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RESUMO

FIGUEIREDO, Douglas Poschinger. Termoablacao por radiofrequéncia para o refluxo da
veia safena magna associado a escleroterapia de varizes com espuma guiada por
ultrassonografia em intervencdo ambulatorial Unica: estudo de coorte prospectivo em centro
terciério envolvendo safenas de grandes diametros. 2020. 52 f. Dissertacdo (Mestrado em
Salde, Medicina Laboratorial e Tecnologia Forense) — Instituto de Biologia Roberto
Alcantara Gomes, Universidade do Estado do Rio de Janeiro, Rio de Janeiro, 2020.

Este estudo avaliou os desfechos e o impacto na qualidade de vida apds a
termoablacdo por radiofrequéncia (TAR) associada a escleroterapia por espuma densa (EED)
guiada por ultrassonografia, simultanea, em regime ambulatorial, para o tratamento respectivo
do refluxo na veia safena magna (VSM) associado a varicosidades. E um estudo de coorte
prospectivo, unicéntrico e analitico.Trinta pacientes sintomaticos portadores de refluxo na
VSM com varicosidades (CEAP C3 a C6) foram tratados com TAR e EED, simultaneamente,
em uma Unica intervencdo, entre marco e dezembro de 2016. Os pacientes foram reavaliados
em uma semana, seis meses, um e trés anos. Os desfechos clinicos, as mudangas nos
questionarios de qualidade de vida SF-36 ™, VCSS ¢ AVVQ, as taxas de oclusdo venosa a
ultrassonografia com Doppler e o fechamento das Ulceras foi verificado. A amostra foi
dividida em dois grupos (1) didmetro da VSM > 13,0 mm (mediana 19,0 [14-24]), com 17
individuos e (2) diametro da VSM < 12,9 mm (mediana 10,3 [10-12]), com 16 individuos.
Nenhum evento adverso maior foi observado, e as taxas de eventos adversos pos-operatorios
menores foram semelhantes entre os dois grupos. Uma melhora clinica significativa dos
pacientes foi observada com base nos questionarios VCSS e AVVQ, da fase pré-operatéria
para 0 sexto més e para o terceiro ano de acompanhamento. Doze das 13 Ulceras cicatrizaram
em um ano e permaneceram fechadas até o terceiro ano. A amostra total teve aumento
significativo em todos os dominios do SF-36®, exceto a saude mental no grupo com VSM >
13,0 mm. A taxa de ocluséo venosa da amostra total em sete dias foi de 90,9% e de 69,7% no
acompanhamento de trés anos. Nenhuma diferenca na taxa de oclusdo foi observada na
analise entre os dois grupos. As técnicas ambulatoriais combinadas foram seguras e viaveis
nesses participantes, sem eventos adversos maiores, apesar dos grandes diametros da VSM.
No acompanhamento de trés anos, 0s grupos apresentaram melhora equivalente em todos os
parametros de qualidade de vida, oclusdo axial satisfatéria e fechamento da Ulcera sustentado.

Palavras-chave: Veia safena. Varizes. Ulcera varicosa. Qualidade de vida. Ablacdo por

cateter. Escleroterapia.



ABSTRACT

FIGUEIREDO, Douglas Poschinger. Ambulatory Radiofrequency Thermal Ablation for Great
Saphenous Vein Reflux associated with Ultrasound Guided Foam Sclerotherapy for
Varicosities in one step approach: a tertiary single-center prospective cohort study
comprising large diameters saphenous veins. 2020. 52 f. Dissertacdo (Mestrado em Salde,
Medicina Laboratorial e Tecnologia Forense) — Instituto de Biologia Roberto Alcantara
Gomes, Universidade do Estado do Rio de Janeiro, Rio de Janeiro, 2020.

This study assessed the outcomes and impact on the quality of life following one-step
ambulatory radiofrequency thermal ablation (RTA) and ultrasound guided foam sclerotherapy
(USGFS) for large reflux with varicosities in the great saphenous vein (GSV). Thirty
symptomatic patients having reflux in the GSV and varicosities (CEAP C3 to C6) were
treated with RTA and USGFS simultaneously, in a single-step procedure, from March 2016 to
December 2016 in a prospective, single-centre, cohort design. They were followed up at 1
week, 6 months, 1 and 3 years. Clinical outcomes, changes in Quality of Life (QOL)
questionnaires SF-36™, VCSS and AVVQ, evolutive vein occlusion rates were assessed by
duplex ultrasound, and ulcer closure was checked. The sample was divided in two groups (1)
GSV diameter > 13.0 mm (median 19.0 [14-24]), 17 subjects, and (2) GSV diameter < 12.9
mm (median 10.3 [10-12]), 16 subjects. No major adverse event was observed, and the
postoperative minor adverse event rates were similar between the two groups. A significant
improvement was observed in VCSS and AVVQ from the preoperative levels to the sixth
month and the third year follow-up. Twelve of 13 ulcers had healed at 1 year and remained
closed until 3 years. The entire sample had a significant increase in all short form 36 domains,
except mental health in the group with and GSV > 13.0 mm. Overall seven day occlusion rate
for the whole sample was 90.9% and 69.7% at 3-year follow-up. No difference in occlusion
rate was observed between the two groups at any time. Ambulatory combined techniques
were safe and feasible in this study with no major adverse events, despite the large diameters
of the GSV. Within 3 years, both diameter groups showed equivalent improvement in all
QOL parameters, satisfactory axial occlusion, and maintained ulcer closure.

Keywords: Saphenous vein. Varicose veins. Varicose ulcer. Quality of life. Catheter ablation.

Sclerotherapy.
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INTRODUCAO

A afeccdo altamente prevalente conhecida como doenca venosa crénica (DVC)
compreende uma miriade de sinais e sintomas, se expressando desde as telangiectasias e
microvarizes assintomaticas ou associadas a queixas leves, até a presenca de varizes de grosso
calibre e sintomas limitantes, atribuiveis a disfuncdo venosa. Em sua fase mais avancada,
conhecida como insuficiéncia venosa cronica (IVC), podem ser observados o surgimento do
edema, das alteragdes cutaneas ou mesmo da ulceragdo ativa pela estase venosa cronica
(EKLOF et al., 2005).

As estimativas mundiais de prevaléncia da DCV sdo amplamente variaveis, com
percentuais compreendidos entre 1% e 73%, assim como da IVC, com variacfes de 1% até
40%, dependendo da populacéo estudada (BEEBE-DIMMER et al., 2005). Embora taxas mais
baixas de DVC sejam esperadas em paises em desenvolvimento, um estudo conduzido no
Brasil apresentou prevaléncia de 47,6% para essa entidade fisiopatologica, excluindo
pacientes com telangiectasias e varizes reticulares, e a prevaléncia de IVC atingiu 21,2%
(MAFFEI et al., 1986).

A observacdo da DVC como entidade patoldgica, sua correlagdo com a semidtica e as
propostas rudimentares para seu tratamento ocorreram ainda na antiguidade e evoluiram ao
longo das eras (POCARD, 1997). No inicio do século XX, o professor William Babcock
desenvolveu a técnica de ligadura alta e extirpacdo da veia safena magna (VSM) (LAIQS,
2018). Desde entdo, a safenectomia de Babcock acrescida da ressecgéo de varizes colaterais
tem sido amplamente utilizada para tratar o refluxo axial e com resultados bem documentados
da melhora da qualidade de vida desses pacientes (DURKIN et al., 2001; MACKENZIE et al.,
2002).

Mais recentemente, a introdugdo das técnicas de termoablagdo endovenosa (TAE)
apresentou uma nova perspectiva para o tratamento cirlrgico das varizes de membros
inferiores. Ensaios clinicos randomizados e metanélises tém mostrado a mesma eficacia dos
novos métodos termoablativos, porém associadas a menor dor no pos-operatério e retorno
mais rapido a vida normal na comparacdo com o metodo convencional de safenectomia
(NESBITT et al., 2014; RASMUSSEN et al., 2011).

A ampliagdo do acesso a ultrassonografia com Doppler colorido, a adog¢do dos
esclerosantes quimicos modernos tetradecil sulfato de sédio e lauromacrogol 400, a

observacao do aumento de eficicia ablativa pelo uso da apresentacdo em espuma densa, assim
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como a descricdo da técnica de agitacdo do detergente associado ao ar ambiente com seringas
conectadas por valvula permitiram o aumento exponencial do uso da Escleroterapia com
Espuma Densa (EED) (SMITH, 2009; GALLUCCI et al., 2017).

Tal tratamento tem como base a administracdo percutanea ecoguiada do esclerosante
levando a destruicdo da parede interna da veia alvo devido a agressdo de moléculas lipidicas
parietais, inducdo de resposta inflamatéria local e subsequente formagdo de trombo ou
esclerose do vaso (GALLUCCI et al., 2017).

Atualmente varias diretrizes defendem a TAE, seja com uso do endolaser ou da
radiofrequéncia, como tratamento de primeira opg¢do seguido por EED guiada por
ultrassonografia e a safenectomia convencional como alternativas de segunda linha para tratar
a doenca axial. Por outro lado, a EED € a primeira escolha no tratamento das veias varicosas
(GLOVICZKI et al., 2011; GLOVICZKI & GLOVICZKI, 2012; ONIDA & DAVIES, 2013;
WITTENS et al., 2015; ZIMMET, 2011).

Diante da necessidade muito frequente de tratamento tanto da doenca axial da VSM
guanto das colaterais varicosas, o tratamento padrdo inclui um tempo cirargico principal para
a termoablacdo da veia safena e, algumas semanas depois, um segundo momento no
consultério, para a realizacdo da escleroterapia ecoguiada para o tratamento das varizes
tributérias e colaterais que ndo podem ser retiradas com o procedimento termoablativo
principal (BRITTENDEN et al., 2019; RASMUSSEN et al., 2013).

O crescente estudo da associacdo de diferentes métodos em um dnico tempo cirdrgico
evoca vantagens potenciais ao tratamento como a reducéo do tempo dedicado ao seu curso, do
namero total de consultas e dos custos de recursos envolvidos. A divulgacdo de bons
resultados com a utilizacdo de técnicas simultaneas, demonstrados mesmo face a veias safenas
calibrosas, tem incitado maior liberdade em seu tratamento, uma vez que o didmetro maximo
da veia safena ja foi considerado um fator limitante para o uso da técnica de termoablacao
(FERNANDEZ et al., 2017).

O trabalho atual permite avaliar o perfil de seguranca, os resultados clinicos, o
impacto na qualidade de vida, a taxa de fechamento da Ulcera e a taxa de oclusdo da VSM
apos a termoablacdo axial por radiofrequéncia associada a EED para tratar veias varicosas,
sob regime ambulatorial, em uma Unica etapa, para uma coorte de pacientes com diferentes
didmetros da VSM.
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1 OBJETIVOS

1.1 Objetivo Geral

Avaliar os desfechos de taxa de ocluséo, eventos adversos e o0 impacto na qualidade de
vida apds a termoablagdo por radiofrequéncia (TAR) associada a escleroterapia por espuma
densa (EED) guiada por ultrassonografia, simultanea, em regime ambulatorial, para o

tratamento respectivo do refluxo na veia safena magna (VSM) associado a varicosidades.

1.2 Objetivos Especificos

Os objetivos especificos sdo:

a) Avaliar a segurangca e a eficdcia da realizagdo simultanea da
endotermoablagao por radiofrequéncia da veia safena magna com refluxo
e dilatacdo, associada a escleroterapia com espuma densa guiada por
ultrassonografia das veias varicosas em regime ambulatorial.

b) Mensurar o impacto da intervengao combinada nos questionarios de
qgualidade de vida Escala Visual Analdgica, Escore de Severidade Clinica
Venosa, Questiondrio Aberdeen para Veias Varicosas e Questionario
Genérico de Avaliacdo de Qualidade de Vida.

c¢) Mensurar a taxa de oclusdo da veia safena magna por meio da

ultrassonografia Doppler nas avaliagOes pds-operatorias.
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2 METODOLOGIA

Os aspectos referentes a descricdo metodoldgica, a andlise de dados, as questbes
éticas, os resultados da analise de dados e discussédo encontram-se no artigo anexo submetido

a revista cientifica European Journal of Vascular and Endovascular Surgery.



14

CONCLUSAO

Neste estudo, a auséncia de eventos adversos maiores, bem como eventos adversos
menores e resultados equivalentes em ambos os grupos tratados sugere que a intervencao
ambulatorial combinada pode ser viadvel, segura e eficaz para uma grande amplitude de
diametros da veia safena magna. A viabilidade de oferecer um tratamento seguro e menos
invasivo, mesmo para pacientes altamente sintoméaticos com veias de maiores dimensdes, com
ou sem Ulcera aberta, € uma informacdo com importante impacto pratico no planejamento
terapéutico para esses pacientes.

O tratamento combinado alcangou parametros que sugerem  resultados
significativamente melhores ou compardveis em ambos 0s grupos analisados, levando a
melhora da qualidade de vida até o terceiro ano no subgrupo com maiores diametros da VSM,
reforcando a relevancia do tratamento da doenca axial com varicosidades apesar das
condicBes anatdmicas desfavoraveis ao sucesso esperado. O alto indice de cicatrizagdo da
Ulcera, com resultados equivalentes entre os grupos, reafirma a relevancia desta estratégia. No
entanto a correlacdo entre a reducdo na taxa de oclusdo da VSM e o fechamento da ulcera
mantida ndo é clara e precisa de maior investigacao futura.

A comparacdo estatistica entre os grupos tem forca limitada devido ao pequeno
tamanho da amostra e ao desenho do estudo; no entanto, indica que os grandes didametros da
VSM ndo sdo uma limitagdo absoluta para a observacdo de poucos eventos adversos,
realizando um tratamento seguro, convergindo para melhora na qualidade de vida e taxas
comparaveis de fechamento da ulcera.

Neste estudo, a técnica ambulatorial combinada foi segura e vidvel nesta populacao,
sem eventos adversos maiores, apesar dos grandes diametros da VSM. Dentro de trés anos, a
amostra total e ambos os subgrupos mostraram melhora equivalente nos questionarios de
qualidade de vida EVA, VCSS e AVVQ, oclusdo axial satisfatéria e fechamento da Ulcera

duradouro.



15

REFERENCIAS

BEEBE-DIMMER, J. L; PFEIFER, J. R.;ENGLE, J. S.et al. The Epidemiology of Chronic
Venous Insufficiency and Varicose Veins. Annals of Epidemiology, v. 15, n. 3, p. 175-184,
2005.

BRITTENDEN, J.; COOPER, D.; DIMITROVA, M. et al. Five-Year Outcomes of a
Randomized Trial of Treatments for Varicose Veins. The New England journal of
medicine, v. 381, n. 10, p. 912-922, 20109.

DURKIN, M.T; TURTON, E. P.; WIJESINGHE, L. D. et al. Long Saphenous Vein Stripping
and Quality of Life —a Randomised Trial. European Journal of Vascular and
Endovascular Surgery, v. 21, n. 6, p. 545-549, 2001.

EKLOF, B.; RUTHERFORD, R.B.; BERGAN, J. et al. Revision of the CEAP classification
for chronic venous disorders: a consensus statement. Vasa, v. 34, n. 3, p. 157-161, 2005.

FERNANDEZ, M. C.; LOPEZ, I.S.; MATEO, M.M.H. et al. Prospective study of safety and
effectiveness in the use of radiofrequency ablation for incompetent great saphenous vein >12
mm. Journal of Vascular Surgery: Venous and Lymphatic Disorders, v. 5, n. 6, p. 810—
816, 2017.

GALLUCCI, M.; TESSARI, L.; ANTIGNANI, P. L. Foam sclerotherapy. Acta
Phlebologica, v. 18, n. 1, p. 5-11, 2017.

GLOVICZKI, P.; COMEROTA, A. J.; DALSING, M. C. et al. The care of patients with
varicose veins and associated chronic venous diseases: Clinical practice guidelines of the
Society for Vascular Surgery and the American Venous Forum. Journal of Vascular
Surgery, v. 53, n. 5, p. 25-48S, 2011.

GLOVICZKI, P.; GLOVICZKI, M. L. Guidelines for the management of varicose veins.
Phlebology, v. 27 Suppl 1, p. 2-9, 2012.

LAIOS, K. Professor William Wayne Babcock (1872-1963) and His Innovations in Surgery.
Surgical Innovation, v. 25, n. 5, p. 536-537, 2018.

MACKENZIE, R. K.; PAISLEY, A.; ALLAN, P. L. et al. The effect of long saphenous vein
stripping on quality of life. Journal of VVascular Surgery, v. 35, n. 6, p. 1197-1203, 2002.

MAFFEI, F. H.; MAGALDI, C.; PINHO, S. Z. et al. Varicose Veins and Chronic Venous
Insufficiency in Brazil: Prevalence among 1755 Inhabitants of a Country Town.
International Journal of Epidemiology, v. 15, n. 2, p. 210-217, 1986.

NESBITT, C.; BEDENIS, R.; BHATTACHARYA, V. et al. Endovenous ablation
(radiofrequency and laser) and foam sclerotherapy versus open surgery for great saphenous
vein varices. The Cochrane database of systematic reviews, n. 7, p. CD005624, 2014.

ONIDA, S.; DAVIES, A. H. Varicose veins: Diagnosis and management. Nursing Times, v.


https://pubmed.ncbi.nlm.nih.gov/?term=Pfeifer+JR&cauthor_id=15723761
https://pubmed.ncbi.nlm.nih.gov/?term=Engle+JS&cauthor_id=15723761

16

109, n. 41, p. 16-17, 2013.

POCARD, M. Varicose veins and methods used to cut them: from the Ebers papyrus to
Trendelenburg. Annales de chirurgie, v. 51, n. 7, p. 710-2, 1997.

RASMUSSEN, L.; LAWAETZ, M.; SERUP, J. et al. Randomized clinical trial comparing
endovenous laser ablation, radiofrequency ablation, foam sclerotherapy, and surgical stripping
for great saphenous varicose veins with 3-year follow-up. Journal of vascular surgery.
Venous and lymphatic disorders, v. 1, n. 4, p. 349-56, 2013.

RASMUSSEN, L; LAWAETZ, M.; SERUP, J. et al et al. Randomized clinical trial
comparing endovenous laser ablation, radiofrequency ablation, foam sclerotherapy and
surgical stripping for great saphenous varicose veins. The British journal of surgery, v. 98,
n. 8, p. 1079-87, 2011.

SMITH, P. C. Foam and liquid sclerotherapy for varicose veins. Phlebology, v. 24 Suppl 1, p.
62-72, 20009.

WITTENS, C.; DAVIES, A. H.; BAEKGAA, N. et al. Editor’s Choice — Management of
Chronic Venous Disease. European Journal of Vascular and Endovascular Surgery, v.
49, n. 6, p. 678-737, 2015.

ZIMMET, S. Recommendations for the referral and treatment of patients with lower limb
chronic venous insufficiency. Phlebology: The Journal of Venous Disease, v. 26, n. 3, p.
89-90, 2011.



17

APENDICE A - Radiofrequency Ablation for Axial Reflux associated with Foam
Sclerotherapy for Varicosities in One-step Approach: A Prospective Cohort Study

Comprising Large Diameters Saphenous Veins (Manuscrito)

ORIGINAL ARTICLE

PRINT IN BLACK

Radiofrequency Ablation for Axial Reflux associated with Foam Sclerotherapy for
Varicosities in One-step Approach: A Prospective Cohort Study Comprising Large

Diameters Saphenous Veins

Douglas Poschinger-Figueiredo?, Carlos Eduardo Virgini-Magalh&es®; Luis Cristovao Porto®;
Claudia Salvador Amorim?; Cristiane Ferreira de Araujo Gomes?; Cristina Riguetti Pinto?;

Monica Rochedo Mayall?; Leonardo Silveira de Castro?; Felipe Borges Fagundes?

a. Teaching and Health Care Unit of Vascular and Endovascular Surgery’s Medical
Staff — Pedro Ernesto University Hospital (HUPE) - Rio de Janeiro State University
(UERJ), Brazil

b. Head of the Teaching and Health Care Unit of VVascular and Endovascular Surgery
— Pedro Ernesto University Hospital (HUPE) - Rio de Janeiro State University
(UERJ), Brazil. Associated Professor of the Medical Sciences College (FCM) - Rio de
Janeiro State University (UERJ), Brazil

C. Coordinator of the Histocompatibility and Cryopreservation Laboratory (HLA) -
Rio de Janeiro State University (UERJ), Brazil. Full Professor of Roberto Alcantara
Gomes Biology Institute (IBRAG), Brazil

CORRESPONDING AUTHOR

Douglas Poschinger-Figueiredo
dpvasc@icloud.com



18

Hospital Universitario Pedro Ernesto - UERJ

Boulevard Vinte e Oito de Setembro, N° 77, 4° Andar, Cirurgia Vascular
Vila Isabel, Rio de Janeiro, RJ, Brasil

CEP: 20551-030

Tel: +55 (21) 2686-8643

Fax: +55 (21) 2587-4010

RUNNING HEAD
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WHAT THIS PAPER ADDS

This prospective, tertiary cohort study suggests that treating axial reflux associated
with varicosities, in a single-step combining ambulatory radiofrequency thermal ablation and
ultrasound guided foam sclerotherapy, is a safe and successful strategy even for great
saphenous vein diameters wider than 13 mm. This one-step approach can significantly
improve the quality of life compared to that preoperatively, and maintain the improvement
over a 3-year period, which is similar to that seen with standard techniques which require

more steps and time.

ABSTRACT

Objective: This study assessed the outcomes and impact on the quality of life
following one-step ambulatory radiofrequency thermal ablation (RTA) and ultrasound guided
foam sclerotherapy (USGFS) for large reflux with varicosities in the great saphenous vein
(GSV). Design: Prospective, single-centre, analytical cohort. Materials and Methods: Thirty
symptomatic patients having reflux in the GSV and varicosities (CEAP C3 to C6) were
treated with RTA and USGFS simultaneously, in a single-step procedure, from March 2016 to
December 2016. They were followed up at 1 week, 6 months, 1 and 3 years. Clinical
outcomes, changes in Quality of Life (QOL) questionnaires SF-36™, VCSS and AVVQ,
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evolutive vein occlusion rates were assessed by duplex ultrasound, and ulcer closure was
checked. Results: The sample was divided in two groups (1) GSV diameter > 13.0 mm
(median 19.0 [14-24]), 17 subjects, and (2) GSV diameter < 12.9 mm (median 10.3 [10-12]),
16 subjects. No major adverse event was observed, and the postoperative minor adverse event
rates were similar between the two groups. A significant improvement was observed in VCSS
and AVVQ from the preoperative levels to the sixth month and the third year follow-up.
Twelve of 13 ulcers had healed at 1 year and remained closed until 3 years. The entire sample
had a significant increase in all short form 36 domains, except mental health in the group with
and GSV > 13.0 mm. Overall seven day occlusion rate for the whole sample was 90.9% and
69.7% at 3-year follow-up. No difference in occlusion rate was observed between the two
groups at any time. Conclusions: Ambulatory combined techniques were safe and feasible in
this study with no major adverse events, despite the large diameters of the GSV. Within 3
years, both diameter groups showed equivalent improvement in all QOL parameters,

satisfactory axial occlusion, and maintained ulcer closure.

KEY WORDS

Saphenous vein, varicose veins, varicose ulcer, quality of life, catheter ablation, sclerotherapy.

INTRODUCTION

Treatment for varicose veins has undergone significant changes following the
introduction of new, less invasive techniques with better clinical results.>? Currently, several
guidelines advocate endovenous thermal ablation, with laser or radiofrequency as the first-line
treatment, followed by Ultrasound Guided Foam Sclerotherapy (USGFS) and High Ligation
plus Stripping as the third option to treat the axial disease, and USGFS as the first option for
treating varicose veins.>”’

In cases that require treatment of both, great saphenous vein (GSV) reflux and
varicosities, many surgeons postpone the USGFS as a second step, to be performed weeks
after the main axial thermal ablation surgery.®® This traditional approach requires more
resources, repeated medical visits, and more time.°

A combined procedure with Radiofrequency Thermal Ablation (RTA) and USGFS, is
safe and successful and can become an important treatment option.''> However, there is
limited data on the efficacy and safety of this combined procedure in patients with large GSV

diameters.
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The study aims to evaluate the safety, clinical outcomes, impact on the quality of life,
rate of ulcer closure, and the rate of occlusion of GSV following radiofrequency thermal
ablation associated with USGFS, to treat varicosities in a one-step ambulatory approach in a

cohort of patients with different GSV diameters.

MATERIALS AND METHODS

Study Overview

Approval of this prospective non randomized cohort study was granted by the Pedro
Ernesto University Hospital Research Ethics Committee (CAEE: 16437219.1.0000.5259).
The Brazilian Health System supported the viability of the research. All procedures were
performed by the same team of experienced surgeons at the university’s outpatient surgery
centre. Data entry was managed by the physicians involved in direct patient care. The authors

take responsibility for adherence to the protocol, reported data, and the analyses.

Patients

A cohort of 30 subjects who required treatment for varicose veins, were recruited
sequentially from March to November of 2016, during consultation at the university’s
vascular surgery clinic in Rio de Janeiro.

Inclusion criteria were age between 18 and 65 years, ASA physical status 1 or 2,'® the
presence of primary symptomatic varicose veins greater than 3 mm in diameter,® Clinical
Etiologic Anatomic Pathophysiologic (CEAP) class 3 or higher'*, GSV diameter in the mid-
thigh at least 6 mm, from intima to intima, away from local dilatation, with reflux greater than
0.5 seconds measured by Doppler ultrasonography in the orthostatic position after calf
compression/release, and willingness to provide written informed consent.

Exclusion criteria were history of peripheral arterial disease, ankle brachial pressure
index below 0.9, pregnancy, history of thrombophilia, previous deep vein thrombosis,
pulmonary embolism, thrombophlebitis of the GSV, current cancer, immobility, absolute
contraindications to the use of foam?® or tortuosity rendering the GSV unsuitable for catheter

progression.
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Participants matching the inclusion criteria were concurrently referred for the first
consultation, baseline data collection, QOL questionnaires filling and duplex analysis.

Assessments

At the time of inclusion in the study as well as at each follow-up assessment, the
patients’ clinical history was collected, and they were submitted to physical exam and duplex
ultrasonography. Data about the CEAP clinical class, the Visual Analogue Scale (VAS) score
evaluated for pain after venous physical or chemical ablation,® the Venous Clinical Severity
Score (VCSS)! and the Aberdeen Varicose Veins Questionnaire (AVVQ)!® were also
documented. The Medical Outcome Study Short Form 36 (SF-36™)'° was administered
during the first examination (preoperative) and six months after the intervention. The patients
were followed up on the 7th day, 6 months, 1, 2 and 3 years after the procedure

An occluded or absent GSV was defined as technical success. If a segment length
greater than 10 cm with flow or reflux was seen in a previously occluded GSV, it was defined

as axial vein recanalization.!

Study Treatment

The RTA was performed with the ClosureFast™ (Medtronic, San Jose, CA, USA)
catheter according to the usually described technique.?® A point just below the knee was
preferred for cannulation; however, a distal segment of reflux in GSV in the thigh was also
acceptable. After advancing the catheter tip until 2 cm below the saphenofemoral junction, the
Cold Tumescent Anaesthesia (CTA),?! a formula derived from Klein’s Solution?? containing
epinephrine, lidocaine, and saline, was injected manually in the saphenous compartment at a
rate of 10 mL/cm through a 22 G x 88 mm needle. All steps were performed under ultrasound
guidance.

Each patient underwent two cycles of ablation at 120° C for 20 seconds in the first
segment of the GSV and one cycle per segment until the last segment in the thigh during
withdrawal of the catheter.

Next, USGFS of the varicosities under spot anaesthesia was performed. The foam was
prepared according to the Tessari’s technique®® in a ratio of 2 mL of polidocanol

(Polidocanol; Victa Manipulation Laboratory; Sdo Paulo; Brazil) to 4 mL of air, in which 1.5
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to 3.0% polidocanol concentration was used according to the size of the varicosities. No more
than 10 mL was injected per session.’® A butterfly needle 23 G (Descarpack, Sdo Paulo,
Brazil) was used to inject the foam into the varicosities.

Light compression sterile bandage was applied for 48 hours after the procedure.

Groups according to the GSV Calibre

The patients were split into two groups according to the greatest GSV Calibre and
were compared for adverse events, postoperative pain, quality of life questionnaires, ulcer
closure, and venous occlusion rates. The objective of splitting the groups was to maximize the

possible outcomes for GSV with extra-large diameters.

Statistical Analysis

Descriptive analysis shows measures of central tendency and range for the numeric
data or frequency and percentage for the categorical variables. Some numeric variables did
not exhibit Gaussian distribution; hence, they were expressed as the median and interquartile
range (IQR). To assess the normality of data distribution to the 5% level, we used histogram’s
graphical analysis and the Shapiro Wilk’s test. All reported P values are two sided, and P< .05
was considered to infer statistical significance.

Baseline variables between the groups were compared using independent samples t
test or Mann-Whitney U test for numeric measures and chi square test (y2) or Fisher’s exact
test for the categorical variables. The latter tests were also used to analyse differences in the
occurrence of postoperative adverse events.

For longitudinal analysis of VCSS, AVVQ, VAS, and SF-36, the Mann-Whitney U
test was used for comparison between the groups. To evaluate the evolution of VCSS,
AVVQ, and VAS through time, we used Friedman’s ANOVA test.?* Nemenyi’s test was
performed to analyse differences in the three variables of postoperative assessments.?® To
analyse the short form 36 scores, we used the Wilcoxon signed rank test. For increasing the
statistical power and consistency of the results, data of three VCSS and AVVQ assessments
were analysed, namely, preoperative, six months and 3-years postoperative. The VAS and
occlusion rate were assessed on the 7th day, six months, and 3-years postoperative. Short
form 36 was assessed preoperatively and at six months postoperative compared. Postoperative

adverse events were evaluated at each follow-up.



23

To evaluate GSV occlusion rate alterations over time, we used repeated measures of
categorical data ANOVA according to The CATMOD Procedure of SAS™ software.?
Corrected McNemar test was used to identify differences between the groups at specific time
points.

The data analysis for this paper was performed using SPSS, Version 26.0 and SAS™
software, Version 6.11 (SAS Institute Inc., Cary, NC, USA).

RESULTS

In the total sample of 30 participants, 33 treated limbs were split into two groups: (1)
those with GSV diameter of 13.0 mm or more (median 19.0 [14-24]) with 17 subjects, and
(2) those with maximum diameter up to 12.9 mm (median 10.3 [10-12]), with 16 subjects.

Baseline Variables

The descriptive baseline variables were compared between the groups. Except for a
higher proportion of subjects with family history of Chronic Venous Disease (CVD) in the
GSV < 12.9 mm group (p < .05), there were no other differences in the homogeneity (Table 1)

between the groups.

Adverse Events and Other Complications

In the immediate postoperative period, there were no cases of malaise, flush, allergy,
neck constriction, cough, chest or neurological symptoms. One patient complained of
transient pain which resolved without medications.

On the seventh postoperative day (D7), 4/33 limbs developed symptomatic superficial
varicosities thrombophlebitis and required non-steroidal anti-inflammatory drugs (NSAIDs)
without coagulum drainage (GSV > 13.0 mm: 3/4; GSV < 129 mm: 1/4 [p = .32)).
Symptoms were absent at 6-months follow-up (D180).

Thigh bruising on the medial side was present on D7 in13/33 limbs (GSV > 13.0 mm:
4/13; GSV < 12.9 mm: 9/13 [p = .06]) and was absent at D180. Hyperpigmentation was seen
on D180 in 14/33 limbs (GSV > 13.0 mm: 8/14; GSV < 12.9 mm: 6/14 [p = .58]) and at 3
years in 9/33 limbs (GSV > 13.0 mm: 5/9; GSV < 12.9 mm: 4/9 [p = .54]). Clinical residual
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or recurrent varicose veins were seen on D7 in 14/33 (GSV > 13.0 mm: 6/14; GSV < 12.9
mm: 8/14 [p = .39]), on D180 in 21/33 (GSV > 13.0 mm: 11/21; GSV < 12.9 mm: 10/21 [p =
.90]) and at 3 years in 25/33 limbs (GSV > 13.0 mm: 14/25; GSV < 12.9 mm: 11/25 [p =
31)).

There were no other adverse events such as oedema, skin burns, endothermal heat
induced thrombosis (EHIT), deep vein thrombosis, pulmonary embolism or death during the
follow-up period.

The rate of postoperative adverse events between the two groups was similar.

VCSS, AVVQ, VAS, Ulcer Closure and Short Form 36

Table 2.1 presents the comparisons between the groups for each postoperative
assessment and for each of them in the following time pairs: (a) preoperative and D180, (b)
preoperative and 3 years and (c) D180 and 3 years. VAS had three analytical pairs, (a) D7 and
D180, (b) D7 and 3 years and (c) D180 and 3 years. Short form 36 had one analytical pair:
preoperative and D180 and is presented in table 2.2.

The total sample had median VAS scores as follows: D7 (2[0 4.5]); D180 and 3 year
(0[0 0]). The GSV > 13.0 mm group had median VAS scores as: D7 (2[0 5.0]); D180 and 3
year (O[0 0]). The GSV < 12.9 mm group had median VAS scores as: D7 (0[0 2.8]); D180
(0[0 0.8]) and 3 year (0[O0 0]). No significant reduction from D7 scores to D180 was observed.

A significant improvement was seen in VCSS and AVVQ from preoperative to D180
and preoperative to3 years, for the entire sample and in each group.

Except for significant worsening in VCSS in the total sample, no other differences
were observed from D180 to 3-years postoperative assessments.

AVVQ measures at 3 years were higher in the GSV > 13.0 mm group as compared to
the GSV < 12.9 mm group.

In the D180 assessment, 11/13 ulcers had healed. This increased to 12/13 at one year
assessment. There was no difference in the rate of ulcer closure or time to heal between the
groups (p = 0.42).

There was a significant improvement in all short form 36 domains from preoperative
to D180 in the total sample and in the GSV > 13.0 mm group, except for the mental health
domain in the latter. GSV < 12.9 mm group had statistically significant improvement in for
Physical Functioning, Role Physical, Role Emotional, Vitality and Health Change. GSV >
13.0 mm group had higher Health Change values as compared to the GSV < 12.9 mm group.
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Great Saphenous Vein Occlusion

The rate of GSV occlusion at D7 postoperative assessment was 30/33 in the entire
sample (Table 3). No difference in occlusion rate was observed between the two groups on
follow-up assessments. Within each group no difference was observed when pairs in time
were compared, except for the total sample itself, which presented a significative decrease in
the rate of occlusion from D7 postoperative to 3-years postoperative (p < .05). One case of
axial occlusion failure required additional USGFS session after one month and two cases with

clinical recurrence were seen at one year postoperative assessment.

DISCUSSION

Equivalent distribution of epidemiological variables was observed in the groups,
except for higher family history of chronic venous disease in the wide GSV group, reinforcing
the influence of this risk factor in reflux generation.?” The uncommonly wide diameters
observed in this study could be accounted to treatment delay, allowing disease’s progression
and venous enlargement.?® Due to the small number of bilaterally treated limbs , no impact
was observed on analysis using treated legs instead of treated patient.

The rate of thrombophlebitis on the seventh day postoperative could be associated
with inflammation related to the polidocanol sclerotherapy technique, and many surgeons
evaluate this condition only 4-6 weeks after the persistence of symptoms.?° All four cases of
thrombophlebitis in the study had an extra clinical assessment at one month and were
asymptomatic for this adverse event.

Bruising was not an element of concern among participants, but highly observed in
some until the end of the first month. High rates of bruising are known to occur after
tumescent anaesthesia, and an injection pump could be used to reduce the number of
punctures and the risk of vessel injuries.3*3! Almost half of the legs treated were of Mixed or
Afro-Latin Americans individuals, a known risk factor for hyperpigmentation, contributing to
the higher observed in the study. Series with higher rates of Caucasian individuals usually
presents lower hyperpigmentation incidence range of 10-30% and diminish over time.®? The
GSV diameter cannot be considered as a risk factor since no statistical difference was seen;

however, more information is required about the incidence in this individuals. Residual or
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recurrent varicose veins were cumulatively seen in 76% of the limbs probably due to the
limited amount of foam up to 10 mL injected per session.’® This is supported by an initial rate
of 42% residual varicose veins in the D7 postoperative assessment. In the absence or
improvement of remaining symptoms, conservative treatment was followed. Despite the
discrepant diameter measures seen, there was no difference in the recurrence rate between the
groups.

A recently published systematic review with meta-analysis including 6915 limbs
treated in single or in multiple stages showed no difference in the safety profile.®® In this
study, the absence of major adverse events as well as equivalent minor adverse events and
outcomes in both groups suggests that the ambulatory combined intervention could be
feasible and safe for a wide range of GSV diameters. The feasibility to offer a safe and less
invasive treatment, even for highly symptomatic patients with wider GSV, with or without
open ulcer, is a considerable achievement.

The VAS scores did not significantly differ between the groups at any assessment,
even in the wider GSV group. We observed a substantial improvement in the Quality of Life
(QOL) questionnaires, AVVQ, and VCSS in the overall sample and in both groups,
reinforcing previous reports about the potential for marked improvement after axial
treatment.®* The group with wider GSV diameter, presented greater preoperative VCSS. After
intervention both groups had significative reduction VCSS and AVVQ scores, both at D180
and 3-year assessments. The improvement in scores was sustained until the third year,
however no statistical difference was observed between D180 and 3-year assessments,
suggesting that the early postoperative period has higher QOL gain, with no further loss. The
low VCSS score was not maintained from D180 to 3 years, perhaps due to increasing
recurrence of reflux and varicose veins. A valid strategy to prevent the scale downsize could
be the sclerotherapy of all remaining varicosities despite the satisfactory clinical
achievements.

Both, total sample and GSV > 13.0 mm group had significative increase for all short
form 36 nine domains, except for Mental Health in the latter. Narrower GSV group showed
improvement in five criteria. The widest GSV group had greater Health Change values as
compared to the narrower GSV group.

The axial recanalization can reach rates greater than 30% in a GSV treated with a
thermal ablation technique.® This study observed significative GSV occlusion rates reduction
in the total sample and a statistical tendency of axial reflux recurrence inside the groups.

However, no difference appeared between the groups rates comparisons.
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One limb with ulcer in the GSV > 13.0 mm group, in which the reflux persisted since
the D7 assessment, did not heal. Nevertheless, all other leg ulcers healed in the first year and
remained closed until the third year assessment. The correlation between reduction in GSV
occlusion rate and maintained ulcer closure is not clear and needs further research.®® Initial
truncal reflux treatment might be necessary to achieve sustained healing over time in this
group.

Both, AVVQ and short form 36, showed significantly better or comparable results in
both groups indicating the feasibility of combined treatment even for broad GSV diameters.
The relatively greater improvement of quality of life until the third year in the subgroup with
more severe disease, reinforces the relevance of treating axial disease with varicosities despite
the anatomical odds against expected success. High rate of ulcer healing, with equivalent
results between the groups reaffirms this strategy.

The statistical comparison between the groups has a limited strength due to the small
sample size and the study design; nevertheless it indicates that large GSV diameters is not an
absolute limitation for low adverse events, perform a secure treatment, achieve greater
improvements in QOL, and comparable rates of ulcer closure.

In this study the ambulatory combined technique was safe and feasible in this
population with no major adverse events, despite the large diameters of GSV. Within the 3
years, the total sample and both saphenous vein diameter range subgroups showed equivalent
improvement in VAS, VCSS, and AVVQ quality of life questionnaires, satisfactory axial

occlusion, and maintained ulcer closure.
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TABLES

Table 1. Baseline characteristics of included participants in total of treated limbs and divided

according to great saphenous vein diameter range.

Characteristics Total (n = 33) rﬁriv(r?!i% n?:]\l(rf!zlg) vaIFl)Je*
Female sex 21 12 9 .39
Age —y 51.4+10.2 542 +6.7 483+ 124 .10
Ethnicity

Caucasian 17 9 8

Mixed 8 4 4 .99

Afro-Latin Americans 8 4 4
Obesity™ 6 5 1 .10
CVD family history 22 14 8 <.05
Smoking 5 2 3 A7
OHC / Replacement Therapy 5 4 1 .26
Previous thrombophlebitis 7 5 2 22
CEAP - clinical class

CEAP -C3 7 2 5

CEAP - C4 (a/b) 9 3 6 > 05

CEAP - C5 4 4 0

CEAP - C6 (Active Ulcer) 13 8 5 .35
Perforator vein reflux 6 5 1 .10
Truncal GSV diameter — mm 13.2 (10-19) 19 (14-24) 10.3 (10-12) #
Treated limb

Left Inferior Member 20 9 11 .35
Surgical Time — min 36 (30-45) 36 (30-40) | 37.5(31-45) | .44

Data are presented as n or mean * standard deviation (SD) or median (Interquartile range [IQR] Q1-Q3). n =
number; GSV = great saphenous vein; y = years; CVD = Chronic Venous Disease; OHC = Oral Hormone
Contraceptive; mm = millimeters; min. = minutes. * p value between GSV diameter range groups; 1 Obesity was

defined as body mass index > 30.0.
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Table 2.1 Venous Clinical Severity Score and Aberdeen Varicose Veins Questionnaire
preoperative and postoperative values in total of treated limbs and divided according to great

saphenous vein diameter range.

_ GSVz213.0mm (n=| GSV=129mm (nh =

Variable Total (n =33) 17) 16) p value*

median | IQR median IQR median IQR
VESS = 8.0 |6-19 120 |8-18 55 [4-19 < .05
preoperative
VCSS = six 40 |2-7 50 |4-8 25 |17 .06
months
VCSS = 3-year 6.0 3-8 8.0 5-10 4.0 3-8 .07
p value? p<.05abc¢ p<.052b p<.052b
AVVQ = . 25.1 |15-40 33.7 22-43 24.5 11-35 .08
preoperative
AVVQ = six 9.1 |6-15 116 |6-15 8.0 |6-10 18
months
AVVQ = 3-year 7.0 |4-12 11.0 6-16 4.4 3-10 <.05
p valuef p<.052b p<.052b p<.052b

Data are presented as median (Interquartile Range [IQR] Q1-Q3). Analytical Pairs = (a) preoperative and six
months, (b) preoperative and 3 years (¢) six months and 3 years. GSV = great saphenous vein; VCSS = Venous
Clinical Severity Score; AVVQ = Aberdeen Varicose Veins Questionnaire. * p value comparison between
groups with Mann—Whitney’s U test. T p value comparison between pairs with Friedman’s test, followed by

Nemenyi’s test to observe witch of them significantly differed.



Table 2.2 Short Form 36 preoperative and postoperative values in total of treated limbs and
divided according to great saphenous vein diameter range.

GSV >13.0 mm (n

GSV<129mm (n=

total (n = 33) _
Short Form 36 Domain =17) 16) p value*
median IQR median IQR median IQR
Physical Functioning - 75 | 65-925 | 70 60-85 | 875 66-99 <.05
preoperative
Physical Functioning —six | 155 | 95900 | 95 | 95100 | 100 | 95-100 58
months
p value <.05 <.05 <.05
Role-Physical — 75 0-100 | 25 | 0-100 | 100 | 56-100 | <.05
preoperative
Role-Physical —six months | 100 | 100-100 | 100 | 100-100 | 100 | 100-100 64
p value <.05 <.05 <.05
Role-Emotional — 100 | 33-100 | 100 | 33-100 | 100 | 42-100 88
preoperative
Role-Emational = six 100 | 100-100 | 100 | 100-100 | 100 | 100-100 64
months
p value # <.05 <.05 <.05
Vitality — preoperative 70 65-85 65 57.5-75 77.5 66.3-92.5 <.05
Vitality — six months 95 | 83100 | 90 | 78-100 | 95 86 - 95 82
p value’ < .05 <.05 <.05
Mental Health — 80 | 8090 | 80 | 78-90 82 80-90 81
preoperative
Mental Health — six months 92 84-100 92 80-100 94 82-100 .96
p value <.05 .06 .06
Social Functioning — 875 | 63-100 75 56-100 | 87.5 | 66-100 46
preoperative
Social Functioning —six | 1) | gg 100 | 100 | 88-100 | 100 | 91-100 87
months
p value’ <.05 <.05 13
Bodily Pain — preoperative | 57.5 45-78 57.5 45-66 73.8 48-98 <.05
Bodily Pain —six months | 90 | 67.5-100 | 90 | 68.8-95 | 95 51-100 59
p value <.05 <.05 23
General Health — 65 | 60-725 | 65 50-70 65 60-75 44
preoperative
General Health —six 75 | 65825 | 75 |625825| 75 66-84 80
months
p value <.05 <.05 14
Health Change — 50 2550 | 50 2550 50 31-50 97
preoperative




Health Change — six
months

100

75-100

100

75-100

75

50-100

<.05

p value’

<.05

<.05

<.05

35

Data are presented as median (Interquartile Range [IQR] Q1-Q3). Analytical Pair = preoperative and six months.
* p value comparison between groups was made with Mann—Whitney’s U test. T Wilcoxon signed-rank test was
used to make comparisons between pairs.
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Table 3. Postoperative occlusion rates in total of treated limbs and divided according to great
saphenous vein diameter range.

_ GSV>13.0mm (n| GSV <12.9 mm

_ Total (n = 33) _ —

Postoperative assessment =17) (n=16) p value*
n % n % n %

7t day 30 90.9 16 94.1 14 87.5 .48
Six months 26 78.8 13 76.5 13 81.3 .54
3 years 23 69.7 12 70.6 11 68.8 .60

p value 7 < .05 12 .25

Data are presented as frequency (n) and percentage (%). Analytical Pairs = (a) D7 postoperative and 3 years.
GSV = great saphenous vein. * p value comparison between groups with Fisher’s exact test.  p value
comparison between pairs with ANOVA according to The CATMOD Procedure of SAS software, followed by
corrected McNemar test to identify differences in pairs at specific time points.
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APENDICE B — Protocolo institucional para admissdo de pacientes com varizes dos

membros inferiores com indicacdo de tratamento assistido, clinico ou cirdrgico

. UNIVERSIDADE DO ESTADO DO RIO DE JANEIRO
POLICLINICA PIQUET CARNEIRO - HOSPITAL UNIVERSITARIO PEDRO ERNESTO

(=]
B
-]
&

1,(\10!%
W
0 b %\€§

el s DISCIPLINA DE CIRURGIA VASCULAR E ENDOVASCULAR
g
PROTOCOLO DE VARIZESEM MIS
NOME: MAT:
DATAAVALIAGAO: __ / / IDADE:___ (/| /) SEXO: M F COR:
ENDEREGO:
BAIRRO: CEP: CIDADE:

REF. DE CONTATO (TELS):

HISTORIA VASCULAR ATUAL: TEMPO DE EVOLUGAO: ____MESES ___ANOS

ASSINTOMATICA  DOR AO ORTOSTATISMO  QUEIXA ESTETICA  EPISODIO DE VARICORRAGIA
EDEMA  ULCERAATIVA

HISTORIA PATOLOGICA PREGRESSA

1. CIRURGIAS SIM NAO 5. DIABETES SIM NAO

2. FLEBITE SUP. SIM NAO 6. OBESIDADE SIM NAO

3. TVP SIM NAO 7. ERISIPELA SIM NAO

4. DPOC SIM NAO 8. OUTROS HPP SIM NAO
OBSERVACOES DA HPP:

HIST. FAM. DE VARIZES: PAI  SIM NAO MAE SIM NAO OUTROS SIM NAO

HISTORIA SOCIAL: ESCOLARIDADE: ANALFABETO FUNDAMENTAL MEDIO SUPERIOR

TABAGISMO: SIM NAO ETILISMO: SIM NAO

HISTORIA GINECOLOGICA

GESTA: PARA: CESAREAS: PARTO NORMAL: ABORTOS:
PERIODO MENSTRUAL (MENOPAUSA ) SINAISE SINTOMASNA GESTAGAO
EDEMA DE MIS SIM  NAO |DORNOS MIS SIM  NAO
PIORA DOS SINTOMAS SIM NAO |EDEMA DE MIS SIM  NAO
PIORA DAS VARIZES SIM  NAO |TVP SIM  NAO
AUMENTO DAS MAMAS SIM NAo |FLEBITE NO PUERPERIO: SIM  NAO
APARECIMENTO DE VARIZES ~ SIM  NAO

USO DE HORMONIOS (ANTICONCEPCIONAL OU REPOSICAO HORMONAL): SIM NAO




HISTORIA DO TRATAMENTO

CONSULTA COM ANGIOL OGISTA/CIRURGIAO VASCULAR  SIM NAO
USO DE FLEBOTROPICOS  SIM NAO

USO DE MEIAS  SIM NAO

ESCLEROTERAPIA  SIM NAO

) . -k
JA FOI SUBMETIDO A CIRURGIA DE VARIZES? SIM  NAO
EXAME FisICO MID MIE
NORMAL AUSENTE NORMAL AUSENTE
DILATADA DILATADA
SAF.INTERNA | £ EBITE/OBSTRUCAO ~ TODA A VEIA FLEBITE/OBSTRUGAO ~ TODA A VEIA
- SUPRA-PATELAR - SUPRA-PATELAR
EX.NAO CONCLUSIVO o2 " L2 - | EX-NAOCONCLUSIVO |l D ™ o
NORMAL EX. NAO CONCLUSIVO | NORMAL EX. NAO CONCLUSIVO
AUSENTE AUSENTE
SAF.EXTERNA | pjLATADA DILATADA
TROMBOFLEBITE TROMBOFLEBITE
QUANTIDADE DIFUSAS QUANTIDADE DIFUSAS
PEQUENA LOCALIZADAS PEQUENA LOCALIZADAS
COLATERAIS ) )
(>3mm) MEDIA TRAJETO DE SAF INT MEDIA TRAJETO DE SAF INT
GRANDE TRAJETO DE SAF EXT GRANDE TRAJETO DE SAF EXT
NAO IDENTIFICADAS NAO IDENTIFICADAS
PERFURANTES COXA PERNA COXA PERNA
COXA + PERNA COXA + PERNA
PEQ. QUANTIDADE  DIFUSAS PEQ. QUANTIDADE  DIFUSAS
MICROVARIZES| MEDIA LOCALIZADAS MEDIA LOCALIZADAS
GPE QUANTIDADE AUSENTES GPE QUANTIDADE AUSENTES
SIM NAO SIM NAO
EDEMA U3INF.  1/3MED.  1/3 SUP. PERNA U3INF.  1/3MED.  1/3 SUP. PERNA
CACIFO DURO CACIFO DURO
SIM  NAO SIM  NAO
PIGMENTAGAO | LEVE ~ MODERADA  ACENTUADA LEVE  MODERADA  ACENTUADA
LOCALIZADA  DIFUSA  CIRCULAR LOCALIZADA  DIFUSA  CIRCULAR
SIM  NAO SIM  NAO
LIPODERMAT. | |OCALIZADA DIFUSA  CIRCULAR LOCALIZADA  DIFUSA  CIRCULAR
! ATIVA(S) CICATRIZADA(S) ATIVA(S) CICATRIZADA(S)
ULCERA <2cm 2- 6¢cm >6cm <2cm 2- 6¢cm >6cm
NAO NAO
INDICAGAO CIRURGIA COM ANEST. LOCAL CIRURGIA COM ANEST. LOCAL
CIRURGICA BLOQUEIO MEDIA  BLOQUEIO GRANDE | BLOQUEIO MEDIA  BLOQUEIO GRANDE
*

OBS:

38



ESCORE DE SEVERIDADE CLINICA VENOSA (VCSS) MIS
ATRIBUTOS | AUSENTE =0 LEVE=1 MODERADO =2 SEVERO =3 E| D
Ocasional, nao restringindo Diariamente, limitagao Diaria, severa, limita
Nenhuma atividades ou requerendo moderada das atividades e atividades ou requer
DOR analgésicos analgésicos ocasionais analgésicos regulares
P . Multiplas; VSI varicosa E X ih
Nenhuma oucas, esparsas; ramos limitada a panturrilha ou xtensas; coxa e panturrilha,
VARIZES varicosos coxa ou VSl e VSE
Vespertino, acima do Matutino, acima do maléolo e
EDEMA Nenhum Noturno, maleolar maléolo requer mudangas (je atividade e
elevagio
Nenhuma ou focal :
- de baixa Difuso mas limitado e D'fufongg]etgo;)d:nﬁ?’; ou Distribui¢ao ampla (mais de
PIGMENTACAO intensidade antigo (marrom) pigmentag. 9 1/3) e pigmentagao antiga
(purpura)
(bronzeado)
Nenhuma Celulite leve, limitada a Czlumlgi)?;gzrac;?ieernytélave Celulite severa (acima de 1/3)
INFLAMAGAO area ao redor da ulcera ((1/39) ar ou eczema significativo
Medial ou lateral, menor que . . .
INDURAGAO Nenhuma Focal, maleolar (< 5 cm) 0 1/3 inf. da perna Todo 1/3 inferior ou mais
N° ATIVAS 0 1 2 >2
<
o =
| DURAGAO Ausente <3 meses 3meses a 1 ano >1ano
-
2| DIAMETRO Ausente <2cm 2a6cm >6cm
TERAPIA Ni d Uso intermitente de meia Uso de meia elastica na Uso didrio: meia + el N
COMPRESSIVA a0 usada elastica maioria dos dias SO diario: mela + elevagao
ESCORE TOTAL
DUPL EX-SCAN MID MIE
Sist. Venoso Profundo Normal Refluxo Obstrugdo | Normal Refluxo Obstrucio
Ausente Refluxo + Obstrugdo |  Ausente Refluxo + Obstrugao
Safena Interna Normal Refluxo Obstrugao |  Normal Refluxo Obstrugao
Diametro Croga = mm Diametro Croga = mm
Safena Externa Normal Refluxo Obstrugdo |  Normal Refluxo Obstrugéo
Perfurante Insuficiente Presente Ausente Presente Ausente
Colaterais Varicosas Presente Ausente Presente Ausente
Outros:
CLASSIFICAGAO CEAP (NOVA) N
2 — sem sinais E Congénito  Primario  Secundario
—Mmicrovarizes Naio identificada
2 —varizes
3—edema A Superficial  Deep Perfurantes
C |4a- p_lgmentac;ao Oou eczema ] N3o identificada
4b — lipodermatosclerose ou atrofia branca
5 — tlcera cicatrizada .
6 _ ulcera ativa p Refluxo Obstrugdo RO (ambas)
Assintomatico Sintomatico Nao identificada
MID = C E A P MIE= C E A P
AVALIADO POR (CARIMBO): DATA: / /

39
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ANEXO A - Escala Visual Analdgica (EVA) / Visual Analogue Scale (VAS)

sem dor dor moderada dor intensa

HAWKER, G. A. et al. Measures of adult pain: Visual Analog Scale for Pain (VAS Pain), Numeric Rating Scale
for Pain (NRS Pain), McGill Pain Questionnaire (MPQ), Short-Form McGill Pain Questionnaire (SF-MPQ),
Chronic Pain Grade Scale (CPGS), Short Form-36 Bodily Pain Scale (SF-36). Arthritis care & research, v. 63
Suppl 1, n. SUPPL. 11, p. S240-52, nov. 2011.
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ANEXO B - Escore de Severidade Clinica Venosa / Venous Clinical Severity Score (VCSS)

Parametro Ausente (0) | Leve (1) Moderado (2) | Severo (3)
Dor ou outro | Nao Ocasional Sintomas Sintomas
desconforto ligado a Diarios, diarios
doenca venosa interferindo, limitando a
mas nao | maioria das
impedindo as | atividades
atividades rotineiras
rotineiras
Veias varicosas Nao Poucas, Limitadas a | Envolvendo
dispersas, panturrilha ou | panturrilha e
inclui a coroa | coxa coxa
flebectasica
Edema de origem | Ndo Limitado ao pé | Acima do | Até o joelho
venosa e tornozelo tornozelo mas | ou acima
abaixo do
joelho
Hiperpigmentacao Nao Limitada a | Difusa e até o | Distribuicdo
area terco inferior | ampla (acima
perimaleolar da perna do tergo
inferior da
perna)
Inflamacao Nao Limitada a | Difusa e até o | Distribuicdo
area terco inferior | ampla (acima
perimaleolar da perna do terco
inferior da
perna)
Endurecimento Nao Limitada a|até o terco | Acima do
area inferior da | terco distal da
perimaleolar perna perna
Nimero de Jlceras | Nao 1 2 >2
abertas
Duragdo da ulcera Nao <3 meses >3meses mas | >1 ano
<lano
Tamanho da ulcera Nao <2cm 2a6cm >6 cm
Terapia de compressdo | Nao Uso Uso na maioria | Uso didrio
utilizada intermitente dos dias

BACON, J. Adaptacgdo Transcultural do Revised Venous Clinical Severity Score para o Portugués do
Brasil e Aplicabilidade na Atengdo Primaria. [s.l.] Universidade do Vale do Sapucai, 2017.

PROJETO DIRETRIZES SBACV. Insuficiéncia Venosa Cronica Diagndstico e Tratamento. Disponivel em:
<https://www.sbacv.org.br/lib/media/pdf/diretrizes/insuficiencia-venosa-cronica.pdf>



ANEXO C - Questionario Aberdeen para Veias Varicosas / Aberdeen Varicose Veins
Questionnaire (AVVQ)

SUAS VARIZES

1. Desenhar, por favor, suas varizes nas figuras abaixo:

Pernas vistas de frente Pernas vistas por tras

) \

2. Nas Ultimas duas semanas, por quantos dias suas varizes causaram-lhe dor?

(Por favor marque uma resposta para cada perna) Perna D Perna E

De forma alguma

Entre 1e 5 dias

Entre 6 e 10 dias

Por mais de 10 dias

3. Durante as Ultimas duas semanas, em quantos dias vocé tomou remédio para diminuir a dor de suas varizes?

(Por favor, marque um quadrado)

De forma alguma

Entre 1e 5 dias
Entre 6 e 10 dias

Por mais de 10 dias

4. Nas ultimas duas semanas, quanto inchago no tornozelo vocé teve?

(Por favor, marque um quadrado)

De forma alguma

Ligeiro inchago no tornozelo

Moderado inchago no tornozelo (por exemplo, fazendo com que vocé sente com seus pés levantados sempre que possivel)

Intenso inchago no tornozelo (por exemplo, causando-lhe dificuldade para por seus sapatos)
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5. Nas ultimas duas semanas, vocé tem usado meias ou ataduras elasticas?

(Por favor, marque um quadrado para cada perna) Perna D Perna E

Nao

Sim, eu mesmo comprei sem prescrigdo do médico

Sim, meu médico prescreveu para mim, a qual eu visto de vez em quando

Sim, meu médico prescreveu para mim, a qual eu visto todo dia

6. Nas ultimas duas semanas, vocé teve coceira associada com suas varizes?

(Por favor, marque um quadrado para cada perna) Perna D Perna E

Nao

Sim, mas somente acima do joelho

Sim, mas somente abaixo do joelho

Acima e abaixo do joelho

7. Vocé tem mancha roxa causada por pequeno sangramento de vasos sanguineos na pele, associado com suas varizes?

(Por favor, marque um quadrado para cada perna) Perna D Perna E

Nao

Sim

8. Vocé tem elevagbes, ressecamento ou manchas de pele na area de seu tornozelo?

(Por favor, marque um quadrado) Perna D Perna E

Nao

Sim, mas ndo requer tratamento médico ou de enfermagem

Sim, e requer tratamento médico ou de enfermagem

9. Vocé esta com uma ferida de pele associada com suas varizes?

(Por favor, marque um quadrado para cada perna) Perna D Perna E

Nao

Sim

10. A aparéncia de suas varizes causa-lhe preocupagio?

(Por favor, marque um quadrado)

Nao

Sim, sua aparéncia causa-me ligeira preocupagao

Sim, sua aparéncia causa-me moderada preocupagio

Sim, sua aparéncia causa-me muita preocupagao

11. A aparéncia de suas varizes influencia sua escolha de roupa, incluindo meia-calga?

(Por favor, marque um quadrado)

Nao

De vez em quando

Frequentemente

Sempre

12. Durante as tltimas duas semanas, suas varizes interferiram com seu trabalho doméstico ou outras atividades diarias?

(Por favor, marque um quadrado)

Nao

Eu pude trabalhar mas meu trabalho sofreu um ligeiro prejuizo

Eu pude trabalhar mas meu trabalho sofreu um moderado prejuizo

Minhas veias impediram que eu trabalhasse um dia ou mais

13. Durante as Ultimas duas semanas, suas varizes interferiram com suas atividades de lazer (incluindo esporte, passatempos e vida social)?

(Por favor, marque um quadrado)

Nao

Sim, meu divertimento sofreu um ligeiro prejuizo

Sim, meu divertimento sofreu um moderado prejuizo

Sim, minhas veias impediram-me de participar em todas as atividades de lazer

LEAL, F. DE J.; COUTO, R. C.; PITTA, G. B. B. Validacdo no Brasil de Questionario de Qualidade de Vida na
Doenca Venosa Cronica (Questionario Aberdeen para Veias Varicosas no Brasil/AVVQ-Brasil). Jornal
Vascular Brasileiro, v. 14, n. 3, p. 241-247, set. 2015.
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ANEXO D - Questionario Genérico de Avaliagdo de Qualidade de Vida / Medical Outcomes

Short-Form Health Survey (SF-36™)

1- Em geral vocé diria que sua saude é:

Excelente Muito Boa

Boa

Ruim

Muito Ruim

1 2

3

4

5

2- Comparada ha um ano atras, como vocé se classificaria sua idade em geral, agora?

Muito Melhor | Um Pouco Melhor

Quase a Mesma

Um Pouco Pior

Muito Pior

1 2

3

4

5

3- Os seguintes itens sdo sobre atividades que vocé poderia fazer atualmente durante um dia
comum. Devido a sua saide, vocé teria dificuldade para fazer estas atividades? Neste caso,

quando?

Atividades

Sim, dificulta
muito

Sim, dificulta
um pouco

Nao, nido
dificulta de
modo algum

a) Atividades Rigorosas, que exigem
muito esforco, tais como correr, levantar
objetos pesados, participar em esportes
arduos.

b) Atividades moderadas, tais como
mover uma mesa, passar aspirador de
po, jogar bola, varrer a casa.

¢) Levantar ou carregar mantimentos

d) Subir varios lances de escada

€) Subir um lance de escada

f) Curvar-se, ajoelhar-se ou dobrar-
se

Faf b | 2| b2

L | ad | L | L

¢) Andar mais de 1 quilometro

h) Andar varios quarteirdes

1) Andar um quarteirdo

(R S Y ]

Lad | ld | L

j) Tomar banho ou vestir-se

2

3

Sim Nao
a) Vocé diminui a quantidade de tempo que se dedicava ao seu 1 2
trabalho ou a outras atividades?
b) Realizou menos tarefas do que vocé gostaria? 1 2
¢) Esteve limitado no seu tipo de trabalho ou a outras atividades. 1 2
d) Teve dificuldade de fazer seu trabalho ou outras atividades (p. ex. 1 2
necessitou de um esforgo extra).

4- Durante as ultimas 4 semanas, vocé teve algum dos seguintes problemas com seu trabalho
ou com alguma atividade regular, como conseqiiéncia de sua saude fisica?
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5- Durante as Gltimas 4 semanas, vocé teve algum dos seguintes problemas com seu trabalho
ou outra atividade regular didria, como conseqiiéncia de algum problema emocional (como se
sentir deprimido ou ansioso)?

Sim Nio
a) Vocé diminui a quantidade de tempo que se dedicava ao seu 2
trabalho ou a outras atividades?
b) Realizou menos tarefas do que vocé gostaria? 2
¢) Nio realizou ou fez qualquer das atividades com tanto cuidado 2
como geralmente faz.

6- Durante as Gltimas 4 semanas, de que maneira sua satde fisica ou problemas emocionais
interferiram nas suas atividades sociais normais, em relagio a familia, amigos ou em grupo?

De forma nenhuma Ligeiramente | Moderadamente | Bastante | Extremamente
1 2 3 4 5
7-Quanta dor no corpo vocé teve durante as altimas 4 semanas?
Nenhuma Muito leve Leve Moderada Girave Muito grave
1 2 3 4 5 6

8- Durante as Gltimas 4 semanas, quanto a dor interferiu com seu trabalho normal (incluindo o

trabalho dentro de casa)?

De maneira alguma

Um pouco

Moderadamente

Bastante

Extremamente

1

2

3

5

9- Estas questdes sdo sobre como vocé se sente ¢ como tudo tem acontecido com vocé durante
as Gltimas 4 semanas, Para cada questdo, por favor dé uma resposta que mais se aproxime de

maneira como vocé se sente, em relagio as ultimas 4 semanas.

Todo A maior | Umaboa | Alguma peléum:na
Tempo parte do parte do | parte do parte do Nunca
tempo tempo tempo
tempo
a) Quanto tempo vocé
tc_m se sentindo cheio de 1 3 4 5 6
vigor, de vontade, de
forga?
b) Quanto tempo vocé
tem se sentido uma 1 3 4 5 6
pessoa muito nervosa?
¢) Quanto tempo vocé
tem se sentido tdo 1 3 4 5 6
deprimido que nada pode
anima-lo?
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d) Quanto tempo vocé
tem se sentido calmo ou
trangiiilo?

e) Quanto tempo vocé
tem se sentido com
muita energia?

f) Quanto tempo vocé

tem se sentido
desanimado ou abatido?

g) Quanto tempo vocé
tem se sentido esgotado?

h) Quanto tempo vocé
tem se sentido uma

pessoa feliz?

i) Quanto tempo vocé
tem se sentido cansado?

10- Durante as ultimas 4 semanas, quanto de seu tempo a sua saiude fisica ou problemas
emocionais interferiram com as suas atividades sociais (como visitar amigos, parentes, etc)?

Todo A maior parte do Alguma parte do Uma pequena | Nenhuma parte
Tempo tempo tempo parte do tempo do tempo
1 2 - 5
11- O quanto verdadeiro ou falso é cada uma das afirmagdes para vocé?
Definitivamente A maioria Nio A maioria Definitiva-
. das vezes . das vezes
verdadeiro . sel mente falso
verdadeiro falso
a) Eu costumo obedecer
um pouco mais | ) 3 4 5
facilmente que as outras
pessoas
b) Eu sou tido saudavel
quanto qualquer pessoa 1 2 3 +4 5
que eu conhego
c)'Eu ac!'lo.que a minha | 2 3 4 5
saude vai piorar
d) Minha saude ¢ 1 ’ 3 4 5
excelente

CICONELLLI, R. M. et al. Tradugdo para a lingua portuguesa e validacao do questionario genérico de avaliacdo
de qualidade de vida SF-36 (Brasil SF-36). Revista Brasileira de Reumatologia, v. 39(3), n. maio-jun, p. 143—

50, 1999.
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ANEXO E - Aprovagio do Comité de Etica

i A UERJ - HOSPITAL
o H [ __UNVERSITARIO PEDRO Bron o™
ERNESTO/ UNIVERSIDADE DO

¥ frtase e

PARECER CONSUBSTANCIADO DO CEP

DADOS DO PROJETO DE PESQUISA

Titulo da Pesquisa: Avaliacédo da seguranca e eficacia da associagdo entre a termoablacédo da veia safena
magna e a escleroterapia por espuma de varizes tributarias, em regime exclusivamente
ambulatorial no tratamento de trinta pacientes com insuficiéncia venosa cronica.

Pesquisador: DOUGLAS POSCHINGER FIGUEIREDO

Area Tematica:

Versao: 1

CAAE: 16437219.1.0000.5259

Instituicdo Proponente: Hospital Universitario Pedro Ernesto/UERJ

Patrocinador Principal: Policlinica Piquet Carneiro
Hospital Universitario Pedro Ernesto/UERJ
Universidade do Estado do Rio de Janeiro - UERJ

DADOS DO PARECER

Numero do Parecer: 3.443.804

Apresentacao do Projeto:

O estudo propde a analise de registro de pacientes em prontuario fisico e eletronicos para extragédo de
dados pré, intra e po6s-operatoérios de trinta participantes submetidos a tratamento invasivo, em regime
exclusivamente ambulatorial, na Policlinica Piquet Carneiro entre marco e novembro de 2016. Esse consistiu
na termoablagdo endovenosa da veia safena magna supragenicular, através do cateter de radiofrequéncia
Closure Fast (Covidien®), associada a inje¢cdo de 10 ml de espuma densa de polidocanol, conforme a
Técnica de Tessari modificada, nas veias tributarias varicosas, ambos

sob anestesia local.

Objetivo da Pesquisa:

Objetivo Primario:

Avaliar se a associagédo da endotermoablacdo da safena magna por radiofrequéncia com a escleroterapia
com espuma densa de tributarias se mostrou segura na populagéo tratada, calculando a taxa de incidéncia
de possiveis efeitos colaterais e eventos adversos, relacionados ao per e pésoperatorio e calcular as taxas
de ocluséo total da VSM, de perviedade segmentar inferior a 10 cm e de recanalizacéo da mesma.

Endereco: Avenida 28 de Setembro 77 - Térreo

Bairro: Vila Isabel CEP: 20.551-030
UF: RJ Municipio: RIO DE JANEIRO
Telefone: (21)2868-8253 E-mail: cep.hupe.interno@gmail.com
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Continuagéo do Parecer: 3.443.804

Objetivo Secundario:
Quantificar a modificagéo da pontuacdo dos escores de avaliagdo de qualidade de vida aceitos na literatura,
SF-36, AVVQ e VCSS entre o pré e pos-operatério dos pacientes tratados.

Avaliacao dos Riscos e Beneficios:

RISCOS: Riscos inerentes a manipulacao de registros e prontuérios institucionais de pacientes, como dano
fisico, quimico ou extravio. Para o controle desses riscos, os mesmos néo serao retirados da instituicdo de
guarda, fotografados, editados ou manipulados préximos a elementos com potencial lesivo.Risco de
alteragdes de informagbes na base digital da intranet. Para o controle desse risco ndo havera edicéo de
dados digitais das plataformas da intranet.Risco de vazamento de informacgdes identificadas. Para o controle
desse risco ndo havera trafego via internet de tabelas ou documentos que contenham dados que tornem
possivel a identificacdo dos pacientes, como matricula, foto do rosto ou nome.

BENEFICIOS: Implementar uma rotina de tratamento eficaz, em regime exclusivamente ambulatorial,
poupando o paciente de internagdo hospitalar para o tratamento da IVC sintomatica.

Comentarios e Consideracoes sobre a Pesquisa:

A pesquisa estd bem estruturada e o referencial teérico e metodolégico estdo explicitados, demonstrando
aprofundamento e conhecimento necessarios para sua realizagdo. As referéncias estdo adequadas e a
pesquisa é exequivel.

Consideracoes sobre os Termos de apresentacao obrigatéria:

Os termos de apresentagéo obrigatéria foram apresentados ao CEP de forma adequada. A pesquisadora
apresentou uma justificativa para ndo usar termo de consentimento, ja que o estudo sera realizado com
bactéria provenientes da bacterioteca do Servigo de Microbiologia. O anonimato dos pacientes esta
garantido no documento apresentado.

Os documentos de apresentagdo obrigatoria foram enviados a este Comité, estando dentro das boas
praticas e apresentando todos dados necessarios para apreciacdo ética e tendo sido avaliadas as
informagdes contidas na Plataforma Brasil e as mesmas se encontram dentro das normas vigentes e sem
riscos iminentes aos participantes envolvidos de pesquisa.

Recomendacoes:
N&o ha recomendagdes.

Endereco: Avenida 28 de Setembro 77 - Térreo

Bairro: Vila Isabel CEP: 20.551-030
UF: RJ Municipio: RIO DE JANEIRO
Telefone: (21)2868-8253 E-mail: cep.hupe.interno@gmail.com
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Continuagéao do Parecer: 3.443.804

Conclusdes ou Pendéncias e Lista de Inadequacoées:
O projeto pode ser realizado da forma como esta apresentado. Diante do exposto e & luz da Resolucdo CNS
n°466/2012, o projeto pode ser enquadrado na categoria — APROVADO.

Consideracoes Finais a critério do CEP:

Tendo em vista a legislagdo vigente, o CEP recomenda ao Pesquisador: Comunicar toda e qualquer
alteracdo do projeto e no termo de consentimento livre e esclarecido, para andlise das mudancas; Informar
imediatamente qualquer evento adverso ocorrido durante o desenvolvimento da pesquisa; O Comité de
Etica solicita a V. S?., que encaminhe relatérios parciais de andamento a cada 06 (seis) Meses da pesquisa
e ao término, encaminhe a esta comissdo um sumario dos resultados do projeto; Os dados individuais de
todas as etapas da pesquisa devem ser mantidos em local seguro por 5 anos para possivel auditoria dos
6rgdos competentes.

Este parecer foi elaborado baseado nos documentos abaixo relacionados:

Tipo Documento Arquivo Postagem Autor Situacdo
Informacdes Basicas| PB_LINFORMACOES_BASICAS_DO_P | 04/06/2019 Aceito
do Projeto ROJETO_1283984.pdf 13:18:02
Cronograma cronograma_c.pdf 04/06/2019 |DOUGLAS Aceito

13:17:24 |POSCHINGER
FIGUEIREDO
Outros curriculo_lattes_c.pdf 04/06/2019 [DOUGLAS Aceito
13:16:52 |[POSCHINGER
FIGUEIREDO
Qutros termo_de_anuencia_institucional_c.pdf 04/06/2019 |DOUGLAS Aceito
13:16:03 |[POSCHINGER
FIGUEIREDO
Declaragéo de declaracao_de_infraestrutura_c.pdf 04/06/2019 [DOUGLAS Aceito
Instituicdo e 13:15:29 |[POSCHINGER
Infraestrutura FIGUEIREDO
Outros vinculo_do_pesquisador_principal_c.pdf | 04/06/2019 [DOUGLAS Aceito
13:15:07 |POSCHINGER
FIGUEIREDO
Outros carta_de_apresentacao_a_chefia_c.pdf | 04/06/2019 |DOUGLAS Aceito
13:14:18 |POSCHINGER
FIGUEIREDO
Declaragéo de carta_de_apresentacao_a_equipe_c.pdf| 04/06/2019 |DOUGLAS Aceito
Pesquisadores 13:13:03 [POSCHINGER
FIGUEIREDO

Endereco: Avenida 28 de Setembro 77 - Térreo

Bairro: Vila Isabel CEP: 20.551-030
UF: RJ Municipio: RIO DE JANEIRO
Telefone: (21)2868-8253 E-mail: cep.hupe.interno@gmail.com
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Continuagéao do Parecer: 3.443.804
Folha de Rosto folha_de_rosto_c.pdf 04/06/2019 [DOUGLAS Aceito
13:12:10 [POSCHINGER
FIGUEIREDO
TCLE / Termos de |justificativa_para_ausencia_do_tcle_c.p [ 02/06/2019 |DOUGLAS Aceito
Assentimento / df 19:00:39 [POSCHINGER
Justificativa de FIGUEIREDO
Auséncia
TCLE / Termos de [novo_tcle.docx 02/06/2019 |[DOUGLAS Aceito
Assentimento / 18:54:06 |POSCHINGER
Justificativa de FIGUEIREDO
Auséncia
Projeto Detalhado / |projeto_detalhado_pdf.pdf 02/06/2019 |[DOUGLAS Aceito
Brochura 18:53:44 [POSCHINGER
Investigador FIGUEIREDO
Situacao do Parecer:
Pendente
Necessita Apreciacdo da CONEP:
Néo
RIO DE JANEIRO, 08 de Julho de 2019
Assinado por:
WILLE OIGMAN
(Coordenador(a))
Endereco: Avenida 28 de Setembro 77 - Térreo
Bairro: Vila Isabel CEP: 20.551-030
UF: RJ Municipio: RIO DE JANEIRO
Telefone: (21)2868-8253 E-mail: cep.hupe.interno@gmail.com
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ANEXO F - Certificado de Apresentacdo em Congresso Nacional - 43° Congresso Brasileiro

de Angiologia e de Cirurgia Vascular — Tema Livre Oral
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