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LOS MIOMAS UTERINOS...

CAUSA MAS FRECUENTE DE PATOLOGIA GINECOLOGICA
ENTRE 40-50 ANOS

PREVALENCIA REAL 77%

PROBLEMA CLINICO Y SANITARIO

75% DE LAS HISTERECTOMIAS PRACTICADAS

AWNR
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SU TRATAMIENTO SE BASAEN LA DECISION EN CUANTOA....

> Tamaho-numero-localizacion.

> Deseo reproductivo.

> Deseo de preservacion uterina...

> TRATAMIENTO CADA VEZ MAS INDIVIDUALIZADO.

TAMANO-NUMERO: no EVIDENCIA SOBRE el punto de corte a partir del cual debemos tratar un mioma.
(En la perimenopausia tamafios>10cm se asocian a la aparicion de sintomas).
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Figure 15 Surgical, non-surgical and medical therapy for the man-
agement of fibroids: the current asmamentanium.

Human Reproduction Update, Vol.21, No.6 pp. 665—-686, 2016
Advanced Access publication on July 27, 2016 doi: 10,1093/ humupd/ drmw023

GRAND THEME REVIEW

Uterine fibroid management:
from the present to the future
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EN LAACTUALIDAD...

EL TRATAMIENTO

DE MIOMAS

SINTOMATICOS SE Control inadecuado del sangrado

SIGUE BASANDO

EN LA C|RUG[A No mejoria en parametros de calidad de vida
EN LA MAYOR PARTE

DE LOS CASOS. Control inadecuado del dolor

Problemas de fertilidad

Preferencias de la paciente

Ef 2arios del tto médico 16%
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TRATAMIENTO QUIRURGICO DEL MIOMA

Hysterectomy is the most effective treatment for symptomatic
&)

THE SOCIETY OIF uterine fibroids. (|||)
\\ OBSTETRICIANS AND
@ GYNAECOLOGISTS
- OF CANADA —
Myomectomy is an option for women who wish to preserve their

uterus or enhance fertility, but carries the potential for further
intervention. (11-2)

Hysteroscopic myomectomy should be considered first-
line conservative surgical therapy for the management of
symptomatic intracavitary fibroids. ([I-3A)

7. Anemia should be corrected prior to proceeding with elective
surgery. (II-2A) Selective progesterone receptor modulators
and gonadotropin-releasing hormone analogues are effective at
correcting anemia and should be considered preoperatively in
anemic patients. (I-A)



D ARCELONA

CLINIC G CLASE 4.

Hospital Universitari

CAUSAS ORGANICAS DE SUA. Miomas y pélipos

TRATAMIENTO QUIRURGICO DEL MIOMA

173  Whensurgery for fibroid-related HMB is felt necessary then UAE, myomectomy
- and hysterectomy must all be considered, discussed and documented. [2007]

guideline

175  Myomectomy is recommended for women with HMB associated with uterine
fibroids and who want to retain their uterus. [2007]

181  Hysterectomy should not be used as a first-line treatment solely for HMB.
Hysterectomy should be considered only when:

= gther treatment options have failed, are contraindicated or are declined by the woman

= there is a wish for amenorrhoea
= the woman (who has been fully informed) requests it

s the woman no longer wishes to retain her uterus and fertility. [2007]
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TRADICIONALMENTE EL TRATAMIENTO MEDICO
CONSERVADOR SE BASABA EN LOS FUNDAMENTOS:

CONTROL DEL SANGRADO UTERINO ANORMAL
(MEDIANTE ACO, AGNRH, PROGESTAGENOS, DIU DE LEVONORGESTREL...
SIN ALTERAR DE FORMA SIGNIFICATIVA EL VOLUMEN TUMORAL).

DISMINUCION PREOPERATORIA DEL TAMANO TUMORAL
(MEDIANTE AGNRH, RECUPERADA RAPIDAMENTE TRAS EL CESE DEL TRATAMIENTO).

CONTROL DE LOS SiINTOMAS EN CASO DE
CONTRAINDICACION DE LA CIRUGIA.

Therapeutic drugs in the treatment of symptomatic uterine fibroids.

Hoellen F, Griesinger G, Bohimann MK. Expert Opin Pharmacother. 2013 Oct;14(15):2079-85. doi:
10.1517/14656566.2013.825607. Epub 2013 Aug 6
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TRATAMIENTO MEDICO

SABEMOS
QUE

Ningin tratamiento médico hace
desaparecer los miomas.

El tratamiento para pacientes con miomas
esta destinado al tto de los sintomas.

No esta justificado el tratamiento médico
en pacientes asintomaticas.

Therapeutic drugs in the treatment of symptomatic uterine fibroids.
Hoellen F, Griesinger G, Bohlmann MK. Expert Opin Pharmacother. 2013 Oct;14(15):2079-85.
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TRATAMIENTOS
MEDICOS
DISPONIBLES
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New perspective:
MEDICAL THERAPHY
FOR MYOMAS
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TRATAMIENTOS MEDICOS DISPONIBLES: SPRMs.

Co-activadores

Aparato
transcriptor

D Activacion de

la transcripcion
(agonismo
Progestageno)

SPRM Elemento de respuesta de la progesterona ) T
Sin activacion de

la transcripcion
(antagonismo
progestageno)

Correpresores
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TEJIDOS DIANA, SPRM'S: ACETATO DE ULIPRISTAL

AUP Modo de Accion

Mioma
intramural
Efecto directo sobre la
Mioma exéresis tumoral disminuyendo
SubMUCoSo su tamario.
pediculado

—

AUP actua sobre la pituitaria

ﬁ 9 'Il induciend o amenorrea
g amenorrea.
ey S Ejerce un papel directo sobre

el endometrio interrumpiendo

el sangrado .
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RESUMEN ESTUDIOS AUP

3 months

Once-daily oral UPA 5 mg
+ concomitant iron
n=95

Once-daily oral UPA 10 mg
+ concomitant iron
n=94

Once-daily oral Placebo
+ concomitant iron
n=48

‘ZO—HDW—EOUZDW‘

ITT Population

The NEW ENGLAND JOURNAL of MEDICINE

“ ORIGINAL ARTICLE ”

Ulipristal Acetate versus Placebo for Fibroid
Treatment before Surgery

Jacques Donnez, M.D., Ph.D., Tetyana F. Tatarchuk, M.D., Ph.D.,
Philippe Bouchard, M.D., Lucian Puscasiu, M.D., Ph.D.,
Nataliya F. Zakharenko, M.D., Ph.D., Tatiana lvanova, M.D., Ph.D.,
Gyula Ugocsai, M.D., Ph.D., Michal Mara, M.D., Ph.D., Maniju P. Jilla, M.B., B.S., M.D.,
Elke Bestel, M.D., Paul Terrill, Ph.D., lan Osterloh, M.R.C.P.,
and Ernest Lournaye, M.D., Ph.D., for the PEARL | Study Group*

3 months

Once-daily oral UPA 5 mg
n=97

Once-daily oral UPA 10 mg
n=103

Intramuscular leuprorelin
3.75 mg once every 4 weeks
n=101

‘ZO—-HDUJ—EOUZZD;U‘

ITT Population

The NEW ENGLAND JOURNAL of MEDICINE

“ ORIGINAL ARTICLE ”

Ulipristal Acetate versus Leuprolide Acetate
for Uterine Fibroids
Jacques Donnez, M.D., Ph.D., Janusz

Franc
Boguslav Lemies:

S| Ph.D

D., Philippe ichard, M.D.,

5, M.D., Ph.D., Ka Nouri, M.D.
M.D., Elke Be M.D.,

rnest Loumaye, M.D., Ph.D.

Vazquez, M.L
ik, M.D
L Se M.D., K
Paul Terrill, Ph.D., lan Ost C
for the PEARL II S
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BENEFICIOS QUE APORTA, PEARL I-1l: Sangrado

*p=<0,001 vs. placebo
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BENEFICIOS QUE APORTA, PEARL I-1I: Volumen
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QUE APORTA PEARL Il Y P IIl EXTENSION: SANGRADO

100 - Tiempo medio (mediana) sin
= sangrado, en dias (rango)
o~
g 80— UPA
= 10 mg
o N=132
C ~ i —

g& 60 4th course EULN 94(4.0)
p 3rd course course (0-57)
2 2nd course i
c £ 40 - — st course o lU 33 (2.0)
o course (0-32)
g BIGRVSEE 53(3.0)
g. 20— course (0-49)
o 4th UPA ERXEIV)!
course (0-40)
01 T T 1 T J T T T T 1
0 10 20 30 40 50 80 70 80 90 100

Time (days)
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QUE APORTA PEARL Il Y P IIl EXTENSION: SANGRADO

Pearl Ill - Median change in volume of the three largest fibroids*!

End of first End of second
treatment course treatment course
’ - UPA 10m AUP ciclo: 1st 2nd 3rd 4th Seguimiento
o ? (n=132) (n=131) (n=119) (n=107) (3 meses, n=99)
T -10
@
o -30
£ B
g 20 W
y R=]
c K=}
g = £.Qo 40 -
(&
= @ .2
E-B e
T [ -49.9%
£ = -50 -
g @
£ o 2
o t 5
5 = &2 6o -
o = 63.2%
70 [=] -67.0%
o
=70 | ~ -72.1%
13.3% difference’ Consistente
*Due to the comparable efficacy of the 5 mg & 10 mg doses of ulipristal acetate demonstrated in con Pearl Il |
studies PEARL | & Il, it is expected that similarly to the 10 mg dose, the efficacy of the 5 mg dose -80 -

in the first treatment course will be maintained in the second treatment course.’
iDifferences between treatment courses were not tested for statistical significance.
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CONCLUSIONES USO AUP MIOMA UTERINO

Control de Sangrado

> El control de sangrado es muy rapido al inicio de cada ciclo

Reduccion de Miomas

Los resultados de este estudio indican que el uso repetido de mas de un
ciclo optimiza los beneficios potenciales del tratamiento con AUP
(Nuevos estudios en marcha para confirmar este dato)
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STOP Hysterectomy

Myomectomy

treatment until
(1).\3

recurrence of symptoms

Human Reproduction Update, Vol.22, No.6 pp. 665-686, 2016
Advanced Access publication on July 27, 2016 doi: 0. 1093/ humupd / dmw023

(LW R AND THEME REVIEW
update

Uterine fibroid management:
from the present to the future

Jacques Donnez'” and Marie-Madeleine Dolmans?
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TRATAMIENTOS NO QUIRURGICOS

OTROS

Ultrasound-guided ablation: nuevo dispositivo transcervical (VizAblate™)
gue combina la ecografia a tiempo real con ablacion por radiofrecuencia (RF).
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TECNICAS NO QUIRURGICAS MINIMAMENTE INVASIVAS: EAU
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EAU

Estudio aorto-iliaco (RM)

Cateterismo selectivo y

angiografia hipogastrica bilateral

Cateterismo superselectivoy
embolizacion bilateral uterina

ANGIOGRAFIA DE CONTROL
POSTEMBOLIZACION
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* No es un tratamiento quirurgico

+ Efectivo
+ 80 - 85% Disminuye el sangrado
+ 70 - 80% Disminuye el dolor

INCONVENIENTES

Dolor 2 — 6 semanas

Fertilidad controvertida

Otros: infeccion, reacciones alérgicas, fallo ovarico.
No definitivo - sangrado -

tamano recidivan a los 5 anos:

Miomectomia: 3%

Nueva EAU: 2%
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Cardiovasc Intervent Radiol (2013) 36:676-681 C RSE

DOI 101007 /S00270-01 2-0485-y

CLINICAL INVESTIGATION ARTERIAL INTERVENTIONS

Randomized Comparison of Uterine Artery Embolization (UAE)
with Surgical Treatment in Patients with Symptomatic Uterine
Fibroids (REST Trial): Subanalysis of 5-Year MRI Findings

RESEARCH www.AJOG.org

GENERAL GYNECOLOGY
Uterine artery embolization vs hysterectomy in the treatment

of symptomatic uterine fibroids: 5-year outcome
from tha randnmizard FNMMY trial

European Journal of Obstetrics & Gynemlogy and Reproductive Biology 169 (2013) 69-74

Contents lists available at SciVerse ScienceDirect

European Journal of Obstetrics & Gynecology and
Reproductive Biology

journal homepage: www.elsevier.com/locate/ejogrb

The effect of treatment preference and treatment allocation on patients’
health-related quality of life in the randomized ENVMMY trial

Sanne M. van der Kooij® ™", Wouter J.K. Hehenkamp®, Erwin Birnie 9, Willem M. Ankum ©,
Ben W. Mol P, Sicco Scherjon €, Jim A. Reekers ®
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Buena evidencia (nivel I) de que no hay diferencias significativas entre embolizacion y cirugia en tasas
de satisfaccion a los 2 afios del tratamiento ni en la tasa de complicaciones.

Comparado con la cirugia, la EAU disminuye la duracién del procedimiento, menor estancia
hospitalaria, tiempo de recuperaciéon menor y disminuye la posibilidad de transfusion.

Parece estar asociada con mayores tasas de complicaciones menores (fiebre, dolor, nduseas), con una

tasa mas alta de reingresos (en la mayoria de los casos por fiebre o por dolor) y con un aumento de la
posibilidad de requerir una segunda intervencion a los 2-15 afios.

Uterine artery embolization for symptomatic uterine fibroids
(Review)

Gopa JK. Sinha A, Lusnsden M, Hickey M

&

THE COCHRANE
COLLABORATION®
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TECNICAS NO QUIRURGICAS MINIMAMENTE INVASIVAS:
HIFU (High Intensity Focused Ultrasound)
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CRITERIOS DE SELECCION ESTRICTOS:
MIOMAS DE TAMANO LIMITADO, EN CARAANTERIOR,
PACIENTES NO OBESAS Y SIN CICATRICES ABDOMINALES

RESOMNANCIA
MAGMETIHCA

[

TRANSDUCTOR EMISOR DE LOS ULTRASONIDOS INTEGRADO EN LA CAMILLA

TUROR

TRAMSDUCTOR EMISOR DE LOS

General exclusion Contraindication to MRI
criteria
Contraindication to MR contrast-agent
Suspected uterine malignancy
Pregnancy
Future childbearing plans
Active pelvic infection
Pedunculated subserosal fibroid ( pedicle <50% of total
fibroid diameter)
Completely autoinfarcted fibroids
Additional exclusion  Bowel, surgical clips, implants in the planned
criteria for MR-g ultrasound beam path
HIFU
Intrauterine device
Uterine size » 24 gestation week
Fibroid size> 10cm in diameter
More than 5 fibroids
Severe concomitant adenomyosis
Additional exclusion  Contraindication to iodinated contrast-agent
criteria for UAE
Uncorrectable coagulopathy

Tratamiento NO Hormonal 12 Linea si:
ciclos ovulatorios, deseo genésico
o limitacion tto hormonal.
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Contents lists available at ScienceDirect
RADIOLOGY

European Journal of Radiology J

Fl SEVIER journal homepage: www.elsevier.com/locate/ejrad

Comparar EAU- FUS en cuanto a tasa de reintervenciones durante el proceso
de seguimiento (media de 60 meses) por reaparicion de sintomas.

Comparar parametros de calidad de vida utilizando el cuestionario validado
de severidad e impacto en la calidad de vida (UFS-Qol)

During the previous 3 months, how distressed were you by. .. Notatall Alittlebit  Somewhat  Agreatdeal A very great deal

1. Heavy bleeding during your menstrual period

2. Passing blood clots during your menstrual period

3. Fluctuation in the duration of your menstrual period compared to your previous cycles
4. Fluctuation in the length of your monthly cycle compared to your previous cycles

5. Feeling thightness or pressure in your pelvic area

6. Frequent urination during daytime hours

7. Frequent nighttime urination

8. Feeling fatigued

ke ke e ek
B B3 BRI BD ORI BRI ORI B
[ WY WY R R W R Y WY R WY
e e e e e s
LM LR LR LR LR LR LN

Uterine artery embolization versus MR-guidedhigh-intensity focused ultrasound treatment for uterine fibroids:Long-term results.V. Froelinga et al. European Journal of Radiology 82 (2013) 2265-2269
-____________________________________________________________________________________________________________________________________________________________]
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RESULTADOS

Comparison of long-term follow-up results in 55 and Total HRQoL scores after UAE and MR-g HIFU.

UFS-QOL scores N UAE median (25th and 75th) MR-g HIFU median (25th and 75th) p value (Mann-Whitney U)
ss 48 6.3(2.3-25.0) 26.6(14.8-38.3) p=0.019
Total HRQoL 46 100(91.8-100) 87.9(83.2-97.4) p-0.049

3 Mumber of patients with complete subscores to allow calculation of 55 and total HRQoL.

Mejoria estadisticamente significativa de la EAU

tasa de re-intervencion tras EUA (5/41 = 12.2%) fue significativamente menor
(< 0.001) que tras MR-g HIFU (24/36 = 66.7%)
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2015 0 OBSTETRICIANS AND
GYNAECOLOGISTS
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Uterine my
S |

+

+ ¥
Clinical surveillance
+ ¥ v ¥
Enhance fertility Retain fertility Retain uterus Other Investigations.
- Endometrial biopsy
- Imaging
T
- T - Hysteroscopy
-

See SOGC vy Hyst pi
Guideline® myomectomy
Medical therapy:
- SPRM (Ulipri i Interventional
-0Cc -SPRM (L
- Danazol - GnRH-agonist + -UAE
-LNG-IUS add-back - MRg-FUS
- Tranexamic acid - Myolysis
- GnRH agonist +
add-back
Surgical therapy: Surgical therapy Surgical therapy:
Myomectomy Myomectomy Myomectomy + EA
- Hysteroscopic - Hysteroscopic - Hysteroscopic
- Laparoscopic - Laparoscopic - Laparoscopic
- Laparotomic - Laparotomic - Laparotomic
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2016

NICE [ s S e I

guideline

Heavy menstrual bleeding: assessment
and management

Clinical guideline
Published: 24 January 2007
nice.org.uk/guidance/cgdd

Fibroids less than 3 cm in diameter or no fibroids

1.5.1

Pharmaceutical treatment should be considered where no structural or
histological abnormality is present, or for fibroids less than 3 cm in diameter
which are causing no distortion of the uterine cavity. [2007]

Fibroids 3 cm or more in diameter

1.5.11

1512

Offer ulipristal acetate 5 mg (up to 4 cours es) to women with heavy menstrual
bleeding and fibroids of 3 cm or more in diameter, and a haesmoglobin level of
102 g per litre or below. [new 2016]

Consider ulipristal acetate 5 mg (up to 4 courses) for women with heavy
menstrual bleeding and fibroids of 3 cm or more in diameter, and a haemoglobin
level above 102 g per litre. [new 2016]
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| PACIENTE SINTOMATICA |

DOLOR
| SANGRADO | ‘ PRESION PELVICA

-
Manelo de Ios Descartar patolo%fa endometrial )
= Valoracion analitica (Ferritina, Hb, Hct A i
Mlomas en Ia Repercusion en calidad de vida Ttgﬂgéed?go
-
Paciente

{Acetato Ulipristal 5 mg)
Sintomética Endometrio normal Endometrio anormal Endometrio anormal Endometrio normal

Analitica normal Analitica normal Analitica anormal Analitica anormal
Mejoria Mo Mejoria
Deseo Tratamiento seguin Tratamiento segln
fertilidad patologia endometrial niveles de Hb

Manejo Cirugia
expectante EAU

Fe oral/Parenteral

+Tto control de sangrado
1. Expectante

Deseo fertilidad
2. Tto Meédico*
3. Miomectomia |T‘~|0—| Si

1. Expectante - . e
2. Acetato de Ulipristal Smg Tratamiento Médico:

o ) ) 1. Expectante
3. Anfifibrinoliticos /Anticonceptivos 7. Tto Médico* SPRM (Acetato de Ulipristal 5 mg)
4.DiU de Levonorgestrel

L . : 3. Mi 1 i Antifibrinolitico/anticonceptivos
5. EAU/Ablacidn/HIFU/Radiofrecuencia (el izl DIU de levonorgestrel
6. Cirugia
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LOS POLIPOS ENDOMETRIALES
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¢ CONDUCTA? ¢RIESGOS?

0,52% (1) 1,6% (3) 3,5% (2) HCP: 0,87% (5)

Menopausia (1,2,4)

Edad (2

SUA (124

Tamaiho del pélipo: >18 mm (3) >10 mm (1)

Associados pero no estadisticamente significativos:
HTA, diabetes, obesidad, TMX, THS. (1)

1-Jian-Hua.Opportunities and Risk Factors for Premalignant and Malignant Transformation of Endometrial Polyps: Management Strategies JMIG Jan.2010;17(1):53-58
2-Baiocchi G. Malignancy in endometrial polyps: a 12-year experience AJOG Nov. 2009; 201:462.e1-4

3-Ferrazzi E. How often are endometrial polyps malignant in assimptomatic postmenopausal women? A multicenters study. AJOG March 2009; 200:235.e1-235.e6
4-Lee S C. The oncogenic potential of endometrial polyps. A systematic review and meta-analysis. Obstet Gynecol Nov.2010; 116(5):1197-1205

5-Martinez MA Prog.Obstet Ginecol 2004;47(11):506-10.







