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Presenter Notes
Presentation Notes
O coração da discussão é centrado em qual é o nível aceitável no risco na extração do tecido uterino com balanço entre segurança, morbidade e resultados a longo prazo
Medo e insegurança baseados na subestimação e superestimação não devem basear a decisão clinica mas devem direcionar os avanços científicos.
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FDA 2014 black Box Warning SV S

WARNING: Uterine tissue may contain unsuspected cancer. The use of
laparoscopic power morcellators during fibroid surgery may spread cancer,

and decrease the long-term survival of patients. This information should be
shared with patients when considering surgery with the use of these devices.
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Presenter Notes
Presentation Notes
FDA desencoraja o uso de morceladores durante a HT ou miomectomia em pacientes com miomas 
O morcelamento de sarcoma inadvertido é considerado uma injúria grave
Recomenda que as pacientes questionem os médicos sobre o motivo de ter sido escolhido o morcelamento para a retidada do material
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Laparoscopia € a via preferencial da miomectomial!

Mesmo miomectomia aberta pode disseminar células neoplasicas

Sem método 100% seguro na diferenciacao entre miomas e sarcomas

Qual de fato é o impacto negativo das pacientes prejudicadas?

Sarcoma tem prognaostico ruim mesmo se nao fragmentado
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Percentage of Hysterectomy Procedures

performed laparoscopically
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FDA Updated Assessment of The Use of Laparoscopic Power Morcellators to Treat Uterine Fibroids - 2017





Presenter Notes
Presentation Notes
The FDA discouraged the use of laparoscopic morcellation
for hysterectomy and myomectomy [9] based on
very few mostly single-institution and retrospective studies
(8 publications) with an inadequately low number of patients
(more than half contain fewer than 1000 patients). In
our view along with the task force’s analysis [10] the
malignancy rate, to be actually expected, during morcellation
of uteri or myomas, derived from these studies, is
inadequately proven
Bojhar Arch Gynecol Obstet (2015) 292:665–672




 Hospitais proibiram FDA dec 2017

procedimento

* FDA continues to caution against

* Empresas retirara

the use of LPMs 1n the majority of
morceladores do mercado

women undergoing myomectomy

or hysterectomy for treatment of

fibroids.
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e Estimulou descoberta de
outras técnicas

(morcelamento protegido)



FDA 2020 — contraindicacoes morcelador OV O marcelo

* O tecido a ser morcelado tiver suspeita de malignidade

* Mulheres apés menopausa ou acima de 50 anos (pelo risco de malignidade)

* Morcelamento ndo contido espalha tecidos benignos € pode causar miomas parasitas
assim como miomatose peritoneal, com possibilidade de futuras reabordagens

* Morceladores devem apenas ser usados com um sistema de contensao.
(compativel com o morcelador)
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power morcellation for
laparoscopic myomectomy
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In-bag manual versus uncontained
(4[) Cochrane g\?/a Dr. Marcelo

Library

Tempo Cirurgico

Figure 6. Forest plot of comparison: 1 Any type of in-bag morcellation versus uncontained power morcellation,
outcome: 1.3 Morcellation operative time

In-bag Uncontained Mean Difference Mean Difference Risk of Bias
Study or Subgroup Mean 5D Total Mean SD Total Weight IV, Random,95% CI IV, Random, 95% CI A BCDETFG
Venturella 2016 16.18 8.1 53 4.35 7.8 51  48.9% 1.83[-1.23, 4.89]
Frasca 2018 9.47 5.05 34 6.16 7.73 38 51.1% 3.31[0.32, 6.30]
Total (95% CI) 87 89 100.0% 2.59[0.45, 4.72]
Heterogeneity: Tau? = 0.00; Chi? = 0.46, df = 1 (P = 0.50); I*= 0%
Test for overall effect: Z =2.37 (P =0.02) -4 )

Test for subgroup differences: Not applicable Favours in-bag Favours uncontained
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In-bag manual versus uncontained
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Dor pos operatoria

Analysis 1.6. Comparison 1: Any type of in-bag morcellation versus
uncontained power morcellation, Outcome 6: Postoperative pain

In-bag Uncontained Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
Venturella 2016 1.56 0.9 53 1.62 0.9 51  63.0% -0.06 [-0.41, 0.29]
Frasca 2018 3.12 2.14 34 2.42 1.33 38 37.0% 0.70 [-0.13, 1.53]
Total (95% CI) 87 89 100.0% 0.22 [-0.50, 0.94]
Heterogeneity: Tau? = 0.18; Chi2 = 2.72, df = 1 (P = 0.10); I2 = 63%
Test for overall effect: Z = 0.60 (P = 0.55) 5 1 0 1 2

Test for subgroup differences: Not applicable Favours in-bag Favours uncontained
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Tempo de internacao

Analysis 1.5. Comparison 1: Any type of in-bag morcellation versus
uncontained power morcellation, Outcome 5: Postoperative length of stay

In-bag Uncontained Mean Difference Mean Difference
Study or Subgroup Mean SD Total Mean SD Total Weight IV, Random, 95% CI IV, Random, 95% CI
Venturella 2016 3.24 0.6 23 3.41 0.6 ol 56.4% -0.17 [-0.40 , 0.06]
Frasca 2018 3.41 0.93 34 3.11 0.8 38 43.6% 0.30 [-0.10, 0.70]
Total (95% CI) 87 89 100.0% 0.03 [-0.42, 0.49]
Heterogeneity: Tau? = 0.08; Chi2 = 3.94, df = 1 (P = 0.05); I = 75%
Test for overall effect: Z = 0.15 (P = 0.88) ! R 0

Test for subgroup differences: Not applicable Favours in-bag Favours uncontained
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Risco de vazamento

Case Specimen Pathology Dye Tissue Bag Type Surgeon’s Explanation, if given
Size Spillage | Spillage
(grams)
LM 66 Fibroids EcoSac Blue dye introduced through lateral
trocar, then dripped during removal
X of trocar from bag d
(o)
LSH 40 Fibroids & Endocatch™ | <1cm piece of blue tissue may have 9 A) € vazame nto
Adenyomyosis escaped out of the lateral puncture H
X site or lateral trocar itself Ca usas varia d as
RALM 87.3 Fibroids Endocatch™ | Dye spill likely from side port during
removal of bag
X
LM 464 Fibroids EcoSac Specimen and blue dye placed in
Endocatch™ bag. Bag noted to be
X too small, and switch made to a
larger bag. Dye obviously spilled
when removing specimen from first
bag.
LM 83.2 Fibroids EcoSac
X X
LM 349 Fibroids EcoSac Blue dye got on laparoscope from
lateral trocar site and dripped into
X abdomen after bag was removed
LSH 250 Fibroids EcoSac

x x Cohen et al; AJOG 2016

LM: Laparoscopic myomectomy
RALM: Robot-assisted laparoscopic myomectomy

LSH: Laparoscopic supracervical hysterectomy



Modelos de sacos
para morcelar

Volumes variados (1-3L)
Portais: 1 ou 2

Desenho ajuda na lateralidade
100-150 délares

Miller C. Current opinion 2017

Dr. Marcelo —
Simonsen

FIGURE 4. Olympus Pneumoliner, permission granted.



Pontos criticos
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