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1. INTRODUCAO




O tromboembolismo venoso (TEV) é uma frequente complicagdo de
internagdes ou procedimentos cirurgicos e apresenta alta morbimortalidade. Estima-
se que, anualmente, cerca de 2 milhdes de pessoas sofrem um TEV, sendo um terco
desses episddios embolias pulmonares (EP) '. A apresentagéo clinica de 25% das EP
€ a morte subita e 16% das pessoas dos sobreviventes vao falecer ainda nos primeiros
3 meses de evolugdo 2.

Aqueles que sobrevivem nao se veem livre das consequéncias do TVE; estao
sujeitos a outras sindromes que impactam negativamente na qualidade de vida: a
sindrome pos trombdtica (SPT), a hipertensdo pulmonar e a embolia paradoxal 3.

Nos Estados Unidos da América (EUA) cerca de 800.000 pessoas sao
portadoras de SPT, entidade relacionada com a insuficiéncia valvar secundaria a
formagao do trombo ou mesmo a auséncia de recanalizagdo de um trecho venoso
ocluido. Os principais sintomas sao dor, edema e sensag¢ao de peso no membro
acometido. Cerca de 7% desses evoluirao com a forma grave da SPT, apresentando
Ulcera de estase ou dor incapacitante*. Mesmo pacientes com tromboses em veias
mais distais podem evoluir com SPT, mas, geralmente, é o acometimento de veias
mais proximais que aumentam o risco do seu desenvolvimento °.

A fisiopatologia da hipertensdo pulmonar (HP) secundaria ao TEV ainda é
pouco elucidada, mas muito provavelmente se relaciona com a obstru¢cdo da trama
vascular pulmonar relacionada a trombos remanescentes, sobrecarregando o
ventriculo direito 6. Apesar do nimero de pessoas que evoluem com HP ser menor,
30.000 ao ano nos EUA, essa condicdo traz altos impactos para o sistema
cardiovascular e, em menos frequentes casos, pode demandar até mesmo tratamento

cirirgico com trombectomia pulmonar 7.
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Ja a Embolia Paradoxal é causada pela presenga de uma comunicagao entre
o sistema venoso e arterial, permitindo a passagem de um trombo, seja pela paténcia
do forame oval, comunicando o atrio direito com o esquerdo, ou por outras mas
formacdes. Deve ser suspeitada quando um paciente com acidente vascular cerebral
nao hemorragico ndo apresentar fatores de risco compativeis com a doencga vascular
cerebral, principalmente em pacientes jovens 8.

Os dados acima refletem o enorme impacto do TEV em nossa sociedade, e fica
claro que estratégias para mitigar seu risco devem ser implementadas. Dentre os
possiveis desencadeantes do TEV, os eventos pds cirurgicos s&o a principal causa
prevenivel °, sendo a profilaxia primaria uma estratégia segura e eficiente de
prevencdo do TVE e de suas complicacdes relacionadas '°.

A cirurgia para tratamento de varizes é tida como um procedimento seguro e
suas complicagdes como pouco frequentes ''. No entanto, apesar de sua incidéncia
girar apenas em torno dos 3%, as sequelas e o risco de morte anteriormente expostos
fazem do TEV uma das complicacdes pos-operatdrias mais importantes nesse tipo de
intervencado cirdrgica ''. Mesmo o advento de técnicas menos invasivas como a
termoablacdo, a ablagdo quimica através de escleroterapia ecoguiada ou técnicas
combinadas mantém taxas semelhantes de incidéncia de TEV'?, sugerindo que a
preocupacao de prevenir ou mitigar o risco deve ser a mesma, independente da
técnica.

Entretanto, existem algumas barreiras para o uso da profilaxia medicamentosa
nos pacientes submetidos a tratamento cirurgico que fazem com que muitos cirurgides
nao estabelecam uma rotina de avaliar os riscos dos seus pacientes evoluirem com
TVE no pds-operatério corretamente 3. O possivel aumento da taxa de sangramento

pos-operatoria e a duvida de qual a duragéo ideal da profilaxia sdo algumas delas 4.
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Entretanto, a principal barreira é a falta de reconhecimento, pelo cirurgido, que seu
paciente tem risco elevado °.

O Escore de Caprini (EC) é uma das principais ferramentas para identificar os
pacientes com maiores riscos de TEV. Criado pelo Prof. Caprini e sua equipe, € um
modelo hibrido unindo medicina baseada em evidéncia associada a regressao
logistica e a experiéncia de um grupo de trabalha com estratificagcdo de risco no
tromboembolismo desde 1981 '6. A versdo mais validada foi proposta em 2005
quando foram adicionados 9 novos itens a versao original de 1991. Atualmente, é
composta por 39 itens nos quais a auséncia do fator ndo soma pontos, porém a
presencga pode ser graduada entre 1 e 5 pontos. A soma da pontuagao estratifica os
pacientes em baixo, médio e alto risco e a conduta deve ser individualizada para cada
paciente.

Um dos principais pontos positivos do EC é a quantidade de trabalhos e dados
validando o valor preditivo da estratificacdo de risco. Em 2011, o proprio Prof. Caprini
€ seu grupo usaram a data base do National Surgical Quality Improvement Program
para fazer uma regressdo logistica em 8216 pacientes e identificaram,
retrospectivamente, uma correlagao entre a incidéncia de TEV no intervalo de 30 dias
pos procedimento cirlrgico e o resultado do EC 7.

Dentre os possiveis entraves para seu uso, destaca-se o grande numero de
itens (39 ao todo) abordados no questionario. Principalmente, a parcela deles que se
referem a enfermidades de alta gravidade, mas com baixa incidéncia na populagao
geral e, provavelmente, ainda menor nos pacientes em preparo para tratamento
cirurgico de varizes que, por ser um procedimento eletivo, pode esperar a melhor
janela clinica para a seu planejamento. Na América do Norte, por exemplo, a

incidéncia anual de um més infarto agudo do miocardio é de 1%, Acidente vascular

Introducgao



cerebral 0,3% e trauma raquimedular recente 0,05%'®'9. S3o eventos raros e
pouquissimos provaveis de serem contemplados na populagdo que € submetida a
corregao cirurgica de varizes.

No entanto, a presenca desses itens aumenta o tempo de realizacdo do
questionario, transmitindo uma sensacao de desperdicio de esforco da equipe de
saude e, ainda, desencorajam o uso da ferramenta pois correlacionam o futuro
procedimento a eventos com desfechos graves, podendo gerar ansiedade e
desconforto nos pacientes.

Além da estender o questionario, segundo a teoria classica dos testes (TCT),
questdes cuja probabilidade de acerto é proxima de nula, tendem a afastar o escore
verdadeiro do escore obtido pois aumentam a probabilidade de erro resposta
(resposta falsa positiva) ?° Segundo a TCT, perguntas dicotémicas cuja distribuicdo
das respostas gira em torno dos 50%, sdo aquelas que melhor classificam os
individuos. Felizmente, esse tipo de erro pode ser mitigado através do treinamento
adequado dos profissionais de saude que que fardo as entrevistas com os pacientes
e com o engajamento do pré preenchimento do EC pelos pacientes 2'. Essa estratégia
permite que os profissionais de saude rechequem as respostas e previno o
direcionamento de respostas.

Nossa proposta é identificar os padrdes de respostas as perguntas do EC no
grupo especifico de pacientes que vao se submeter a um procedimento de varizes
eletivo. Uma vez estabelecido o padrao, vamos propor versdes adaptativas para
estudos futuros. As versdes adaptativas deverao ser mais rapidas e simples, visando
difundir o uso da ferramenta e, consequentemente, mitigando o risco do TEV pds

cirurgico.
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2. OBJETIVO




2.1 - OBJETIVO GERAL

Determinar se existe algum padréo nas respostas do Escore de Caprini nos

pacientes em preparo para tratamento cirurgico de varizes, com énfase nas questoes

que habitualmente resultam em resposta negativa.

2.1- OBJETIVO SECUNDARIO

Propor uma versao digital adaptativa que diminua o numero de questdes

abordadas com o paciente sem alterar a estrutura original do questionario.

Objetivo



3. CASUISTICA E METODOS




3.1. DESENHO DO ESTUDO

Trata-se de um estudo transversal.

3.2. POPULAGAO DO ESTUDO

Pacientes em preparo para tratamento cirurgico de varizes.

3.3. AMOSTRA

Amostra consecutiva, incluindo todos os todos os pacientes particulares
em preparo para tratamento cirurgico de varizes dos ambulatérios de 3 dos
pesquisadores envolvidos no projeto no periodo de outubro novembro de 2021
e dos pacientes do sistema unico de saude (SUS) triados para tratamento no
ambulatério centro de integragdo de educacgao e saude - CIES, no periodo de
outubro a novembro de 2021.

Para determinar o tamanho amostral, estimamos a incidéncia /
prevaléncia das enfermidades relacionadas na lista 1, cuja expectativa é ter um
padrao de resposta negativo na nossa populagao (tabela 1). Doengas agudas
como infarto agudo do miocardio, acidente vascular cerebral etc., tiveram a
incidéncia (anual) corrigida para mensal (1/12) ja que a janela de observagao
de eventos agudos é 1 més (“no ultimo més vocé teve:”). Eventos com duragao
contavel em meses, como gestagado e uso de imobilizagdo, tiveram a duragao
média somada a 1 més (janela de observagdo). Doengas crbnicas, como

insuficiéncia cardiaca congestiva e restricdo ao leito tiveram sua prevaléncia
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computada. Mesmo sabendo que ndo sao todas as fraturas que exigem o uso
de imobilizagdes, foi subentendido que a incidéncia de fraturas ja estava
contemplada na incidéncia de imobilizagdes.

Lista 1:

e Infarto agudo do miocardio no ultimo més;

¢ Insuficiéncia cardiaca congestiva (ICC) no ultimo més;
e Acidente vascular cerebral no ultimo més;

o Gestacgao;

e Cateter venoso central no ultimo més;

e Politrauma no ultimo més;

e Fratura no ultimo més;

¢ Imobilizagdo de membro inferior no ultimo més;

e Restricdo ao leito no ultimo més;

e Paraplegia no ultimo més;

e Artoplastia de quadril ou joelho no ultimo més.

A nossa estimativa é que, em cerca de 90% da populagédo geral, nao
teriamos nenhuma resposta positiva aos itens acima. Para concluir que, essa
chance é ainda menor nos pacientes candidatos a intervencido no tratamento
de varizes, com poder estatistico de 80%, precisariamos de uma amostra de
mais de 200 respostas todas negativas. Foram computados, ao todo, 227
formularios sendo 117 oriundo de pacientes do SUS e 110 de pacientes
particulares relacionados aos consultérios do de 3 dos pesquisadores do

projeto.
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3.4. CRITERIOS DE INCLUSAO E EXCLUSAO

3.4.1. CRITERIOS DE INCLUSAO

Pacientes maiores de 18 anos que tiveram indicacdo para tratamento
cirargico de varizes (codigo TUSS 30907136) por um colega cirurgido vascular,
mesmo que, no futuro, outra técnica de tratamento seja utilizada por qualquer

conveniéncia

3.4.2. CRITERIOS DE EXCLUSAO

Pacientes que ndo autorizem o uso das suas respostas em nosso estudo
através do aceite digital ou fisico do termo de consentimento esclarecido

(TCLE).

3.5. PROCEDIMENTOS DE PESQUISA

Pacientes dos ambulatérios de recrutamento foram entrevistados pela
equipe dos pesquisadores usando uma versao digital e em portugués do escore
de Caprini criada na plataforma Redcap??. Todas as perguntas originais foram
incluidas e as alteragbes adaptativas ja implementadas na ferramenta online

oficial do Prof. Caprini?® a saber:

e Intervalos de idade agrupados como questdo de multipla escolha

transformando 4 itens em 1 questao de multipla escolha;
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e Duracgao da cirurgia agrupados transformando 2 itens em 1 questao de

multipla escolha;

e Opcgdes de duracao de restrigdao ao leito agrupados transformando 3

itens em 1 questao de multipla escolha.

Todos os exames de sangue indicando aumento do risco de trombose
agrupados transformando 8 itens em 1 questao sim ou ndo.

- Inclusdo da questdo binaria para sexo biolégico entre feminino ou
masculino, omitindo as questdes relacionadas a gestagao e ciclo menstrual /
hormonal feminino daqueles pacientes que se titularem como sendo do sexo

masculino (Figura 1)

Figura 1. Exemplo de questionario adaptativo. Note que os pacientes do sexo
masculino ndo tém que responder as questdes relacionadas ao aparelho reprodutor

feminino.

Questao1 Questao 2 Questao 3 Questao 4 Questao 4
Sexo Uso de reposigéao Gravidez Antecedente de Antecedente de
hormonal Abortos Cancer
Masc \ N3o
Pacientes Nio Nio Nao /" I
Fem — —_ —_— Sim
Sim Sim Sim
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Essas alteragdes adaptativas previnem homens de responder 3 perguntas que
nao se aplicam e diminuem o numero total de perguntas de 39 para 24 nos homens e
27 nas mulheres.

Ainda, o peso e altura foram abordados separadamente para a ferramenta
calcular o IMC automaticamente pois ha uma baixa concordancia entre o IMC relatado
diretamente pelos pacientes e sua quantificacao por outros 2.

A todos os pacientes que procuraram os ambulatérios participantes e tiveram
a indicagao ou foram submetidos ao tratamento cirurgico de varizes no intervalo de
captacgao, o EC foi calculado utilizando essa ferramenta. Para todos aqueles que nao
assinaram o TCLE posteriormente, um e-mail com a versao digital do TCLE foi enviado
ao endereco eletronico cadastrado. Somente aquelas respostas com aceite digital ou

assinatura fisica do TCLE foram considerados na nossa base de dados (227 de 269).
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Abstract

Background: Venous thromboembolism (VTE) is a eritcal complication of varicose vein treatments. The Caprini Score (CS) is
an established tool to assess patients’ VTE risks. One disadvantage is the number of questions required, some of them referring
to a low incidence of disease, even lower in patients seeking an elective procedure. These elements take time and may result in
filling errors if the CS is not filled out by a properly trained health professional.

Objective: To establish a response pattern in CS, with emphasis on questions that usually have a negative answer and propose a
simpler adaptatve digital version without changing the original structure of the tool.

Methods: two hundred and twenty-seven patients in the pre-surgical treatment of varicose veins were enrolled prospectively
and submitted to the CS evaluation.

Results: The pattern of dichotomous responses could be divided arbitrarily into four subgroups considering the percentage of
positive responses: none (I | items), less than 3% (13 items), becween 3% and 20% (5 items), and more than 20% (8 items). Of
the 12 CS questions related to linesses that occurred in the last month, ten had had no responses, and 2 were less than 3%.
Conclusion: There is a pattern in the CS responses of patients with an indication of surgical treatment of varicose veins. Many of
the CS questions are not helpful in this scenario and may result in filling errors performed by untrained providers. An adaptative
version of the CS might benefit varicose veins surgery VTE risk straufication
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Chnical and Applied ThrombosisHemostasis

Surgeons must implement strategies to mitigate VTE risk.
Among the possible triggers of deep-venous thrombosis
(DVT), post-surgical events are the leading preventable cause.*
Furthermore, primary prophylaxis is a safe and efficient strategy
for preventing VTE-related complications.®

Surgical treatment for varicose veins is a frequent procedure
and is considered safe.® The advent of less invasive techniques
such as thermal ablation, chemical ablation through ultrasound-
guided sclerotherapy, or combined procedures maintains
similar rates of VTE incidence, suggesting that the concem for
prevention should be the same, regardless of the technique.”

There are some barriers to using chemoprophylaxis (antico-
agulants) in patients undergoing surgical treatment, and many
surgeons do not establish a routine to assess their patients’
VTE risks com:ctly.' A possible postoperative increased bleed-
ing rate and uncertainty of the ideal duration of prophylaxis are
some concems.” Still, the main barrier is the lack of recognition
by the surgeon that his patient is at high risk.”

The Caprini Score (CS) is an established tool to identify
patients at higher risk of VTE. Created by Prof. Joseph Caprini
and his team, it is a hybrid model combining evidence-based

Table I. Exemplfics the odds of having a positve response to kst one
items in the population during the last month. The Incidence (annual)

had to be recalculated to th d or surveilance window
incidence for those one off events lasting more than one month plus
the pr of chronic di
INCIDENCE IN POPULATIONS (LITERATURE)
Incdence Month
ITEM {annual) Incidence

Arthroplasty 030 0.025
Heart Attack 1.00 0.083
Seroke 030 0.025
Central Vein Access 1.50 0.125
Trauvma 050 0.042
Paraplegia 005 0.0004

INCIDENCE IN POPULATION (LITERATURE)

ITEM Incidence  Surveillance
{annuwal) window
Incdence
Fracture*
Plaster™ 1420 3550
Pregrancy™* 580 3383
PREVALENCE IN POPULATION (LITERATURE)
ITEM Prevalence
Congestive Heart 15
Failure
Bed Reast 117
Total (month and survellance 991

window incidence + Prevalence)

*Ta simplfy. we assume that all Fracture uses plaster, and this tem covers it

** On average, 3 patient remains 45 days with the plaster, adding up to 1.5
ths of surveila daw for this item

#*+ We assume that a pregnancy lasts nine months, adding up to 10 menchs of

wrvellance window for this item. As 70% of our sample is childbearing female.

we dso correct this varable with this factor

medicine associated with logistic regression and the experience
of a group working with risk stratification in VTE since
1981."" The most validated version was proposed in 2005
when nine new items were added to the original 1991 version.
Currently, it is composed of 39 items in which the absence of
the factor does not add points, but the presentation can be
graded between | and 5 points. The sum of the scores stratifies
patients into low, medium, high risk, and very high risk, and
the management must be individualized for each patient.

One advantage of the CS is the amount of work and data val-
idating the predictive value of risk stratification. In 2011, Prof.
Caprini and his group used the baseline data from the National
Surgical Quality Improvement Program to identify a correlation
between the incidence of VTE within 30 days after the surgical
procedure and the CS outcome. "'

In contrast, a possible disadvantage is many items (39 in all)
are covered in the questionnaire. The portion of questions that
refer to diseases of high severity but with a low prevalence in
the general population and, probably, even lower in patieats pre-
paring for surgical treatment of varicose veins, might be rarely
positive. In North America, for example, the one-month annual
incidence of acute myocardial infarction is 1%, stroke 0.3%,
and recent spinal cord injury 0.05%. "%

These items increase the time taken to complete the ques-
tionnaire, transmitting a sense of wasted effort on the health
team's part, and discouraging the use of the tool, as they corre-
late the future procedure with events with severe outcomes,
generating anxiety and discomfort in patients.

In addition, according to the Classical Test Theory (CTT),
questions, where the evaluator can anticipate a low rate of pos-
itive answers (expected answer in this scenario) tend to move
the accurate Score away from the obtained Score as they
increase the probability of error response (false positive
response). According to the CTT, dichotomous questions,
whose distribution of responses is around 50%, best classify
individuals between two categories.'* Fortunately, this type of
error can be mitigated by the proper coaching of the health prac-
titioner who is in charge of the interview and having the patients
pre-fill the answers with the patient-completed CS.'* This strat-
egy enables a double check by the health team and prevents the
use of leading questions that suggest a particular reply.

We proposed identifying patterns of responses to CS ques-
tions in the specific group of patients who will be undergoing
an elective varicose vein procedure. Once the design is estab-
lished, we will propose adaptive versions for future studies.
This adaptative version would be a simplified CS for varicose
vein procedures, aiming to spread the use of the tool and, con-
sequently, mitigate the risk of post-surgical VTE.

Objective
To determine if there is any pattern in the Caprini Score
responses of patients with indication of surgical treatment of
varicose veins, emphasizing questions that usually have a neg-
ative answer.

Resultados
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Secondary Objectives

To propose an adaptive digital version that reduces the number
of questions addressed to the patient without changing the orig-
inal structure of the questionnaire.

Methods

This is a cross-sectional study. Consecutive patients in prepara-
tion for surgical treatment of varicose veins from 4 different
sites (the pnvate offices of 3 researchers and from the
Brazilian Public Health Care System — SUS at the “Center for
Integration of Education and Health” - CIES ambulatory)
were screened for treatment from October to November of
2021 and submitted to the CS questionnaire.

To determine the sample size, we estimated the incidence/
prevalence of diseases listed in list 1, which are expected to
have a negative response pattern in our population (Table 1).
Acute illnesses such as heart attack, stroke, and others, had a
one-month surveillance window computed, and, therefore,
the annual incidence was corrected to 1/12. Events with a
computable duration, such as pregnancy and use of immobi-
lization, had the average duration period added to the obser-
vation window. Chronic diseases such as congestive heart
failure and bed rest had their prevalence computed. Even
though not all fractures need a plaster cast, it was understood
that fracture incidence was already covered in the plaster cast
incidence.

List 1:

« Acute myocardial infarction in the last month
o Congestive heart failure (CHF) in the last month
« Stroke in the last month

e Pregnancy

o Central venous catheter in the last month

e Polytrauma in the last month

e Fracture in the last month

o Lower limb immobilization in the last month
« Restriction to bed in the last month

o Paraplegia in the last month

« Hip or knee replacement in the last month

We estimate that, in about 90% of the population, we would
not have any positive response to the items above. To con-
clude that finding it in varicose vein surgery candidates is
even lower, with 80% statistical power, a sample of more
than 200 scores with all negative responses to list 1 item
was necessary. Two hundred twenty-seven forms were com-
puted, 117 from Public Health Care Service patients and 110
from private clinic patients related to the clinics of 3 of the
project rescarchers.

Inclusion Criteria

- Patients over I8 years old who had an indication for surgical
treatment of varicose veins by a vascular surgeon

Exclusion Criteria

- Patients who do not authorize the use of their answers in our
study through digital or physical acceptance of the Informed
Consent Form (ICF)

Research Procedures

After signings ICF, patients of the recruitment ambulatories
who were candidates for surgical treatment of varicose veins
were interviewed by the researchers to calculate the risk of post-
operative DVT using a digital version of the Caprini Score in
Portuguese created on the Redeap platform. All original ques-
tions have been included with the adaptive changes already
implemented in Prof. Joseph Caprini's official online tool'®
listed below:

e Age ranges grouped as a one multiple-choice guestion
tuming 4 items into | multiple question;
« Duration of surgery grouped as a multiple-choice guestion
tuming 2 items into | multiple question
« Bed restriction duration options grouped as a multiple-
choice question turning 3 items into |
All blood tests indicating an increased risk of blood clot-
ting are grouped as one yes or no question turning g items
into 1
Those changes reduce the 39 items into 3 multiple
choice questions, | yes or no complex question that
involves all § options to prothrombin mutations and the
22 remaining items totaling 26 guestions.
Inclusion of the binary question for biological sex
between female or male, omitting the questions related
to pregnancy and menstrual/female hormonal cycle of
those patients who claim to be male (Figure 1 depicts
the flow for data collection).

These adaptative change prevents all males of answering 3
unnecessary questions, totaling 24 questions for males and 27
for females.

As there is a low agreement between the BMI reported
directly by patients and its guantification by others, weight
and height were addressed separately. The Body Mass Index
(BMI) was calculated automatically.

Patients cither signed the informed consent (IC) during the
interview or via email with the digital version of the IC.

Results

As a cross-sectional study, only the frequencies of the different
Caprini Score responses were analyzed.

Only those responses with digital acceptance or physical sig-
nature of the ICF were considered in our database (227 out of
269).

The cohort consisted predominantly of women (77%)
between the ages of 41 and 60 years (63%) and with an
average BMI of 26. There was no statistical difference
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Question 1 Question 2 Question3 Questiond  Question 5
Gender Use of birth Pregnant Recurrent  Current or past
control spontanecus  malignancy
- abortion
.. o
m -—s ™ ~ ~ A -
T Fem ~— o v 1 Al
Yeu s s
Figure |. Example of an adaptive questionnare. Note that male patients do not have to answer questions about the female reproductve
system.

between the group of patients from the Public Health Care
System and patients from the private clinics.

The pattem of dichotomous responses was divided arbi-
trarily into four subgroups considering the percentage of posi-
tive responses: none, less than 3%, between 3% and 20%,
and more than 20% (Figure 2).

The items on list 1 formed the groups with no positive
response.

e Acute myocardial infarction in the last month

o Congestive heart failure (CHF) in the previous month
o Stroke during the last month

e Pregnancy

o Central venous catheter in the previous month

e Polytrauma in the previous month

o Fracture in the previous month

« Immobilization of lower limb in the previous month
« Bed restriction during the previous month

e Paraplegia during the previous month

o Hip or knee replacement during the previous month

There were also few responses (less than 3% or more than 97%)
to 6 items (list 2)

o Infection in the last month (2.6%)

o Chronic obstructive pulmonary disease (1.7%)

o Inflammatory Bowel Disease (1.7%)

« Major surgery in the previous month (2.2%)

« Family or personal history of blood tests indicating a ten-
dency to venous thrombosis (2.6%)

o Presence of visible varicose veins (97%)

The third group is formed by questions regarding the use of hor-
mones (12.7%), personal history of cancer (4.4%), history of
repeated abortion or stillbirth with fetal restriction (3.5%),
and history of personal or family DVT (3.5 and 5.7%
respectively).

The guestions that had the most impact on the characteriza-
tion of preoperative risk for DVT were:

1. Presence of lower limb edema. This question practically
divided the sample into two equivalent parts, with
50.2% of the patients presenting this characteristic.

2. Procedure size. 62.1% of the procedures were planned
with local anesthesia or lasted less than 45 min,
meaning that this subgroup did not accumulate points
for this item.

3. BMI presented a normal-like distribution with a median
of 26.32, just above the cut-off to add | point to the
Score, which is 25, with 142 individuals adding | point
due to weight (63%).

4. Age. In the original version of the Score, age was
addressed by four separate dichotomous questions,
where the question was asked yes or no if the patient
belonged to that age gxoup. The updated version of
Prof. Caprinis website'" was used in our questionnaire.
They transformed four items regarding age into multiple-
choice, which proved to be adequate due to the distribu-
tion of answers around the subgroup with the population
average.

If we observe the answers to the 12 items related to health prob-
lems in the last month, ten were classified as "no responses” and
two as “less than 3%". It was rare to find any positive answer to
this group of questions (only || positive answers in 2724 ques-
tions or 0,4%), indicating a possible track to create an adapting
version.

Observing the pattern of responses to the CS in patients who are
candidates for surgical treatment of varicose veins allows us to
create strategies to improve the use of this tool. C8, in digital
version, can be more assessable, concise and practical without
changing its core. The questions related to severe health prob-
lems that occurred in the last month have a trend to be negative.
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Surgery last month (Laparoscopic)
Surgery last month (Arthroscopic)
Elective hip or knee replacement
Congestive heart fallure
Serius lung dsease

Stroke

Pregnant

Central venous access

Trauma

Fracture

Plaster cast

Bed rest less than 3 days

Bed rest more than 3 days
Spinal cord injury

Heart Attack

Age: more than 75 years

2 Inflamtory Bowel Desease
CoPD

Major surpery last month
Infection

Blood test OVT*

Recurrent spontaneous abortion
8 ovt
No Varices*

Cancer

Familiar DVT

Birth Control or Mormone Replacement
Age: 61 to 74 years

Planned Surgery Major

None responies

»

Planmed Surgery Minor
Ll
Age: 41 10 60 years

Figure 2. Chart with positive responses percentages to CS items. * The presence of varices was inverted to “No Varices” for didactic
purposes

Ten out of 12 had no positive responses, and 2 less than 3%. A o Pregnancy

possible and impactful adaptation motivated by the pattern of o Central venous catheter in the last month
the answers would be to gather these items by adding, for e Polytrauma in the last month

example, a new non-punctual question, the same way it was e Fracture in the last month

already done with gender in the Caprini official online tool, e Lower limb immobilization in the last month
such as: Did you have any health problems in the previous « Restriction to bed in the last month
month that motivated you to look for a Health Service? o Paraplegia in the last month
If the answer is no, all the items below could be hidden: o Infection in the last month
« Major surgery in the last month / Hip or knee replacement  If the answer is yes, whoever fills out the guestionnaire will
in the last month have access to the previously hidden questions, as depicted in
« Acute myocardial infarction in the last month Figure 3.
e Congestive heart failure (CHF) decompensated in the last Another trend in our database was negative answers to
month chronic illness, with most chronic illness items less frequent
e Stroke in the last month than 3%. The exceptions were varicose veins and edema that
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Chnical and Applied ThrombosisHemostasis

New Question
Did you have any -

important health
problems in the Question §

11 Questions

Question § Eic Question 16 Question 17

month Heart Attack Stroke last Trauma last
- g last month month month
.. No
Patients — - - » ] —
TR —— - - —_— s
Yeu Yes. Yes

Figure 3. Patients’ answers flow. Note that patients who did not have serious health problems in the last month would be spared from

answering at least another |1 items

were frequent in our group and could be grouped in multiple
questions related to lower limbs and Cancer, which, in our
opinion, should be kept separately due to their relevance. As
has typically been done in clinical semiology, another possible
adaptive guestion would be asked: Do you have a chronic
illness such as a lung, heart, or bowel problem?

Again, if the answer is no, the items below would be hidden

« Congestive heart failure (CHF) decompensated in the last
month*

o Restriction to bed in the last month*

o Central venous catheter in the last month*

o Chronic obstructive pulmonary discase

o Inflammatory bowel discase

* These items would appear in both non-punctual questions

And again, if the answer is yes, whoever fills out the ques-
tionnaire will have access to the previously hidden guestions.

A last adaptative strategy was speculated for pregnancy.
Indeed, and in line with our numbers, pregnant patients were
not expected to be prepared to do an elective surgical proce-
dure; regardless of this, it is also not expected to find pregnant
women using birth control pills or over 61 years of age.
Therefore, for women who fit these two conditions (half of
our sample), the question about pregnancy could simply be
omitted.

On the other hand, questions shared with all risk assessment
models validated for aesthetic surgery,'” such as BML age, and
procedure duration, were classified in the 21-80% group, infer-
ring their importance in the decision-making process in health
patients who will perform elective procedures. Still, other rele-
vant risk factors, such as a history of DVT and Cancer and items
covered exclusively by the CS, such as obstetrical related ques-
tions, had frequency between 3-20%, corroborating their impor-
tance. Although any adaptative change in those items won't be

proposed, we suggest placing them at the beginning of the elec-
tronic form.

These adaptative changes would make little difference for
those who are used to the CS because that is exactly the ratio-
nale behind our initial idea; the adaptative changes we are pro-
posing already have been used “unofficially” by the majority of
those who are familiar with this tool. Nevertheless, this shorter
version will be more friendly for those not familiar with the CS
and could engage more practitioners to use it.

Translational rescarch is the type of study that aims to
narrow knowledge production with a clinical application. A
good example is the patient-completed CS.'* a validated
version of C8, designed to be filled by the patients and only
reviewed by the health team. Although there are papers propos-
ing new scores'® or changing the core of CS'” as far as we
know, there are no other translational studies regarding CS.

As an observational study, none of these suggestions have
been tested yet. More research is needed to understand the
real impact of an adaptive version of CS. Another limitation
is that only patients with varicose veins were examined; proba-
bly, the answers pattems in different elective procedures, such
as hip or knee replacement, may follow another trend, and the
advantages of this method should be evaluated.

Overall, rescoring the patients from our database using the
changes proposed above, for more than 90% of patients, the
questionnaire would be reduced to approximately half of the
questions of the current version (12 for men, 14 / 1§ for
women instead of 24 for men, and 27 for women). Yet, the
adaptive version would have fewer questions than the current
one for virtually all the remaining patients. The only exception
would be a patient for which both non-scoring guestions would
be positive, adding two questions to the regular twenty-four.

Fundamentally, the intention of this study was to simplify
the CS for an elective procedure, which is rarely performed in
sick patients. Additionally, we propose that this will also
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expand the use of CS and ultimately reduce the nsk of VTE in
patients undergoing varicose vein surgery, as well as other elec-
tive procedures.

Conclusions

There is a pattem in the CS responses of patients with an indi-
cation of surgical treatment of varicose veins. Many of the CS
questions are not helpful and may result in filling errors.

Based on our results, we will propose an adaptive digital
version that reduces the number of questions addressed to the
patient without changing the onginal structure of the CS
questionnaire.

New studies are needed to establish a different adaptative
version of the CS and understand which one will help us
create a better tool. These studies are currently underway.
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A observacado do padrao de respostas ao Escore de Caprini, nos pacientes
candidatos a tratamento cirurgico de varizes, nos permite tracar estratégias para
aperfeigoar o emprego dessa ferramenta. Versdes digitais do Escore podem ser mais
concisas sem alterar sua estrutura. As questdes relacionadas a graves problemas de
saude ocorridos no ultimo més tiveram um padrao de resposta negativo. 10 das 12
perguntas nao tiveram nenhuma resposta positiva e as outras 2 menos de 3%. Uma
possivel e impactante seria agrupar as questdes relacionadas adicionando, por
exemplo, uma questdo nova ndo pontuativa como: Vocé teve algum problema de
saude no ultimo més que te motivou a procurar algum servigo de saude?

Se a resposta for negativa, todos os itens abaixo poderiam ser ocultados:

e Cirurgia maior no ultimo més / Artroplastia de quadril ou joelho no ultimo més;
e Infarto agudo do miocardio no ultimo més;

e |CC descompensada no ultimo més;

e Acidente vascular cerebral no ultimo més;

o Gestacgao;

e Cateter venoso central no ultimo més;

e Politrauma no ultimo més;

e Fratura no ultimo més;

¢ Imobilizagdo de membro inferior no ultimo més;
e Restricdo ao leito no ultimo més;

e Paraplegia no ultimo més;

¢ Infecgdo no ultimo més.

Discussao
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Se a reposta for sim, quem estiver preenchendo o questionario tera acesso as

questdes ocultadas anteriormente (Figura 2).

Figura 2. Exemplo de questionario adaptativo. Note que os pacientes que nao tiveram
problemas de saude grave no ultimo més seriam poupados de responder outros 11

itens

11 Questdes
Questao nova
Vc teve algum
problema grave de
saude no ultimo Questao 5 Questao 6 Etc Questdao 16  Questdo 17

més ?? 1AM Icc Trauma
. Nao \ Nao
Pacientes < Nio No Ndo / _
Sim — —_— —_— — Sim
Sim Sim Sim

Outro padréo observado na nossa database foram respostas negativas as
doencas crdnicas listadas, com menos de 3%. As excecdes foram a presenca de veias
varicosas e edema que poderiam ser agrupadas numa questdo especifica para
membros inferiores e Cancer que, na nossa opinido, deveria ser mantido separado
por sua relevancia. Da maneira habitualmente feita na semiologia clinica, outra
possivel questao adaptativa seria: Vocé tem alguma doenga crénica? Como doenga
intestinal, nos pulmdes ou coracio?

Novamente, se a resposta for ndo, os itens abaixo seriam ocultados:

ICC descompensada no ultimo més*;

Restricdo ao leito no ultimo més*;

Cateter venoso central no ultimo més*;

Doencga pulmonar obstrutiva crénica;

Discussao



25

e Doenca inflamatdria Intestinal.

* Esses itens apareceriam em ambas as questdes ndo pontuativas

E novamente, se a reposta for sim, quem estiver preenchendo o questionario
tera acesso as questdes ocultadas anteriormente.

Uma outra estratégia adaptativa especulada refere-se a gestagado. Conforme
esperado e em conformidade com nossos numeros, ndo se esperava pacientes
gravidas em preparo para realizar um procedimento cirurgico eletivo; independente
disso, também nao se espera encontrar gravidas em uso de pilulas anticoncepcionais
ou com mais de 61 anos. Logo, para mulheres que se enquadrem nessas duas
condigbes (metade da nossa amostra) a pergunta sobre gestagcdo poderia
simplesmente ser omitida.

Por outro lado, as questdbes do EC compartilhadas com todos as outras
ferramentas de estratificagdo de risco para cirurgias estéticas 2 como IMC, idade e
duragéo do procedimento foram classificadas no grupo entre 21-80%, demonstrando
a sua importancia no processo de tomada de decisdo nos pacientes saudaveis que
vao ser submetidos a procedimentos eletivos. Ainda, itens relevantes como histoérico
de TEV e Cancer e itens abordados exclusivamente no EC, como as questbes
relacionadas aos antecedentes gestacionais, tiveram frequéncia de respostas
positivas enquadradas no grupo entre 3-20%, corroborando a sua importancia.
Apesar de ndao propormos nenhuma mudanga adaptativa relacionada a esses itens,
sugerimos que eles sejam abordados no inicio do questionario eletronico.

Essas modificacbes adaptativas provavelmente fariam pouca diferenca para
aqueles que ja sao familiarizados com o EC por causa exatamente do racional da
nossa ideia inicial, essas alteragdes adaptativas que estamos propondo ja sao

executadas néo oficialmente pela maioria dos colegas que habituados com essa
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ferramenta. Por outro lado, essa ferramenta mais direta sera mais amigavel para
aqueles nao familiarizados com o EC que encorajara mais colegas a usarem.

As pesquisas Translacionais s&o aquelas que visam estreitar a producao do
conhecimento com a aplicagéo clinica 2°. Um bom exemplo é a versao direcionada ao
paciente do EC 2", desenvolvida para ser preenchida pelo paciente e apenas revisada
pelos profissionais de saude. Apesar de haver alguns trabalhos propondo novos
escores 2426 ou mudando a estrutura do EC ?’, até onde sabemos, néo existem outros
estudos translacionais relacionados ao EC.

Como estudo observacional, nenhuma dessas sugestdes foram testadas ainda.
Mais pesquisas sao necessarias para entender o real impacto de uma versao mais
adaptativa do EC. Outra limitacdo foi a avaliacdo apenas de pacientes em
planejamento de tratamento de varizes; possivelmente, os padrbes de respostas em
diferentes procedimentos eletivos, como artroplastia de quadril ou joelho, podem
seguir outro padrao e as vantagens desse método tem que ser avaliadas.

Hipoteticamente, refazendo o Escore do nosso banco de dados utilizando as
alteracbes propostas anteriormente, para mais de 90% dos pacientes o Escore teria
cerca de um tergo das questdes da versdo mais validada (12 para homens, 14/ 15
para mulheres ao invés dos 39 itens) ou menos da metade se considerarmos a versao
digital utilizada no site oficial do Prof. Caprini (23) que ja incorpora algumas alteragdes
adaptativas citadas previamente no texto (24 para homens e 27 para mulheres).
Mesmo praticamente todos os outros a versdo adaptativa teria menos questdes que a
atual. A unica excecao do nosso banco de dados seria um paciente que ambas as
questdes ndo pontuaveis seriam positivas, adicionando 2 questbes as 24 regulares.

Fundamentalmente, nossa intencdo com esse estudo foi simplificar o EC para

procedimentos eletivos, que raramente sdo executados em pacientes doentes. Ainda,
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acreditamos que isso expandira o uso do EC e vai diminuir o risco de TEV em
pacientes submetidos a tratamento de varizes, como também em outros

procedimentos eletivos.
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6. CONCLUSOES
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Existe um padrao nas respostas do EC nos pacientes com indicacdo para
tratamento cirurgico de varizes de membros inferiores. Parte dos itens do questionario
sao rotineiramente negativos e ainda podem induzir a erros de preenchimento por
pessoas nao treinadas.

Baseado nos nossos resultados, nés propomos uma versao digital adaptativa
que reduz o numero de perguntas realizadas para os pacientes sem retirar nenhum
dos itens do EC.

Novos estudos sao necessarios para estabelecer quais alteracdes adaptativas
realmente serdo benéficas e quais vao nos auxiliar a criar uma ferramenta ainda

melhor.
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RESUMO

GRILL, Marcelo Halfen. Estudo prospectivo para estabelecimento dos padrbes de

respostas ao escore de risco de tromboembolismo venoso apds procedimentos
cirargicos — Escore de Caprini — em candidatos a tratamento de varizes. (dissertagéo).

Sao0 Paulo: Faculdade de Ciéncias Médicas da Santa Casa de Sao Paulo; 2022

Estudo prospectivo para estabelecimento dos padrdes de respostas ao escore
de risco de tromboembolismo venoso apds procedimentos cirurgicos — Escore de
Caprini — em candidatos a tratamento de varizes. Autor: Marcelo Halfen Girill.
Dissertacao apresentada ao Curso de Pds-Graduacdo da Faculdade de Ciéncias
Médicas da Santa Casa de Sdo Paulo com objetivo de qualificacdo para defesa do
Titulo de Mestre em Pesquisa em Cirurgia — 2022.

A trombose venosa e a embolia pulmonar, também chamados de
tromboembolismo venoso (VTE) sdo complicagbes criticas relacionadas ao
tratamento cirdrgico de varizes dos membros inferiores. Para estratificagdo do risco
de VTE pés-procedimento, o Escore de Caprini (EC) € uma ferramenta estabelecida
e sugere quais os cuidados pés-operatdrios devem ser tomados para mitigar o risco
de complicagbes tromboembdlicas. Uma das desvantagens do EC é o numero de que
questdes requeridas para abordar todos os itens, alguns deles relacionados a doengas
de baixa incidéncia, ainda menor quando no subgrupo de pacientes buscando um
procedimento eletivo.

Nosso objetivo foi estabelecer o padrdo das respostas do EC, com énfase nos
itens que habitualmente tem respostas negativas e propor uma versao eletrdnica

adaptativa sem alterar os itens originais do questionario. Para isso, 227 pacientes que

Resumo
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procuravam de maneira eletiva o tratamento cirargico de varizes foram incluidos
prospectivamente e responderam o EC.

As respostas exibiram um padrao que pode ser dividido arbitrariamente em
quatro subgrupos relacionados com a porcentagem de respostas positivas: nenhum
(11 itens), menos de 3% (13 itens), entre 3% e 20% (5 itens) e mais que 20% (8 itens).
Dos doze itens relacionados com doengas que ocorreram no ultimo més, dez nao
tiveram resposta positivas e os outros dois menos de 3%.

Concluindo, existe um padrao nas respostas do EC em pacientes com
indicagao para tratamento cirurgico de varizes de membros inferiores. Parte dos itens
do questionario sao rotineiramente negativos. Uma versdo adaptativa do EC
provavelmente facilitara a estratificacdo de risco de TEV péds cirurgia de varizes de

membros inferiores.

Palavras- Chave: Trombose venosa, Varizes, Cuidados pds-operatorios, Embolia

pulmonar.
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ABSTRACT

GRILL, Marcelo Halfen. Prospective study to establish the patterns of responses to
the venous thromboembolism risk score after surgical procedures - Caprini score - in
candidates for the treatment of varicose veins. (dissertation). Sdo Paulo: Faculdade

de Ciéncias Médicas da Santa Casa de Sao Paulo; 2022.

A prospective and cross-sectional study to evaluate patterns of responses to
the Caprini Score for venous thromboembolism in candidates for interventional
treatment for varicose veins of the lower limbs. Author: Marcelo Halfen Grill.

Dissertation presented to the Graduate Course of the Medical School of Santa
Casa de Séao Paulo for the defense of the master's degree in research in Surgery —
2022.

Venous thromboembolism (VTE) is a critical complication of varicose vein
treatments. The Caprini Score (CS) is an established tool to assess patients’ VTE risks.
One disadvantage is the number of questions required, some of them referring to low
frequency diseases, even lower in patients seeking an elective procedure. These
elements take time and may result in filling errors.

Objective: To establish a response pattern in CS, with emphasis on questions
that usually have a negative answer and propose a simpler adaptative digital version
without changing the original structure of the tool.

Methods: two hundred and twenty-two patients in the pre-surgical treatment of
varicose veins CS were enrolled prospectively and submitted to the CS evaluation.

Results: The pattern of dichotomous responses could be divided arbitrarily into
four subgroups considering the percentage of positive responses: none (11 items), less

than 3% (13 items), between 3 and 20% (5 items), and more than 20% (8 items). Of

Abstract
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the 12 CS questions related to ilinesses that occurred in the last month, ten had had
no responses, and 2 were less than 3%.

Conclusion: There is a pattern in the CS responses of patients with an indication of
surgical treatment of varicose veins. Many of the CS questions are not helpful in this
scenario and may result in filling errors when performed by untrained people. An

adaptative version of the CS might benefit varicose veins surgery VTE risk stratification

Keywords: Venous thrombosis, Varicose veins, Postoperative care, Pulmonary

embolism.
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ANEXO 1
PARECER DOCOMITE DE ETICA E PESQUISA — CEP

HOSPITAL ALEMAO OSWALDO £ Platboforma
CRUZ - SP %‘V‘

PARECER CONSUBSTANCIADO DO CEP

DADOS DO PROJETO DE PESQUISA

Titulo da Pesquisa: Estudo prospectivo e translacional no estabelecimento de risco de tromboembolismo
venoso apos procedimentos clrrgico de varizes em paclentes candidatos a tratamento
¢ modelo de adaptagdo do Escore de Caprinl

Pesquisador: marcelo halfen grill

Area Tematica:

Versdo: 2

CAAE: 39847420.2.0000.0070

Institui¢cdo Proponente:

Patrocinador Princlipal: Financiamento Préprio

DADOS DO PARECER

NGmero do Parecer: 4.789.332

Apresentacio do Projeto:

Estudo prospectivo e translacional no estabelecimento de risco de tromboembolismo venoso apds
procedimentos cirargico de varzes em paclentes candldatos a tratamento ;, modelo de adaptagao do Escore
de Caprini

Objetivo da Pesquisa:

ObJetivo Primario:

Criar uma versao digital adaptativa que apressure o processo de Inferéncla do escore maximizando a
Interagac médico-paclente e gerando dados precisos.

Ob|etivo Secundario:

Crlar um banco de dados com as respostas obtidas durante a pratica médica de pacientes em pré-operatorio
de cirurgla de varlizes.

Avallagdo dos Riscos e Beneficlos:

Riscos:

Em se tratando de um

Beneficlos:

A ldentificagao das perguntas do Escore de Caprinl que nao sao aplicavels aos pacientes designados a
cirurglas eletlvas de varizes diminuira o tempo da consulta, ou acelera o processo de

Enderego: Hua Treze de Malo, 1815 - Torre B - 5° andar

Balrro: Bela Vista CEP: 01.327-001
UF: 5P Munliciplo: SAO PAULO
Telefone: (11)3549-0862 E-mall: cep@haoc.com.br

Pigyra 01 de 04

Anexos



42

HOSPITAL ALEMAO OSWALDO Plataforma
CRUZ - SP %orl

Continuagdo do Parecer: 4.789.332

avallagao do risco de TEV, liberando paclente e médico para focar em outras questdes pertinentes ao seu
tratamento.

Comentérios e Consideragdes sobre a Pesquisa:

O estudo tem como objetivo criar uma versdo adaptada da Escala de Caprinl, para Identificar paclentes com
malor ou menor predisposi¢ac de tromboembolismo, candidatos ao tratamento clrargico de varizes. O
estudo Ja fol avallado por esta CEP,que o considerou pendente por faita do TCLE, uma vez que a comissao
nao aceltou o pedido de Isengdo do termo.O autor apresentou um termo de consentimento, que fol acolhido
pela CEP, que o considerou adequado e aprovou a identificagao do participante através do seu e-mail.

Conslideragdes sobre os Termos de apresentacdo obrigatéria:

O estudo |a fol avallado por esta CEP, gue o considerou pendente por falta do TCLE, uma vez que a
comissao nao aceltou o pedido de Isengao do termo. O autor apresentou um termo de consentimento, que
fol acolhido pela CEP, que o considerou adequado e aprovou a ldentificacae do participante através do seu
e-mall.

Recomendacdes:

Aprovado.

Conclusdes ou Pendéncias e Lista de Inadequacbes:

Aprovado.

Conslderacdes Finals a critério do CEP:

‘Lembramos que os pesquisadores deverao enviar relatérios semestrals e relatorio final ao CEP/HAOC, via
Plataforma Brasill.

*O CEP devera ser Informado sobre qualquer "alteracac”, "emenda” e sobre qualsquer eventos adversos
relaclonados ao projeto.

*Cabe ao CEP revisar todos os protocolos de pesquisa envolvendo seres humanos, Inclusive os
multicéntricos, cabendo-lhe a responsabilidade primaria pelas decisoes sobre a ética da pesquisa a ser
desenvolvida na Institulgao, de modo a garantir e resguardar a Integridade e os direitos dos voluntarios
particlpantes nas referldas pesquisas.

Este parecer fol elaborado baseado nos documentos abaixo relacionados:

| Tipo Documento | Arguivo | Postagem | Autor | Shuagao |
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Balrro: Bela Vista CEP: 01.327-001

UF: 5P Municiplo: SAQ PAULO
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ANEXO 2
NORMAS PARA SUBMISSAO ARTIGO

CLINICAL AND APPLIED THROMBOSIS/HEMOSTASIS

Instructions for Authors

Manuscript Submission

Clinical and Applied Thrombosis/Hemostasis prefers
to receive all manuscript submissions electronically.
To submit a manuscript, please follow the
instructions below:

Getting Started
1. Launch your web browser (supported
browsers include Internet Explorer 6 or
higher, Netscape 7.0, 7.1, or 7.2, Safari

1.2.4, or Firefox 1.0.4) and go to the CATH

Manuscript Central homepage

(http://mc.manuscriptcentral.com/cath).

2. Log-in or click the “Create Account” option
if you are a first-time user of Manuscript

Central using the “Register Here” option at

the upper right.

3. Ifyou are creating a new account:

o  After clicking on “Create Account”
enter your name and e-mail information
and click “Next”. Your e-mail
information is very important.

e Enter your institution and address
information as prompted then click
“Next.”

e Enter a user ID and password of your
choice (we recommend using your e-
mail address as your user ID) and then
select your area of expertise. Click
“Finish” when done.

4. Log-in and select “Author Center.”

Submitting Your Manuscript
5. After you have logged in, click the “Submit
a Manuscript” link on the Author Center
screen.
6. Enter data and answer questions as
prompted
7. Click on the “Next” button on each screen to
save your work and advance to the next
screen.
8. You will be prompted to upload your files:
e  Click on the “Browse” button and
locate the file on your computer.
o  Select the description of the file in the
drop down next to the Browse button.
e  When you have selected all files you
wish to upload, click the “Upload”
button.
9. Review your submission (in both PDF and
HTML formats) before sending to the

Editors. Click the “Submit” button when
you are done reviewing.

You may stop a submission at any phase and save it
to submit later. After submission, you will receive a
confirmation via e-mail. You can also log-on to
Manuscript Central any time to check the status of
your manuscript. The Editors will information you
via e-mail once a decision has been made.

Conditions of Publication

Authors are encouraged to submit review/original
manuscripts that are not under consideration for
publication elsewhere to the Journal for review. All
manuscripts are subject to peer review to determine
originality, validity, significance, and scientific value
of the submitted material. Submitted manuscripts are
peer reviewed by members of the Editorial Board or
other experts chosen by the Editor. The Editor is
responsible for final editing, decisions regarding
acceptance, rejection and revisions. Submission of a
manuscript to the Journal is taken as evidence that no
portion of the text or figures has been copyrighted,
published, or submitted for publication elsewhere,
unless information regarding previous publication is
cited and permission obtained. A copy of any such
permissions obtained must accompany the
manuscript. Upon acceptance of an article, the
author(s) will be required to assign the copyright to
the Publisher.

Manuscript Preparation. Manuscripts should be
double-spaced with one-inch margins. Headings must
be used to designate the major divisions of the paper.
Pages should be numbered consecutively at the top of
the manuscript. The surname of each author should
appear in the upper left corner of each page, followed
by a brief running title.

Title Page. Page one should include the title
followed by the names and degrees of all authors as
they will appear in print. This will be followed by a
listing of the Authors’ institutional affiliations. The
title page should also include the name, address,
telephone number, email, and fax number of the
corresponding author, and e-mail addresses for all co-
authors. The author should cite if the paper was
presented orally at a professional meeting, including
the name of the meeting, date and place. Credits and
grant information supporting the research should also
be listed if this study was supported by an agency.
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Abstract. The abstract should appear at the
beginning of the manuscript and should be no longer
than 250 words in length. It should summarize the
main points of the paper and be descriptive, narrative,
and informative.

Tables. Tables should be double-spaced on pages
separate from the text. Number tables consecutively
with text and provide a table number and title for
each. Hold length to one standard-sized manuscript
page if possible. If a table continues past one page,
repeat all heads and stub (left-hand) column. Tables
should be numbered in order of citation in the text.
Do not use photocopy reduction. Data in tables
should not duplicate material in the text or
illustrations. It is suggested to have no more than
three tables and five figures.

Artwork

Figure files must be submitted as separate files and
are not to be embedded within the text file. Please
use the following specifications for electronic
figures:

e  Authors are encouraged to use Adobe
Tllustrator and Adobe Photoshop to create
graphics

e Do not use Powerpoint or CorelDRAW.
They print poorly on high-density printers.
JPEG and TIFF files are preferred.

e  The resolution for print must be at least 300
CPI. Low-resolution graphics cannot be
published.

Copyright
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Glen Head, NY 11545

Phone: 516-759-0025

Fax: 516-759-5524

Sheila@westminsterpublications.com

Associated Costs for Authors

The charge for publishing color figures is $800 for
the first figure and $200 for each additional figure.
Ordering Reprints

Authors will be given the opportunity to order
reprints at the time their proof is sent.
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