mé-
xico: Editorial Pax México; 1999.

r;) uantitative & Qualitative
Community Nursing Research 37



https://www.cochrane.org/CD007410/MENSTR_acupuncture-for-menopausal-hot-flushes
https://www.cochrane.org/CD007410/MENSTR_acupuncture-for-menopausal-hot-flushes
https://www.ncbi.nlm.nih.gov/pubmed/34288973
https://enfispo.es/servlet/articulo?codigo=7071355
https://enfispo.es/servlet/articulo?codigo=7071355




