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Abstract

Background: Internal tremor (IT) is an underexplored symptom. It may be present in up to
44% of patients with Parkinson’s Disease (PD) and 55% of patients with essential tremor (ET).
Some authors suggest a possible association with anxiety.

Objectives: We aimed to ascertain the presence of IT in a cohort of patients with PD and ET.
Secondly, we intended to characterize its phenomenological features (specifically tremor
frequency), to study its correlation with postural and resting tremors, and to analyze its
association with anxiety.

Methods: This observational cross-sectional study enrolled 50 patients diagnosed with PD or
ET. Patients reporting IT completed a questionnaire regarding its characteristics, and their
postural and resting tremors were quantified using a smartphone application. We further
inquired whether they could mimic this sensation orally, and then recorded and analyzed their
vocal imitations with acoustic analysis software. Internal tremor frequency was subsequentially
calculated and compared with the patients’ postural and resting tremors.

Results: IT was reported in seven patients (14%). Five patients (71.4%) noted a correlation
with anxiety. Five patients (71.4%) were able to characterize IT through sound, with
frequencies generally falling within the range of 4-6 Hz.

Conclusions: IT appears to be an infrequent phenomenon in patients with overt tremor
syndromes. It could be associated with anxiety, and it can also reflect a subclinical tremor. Our
study is compatible with the possibility of a central pattern generator driving the tremor
observed (and felt) in patients with PD and ET. Larger studies are required to better understand

IT.
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Tremor is the most prevalent hyperkinetic movement disorder. It manifests as a
thythmic and sinusoidal movement pattern and affects a substantial portion of patients
diagnosed with Parkinson's disease (PD) and all individuals with essential tremor (ET). This
condition can essentially be classified as resting, postural, and kinetic tremors®. Additionally,
there is another type, "internal tremor," which is a poorly comprehended and underexplored
symptom in neurology, specifically in the field of movement disorders. Internal tremor (IT)
can be described as a feeling of tremor, shaking, or vibration in the body that is not associated
with an actual movement?. The underlying pathophysiological mechanism and anatomical
origin of IT remain unclear. Nevertheless, it has been suggested a possible association with
anxiety 2~“. In some patients, IT may underpin a subclinical “physical tremor” 2=> which may
go unnoticed during the neurological evaluation. The detection and characterization of IT
presents unique challenges due to its subjective nature. As a result, this condition may be prone
to underdiagnosis, particularly when paired with a "normal" neurological exam. Despite being
an understudied phenomenon, some authors report internal tremor to be present in up to 44%
of PD patients and 55% of ET patients. While it is perceived as benign and often clinically

dismissed, some patients may perceive it as very bothersome-.

The present study aims to ascertain the presence or absence of internal tremor in a cohort
of patients with PD and ET followed in the Outpatient Neurology Department — Movement
Disorders at Unidade Local de Satde de Sao Jodo. Secondly, we aimed to characterize its
phenomenological features (specifically tremor frequency), to study its correlation with

postural and resting tremors, and to analyze its association with anxiety features.
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Methods
Study design

We conducted an observational cross-sectional study comprising patients diagnosed
with PD or ET, followed in the Outpatient Neurology Department — Movement Disorders
Movement Disorders at Unidade Local de Saude de Sdo Jodo, between June 2023 and
September 2023. The diagnosis of PD and ET was made according to the Clinical Diagnostic
Criteria for Parkinson’s disease® and the Consensus Statement on the classification of tremors
proposed by the International Parkinson and Movement Disorder Society (MDS).

Inclusion criteria: All willing participants with a diagnosis of Parkinson’s disease or
Essential Tremor, and whose clinical records are available for consultation at Centro Hospitalar
Universitario Sdo Jodo.

Exclusion criteria: not applicable.

The study was approved by the Ethical Committee of the Faculty of Medicine of Porto
University, with the process number CE-284-23.

Data collection

Participants were asked about the presence of internal tremor (either currently active or
previously experienced), which was defined as “a feeling of tremor, shaking, or vibration in the
body that is not associated with an actual movement”. This description was read ipsis verbis to
the participants.

The following information was collected: gender, age, diagnosis (Parkinson’s disease
or Essential Tremor), disease duration, and pharmacological history.

In patients who reported internal tremor, we collected the following data:

For individuals with Parkinson's disease: Hoehn-Yahr stage, dominant hand and MDS-

Unified Parkinson’s Disease Rating Scale (MDS-UPDRS) part I1I".
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For individuals with essential tremor: dominant hand and clinical rating scale for total
tremor (Clinical Rating Scale for Tremor)®.

Patients with IT were required to answer a questionnaire (see Supplemental
information), which included a set of questions to assess the presence and location of IT; if the
IT was perceived the same or differently than the “external” visible tremors; when IT began in
relation to the other symptoms and signs of the condition; how many days per week it occurred
and how long it lasted for; if there are potential factors that may be associated with the episodes;
if they experienced any burning, tingling or aching along with IT, and their general level of
anxiety (scale from 1 to 10). The presence of anxiety symptoms was further evaluated by the
Anxiety, Depression, and Stress Scale (EADS-21)°.

Postural and resting tremors were quantified using a commercially available smartphone
application (Studymytremor® for iPhone®). In patients who reported the presence of “internal
tremor”, we further inquired whether they could mimic this sensation orally. The patients’ vocal
imitations were recorded and analyzed using an acoustic analysis software (Goldwave®).
Internal tremor frequency was subsequentially calculated visually (in hertz — sound oscillations
/ second) and compared with the patients’ resting and postural tremors.

Statistical analysis

Statistical analysis was conducted using IBM SPSS® Statistics for MacOS, version 29.
For continuous variables, with normal distribution, mean and standard deviation (SD) were
used, for non-normal distributed variables, median, maximum, and minimum values are

presented. To describe categorical variables absolute and relative frequencies were used (n, %).
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Results

Baseline characteristics

A total of 50 patients were included, of which 28 (56%) were male. The majority of the
patients included (90%) had a diagnosis of PD and the remaining patients had a diagnosis of
ET. Concerning PD patients, the current mean age was 71+14 years, and the median disease
duration was 6 years (maximum: 76, minimum: 1). Resting tremor was observed in 32 patients
and the median stage according to the Hoehn and Yahr classification was 2 (maximum: 5,
minimum: 1). Patients diagnosed with ET had a current mean age of 72+12 years, with a median
disease duration of 11 years (maximum: 16, minimum: 3). 25 (55.6%) of PD patients and 3
(60.0%) of ET patients were under treatment with anxiolytic or anti-depressant medication.
Table 1 summarizes the main demographic and clinical characteristics of the patients.

Internal tremor

IT was reported in seven patients (14.0%) — five with PD, and two with ET, of which
six (85.6%) were female. Regarding IT patients, the current mean age was 70+16 years, with a
median disease duration of 6 years (maximum: 12, minimum: 1).

The median score of MDS-UPDRS part III was 26 (maximum: 51, minimum: 14). On
the Clinical Rating Scale for Tremor, one patient obtained a score of 20, while another patient
scored 27.

The mean score of the Anxiety, Depression, and Stress Scale (EADS-21) was 31+14.
The anxiety subscale of the EADS-21 revealed that, only one patient did not exhibit elevated
levels of anxiety, whereas one showed moderate anxiety, two were labeled severe anxiety, and
three were classified with extreme anxiety.

Patients with IT were asked to answer a questionnaire regarding its characteristics and
additional features (table 2). Regarding the anatomic localization, one patient reported IT in the

hand(s) and another patient experienced IT in the neck and head. IT was confined to hand(s)
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and the chest, neck or head in one patient. Three patients experienced IT simultaneously in
hand(s), feet or legs and in the chest, neck or head. One patient localized the sensation to the
lumbar region. Four patients (57.1%) were currently under anxiolytic or anti-depressant
therapy. The majority (71.4%) reported an association with anxiety. IT was experienced at least
two days per week by two patients and daily by one patient.

One patient revealed that the onset of IT appeared before the formal diagnosis of ET
was made, four patients indicated it occurred sometime after the diagnosis was performed, and
one patient reported it occurred alongside other clinical features that led to the establishment of
the diagnosis.

Internal tremor evaluation

Concerning patients who reported experiencing internal tremor (n=7, 14.0%), we asked if they
could mimic their sensation orally. The patients’ vocal imitations were recorded and analyzed
using acoustic analysis software (Goldwave®). Internal tremor frequency was subsequentially
calculated visually (in hertz — sound oscillations / second) and compared with the patients’
resting and postural tremors (as shown below and further in Table 3).

Patient 1: Female, 77 years old, Parkinson’s disease, 6.0 Hz left postural tremor and 5.1
Hz left rest tremor, internal tremor estimated at 5.0 Hz (figure 1).

Patient 2: Female, 75 years old, Parkinson’s disease, 5.5 Hz right rest tremor, internal
tremor estimated at 3.0 Hz (figure 2).

Patient 3: Female, 85 years old, Parkinson’s disease, 6.6 Hz right postural tremor and
7.1 Hz right rest tremor, internal tremor estimated at 4.0 Hz (figure 3).

Patient 4: Female, 85 years old, Parkinson’s disease, 2.5 Hz right postural tremor and
4.2 Hz right rest tremor, internal tremor estimated at 5.5 Hz (figure 4).

Patient 5: Male, 56 years old, essential tremor, 5.5 Hz right postural tremor, internal

tremor estimated at 4.0 Hz (figure 5).
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Discussion

Internal tremor remains an understudied symptom that may be present in diverse
neurologic disorders, including PD and ET. To the best of our knowledge, we were the first to
attempt to objectively characterize the internal tremor’s frequency.

IT is associated with marked clinical heterogeneity, mainly regarding patient
experience. Internal tremor seems to be associated with anxious symptomology, as documented
by a direct question and EADS-21 results, which aligns with existing literature 2=“. However,
whether anxiety acts as a trigger and/or as an aggravating factor is still unknown.

In our cohort, only a minority of patients was able to mimic their internal tremor. We
speculate this happens because it is an inherently difficult task to reproduce exactly what
someone feels internally. Obviously, we acknowledge this imitation may not entirely overlap
with the “real” internal tremor (assuming it really exists), but we considered it to be an apt
attempt. The measurement of frequencies of tremors that are “heard” in addition to being seen
has been done before!”. A second and important limitation of this method is the impossibility
of orally mimicking very high-frequency tremors, which may, in theory, explain why certain
individuals experience IT but cannot imitate them orally. An interesting analysis for the future
would be to study whether people who experience IT but cannot orally reproduce them have
high-frequency “external” tremors.

Even though the number of analyzed internal tremors is low to make any substantial
considerations, we find it interesting that the frequencies of IT were within the “parkinsonian
range” (4-6 Hz). This discovery is compatible with the idea of a pacemaker or central pattern
generator.

We acknowledge additional limitations in our study. Firstly, we used a convenience
sampling method. Patients included in the study were those who presented at a specific

healthcare center during the study period, which may not represent the broader population of



196

197

198

199

200

201

202

203

204

205

206

207

208

209

210

211

212

213

214

215

216

217

218

219

neurological patients and thus contributing to a selection bias. Additionally, we considered the
hypothesis that patients with internal tremor who did not meet the definition used were
inadvertently excluded. The reduced sample size and the absence of a control group interfere
negatively with the ability to assess the prevalence of internal tremor in patients with PD and
ET compared to the general population. Furthermore, the IT questionnaire applied was not
formally validated in our population,

In conclusion, our study expands the knowledge about internal tremor. It is an infrequent
phenomenon, which is likely associated with the underlying tremor disorder, and possibly
associated with anxiety. While further studies are required, it is possible that these tremors fall
within 3-6 Hz. Large-scale and prospective longitudinal studies evaluating the response of
internal tremor to dopaminergic and/or “anti-tremor therapy” could further enhance our
understanding of its pathophysiology and management. No specific funding was received for

this work.
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Tables

Table 1: Main demographic and clinical characteristics of the patients.

PD ET
(n=45) (n=5)

Gender

Male 25 (55.6%) 3 (60.0%)

Female 20 (44.4%) 2 (40.0%)
Age (years)

Mean + SD 71+ 14 72+ 12
Years Since Diagnosis

Median 6 11

Max 76 16

Min 1 3
Internal Tremor

No 40 (88.9%) 3 (60.0%)

Yes 5(11.1%) 2 (40.0%)
Anxiolytic or Anti-depressant
Medication

No 20 (44.4%) 2 (40.0%)

Yes 25 (55.6%) 3 (60.0%)
Hoehn and Yahr Scale

Median 2 -

Max 5 -

Min 1 -

PD: Parkinson’s disease; ET: Essential tremor; SD: Standard deviation; Max: maximum value; Min:

minimum value

12



Table 2: Characteristics and additional features of internal tremor.

n (%) Mean+SD Median Max Min

Gender Male 1(14.3)
Female 6 (85.7)
Age 70+ 16
Dominant hand Right 7 (100.0)
Left 0(0.0)
Diagnosis PD 5(71.4)
ET 2 (28.6)
Years Since Diagnosis 6 12 1
Anxiolytic or anti-depressant  No 3(42.9)
medication Yes 4(57.1)
IT in the hand(s) No 2 (28.6)
Yes 5(71.4)
IT in feet or legs No 4(57.1)
Yes 3(42.9)
IT in chest, neck or head No 2 (28.6)
Yes 5(71.4)
IT feel the same as the visible  No 4(57.1)
tremors Yes 3(42.9)
Onset of IT in relation to Before 1(14.3)
PD/ET Simultaneously 2 (28.6)
After 4(57.1)
Days per week experiencing IT <=1 4(57.1)
2-4 2 (28.6)
>5 1(14.3)
Association with anxiety No 1(14.3)
(patient’s perception) Don’t know 1(14.3)
Yes 5(71.4)
EADS-21 31+ 14

PD: Parkinson’s disease; ET: Essential tremor; IT: Internal tremor; SD: Standard deviation; Max:
maximum value; Min: minimum value



Table 3: Frequency of postural, rest and internal tremors.

Postural tremor

Rest tremor

Internal
Patient Right Left Right Left tremor
1 - 6.0 Hz - 5.1 Hz 5.0 Hz
2 - - 5.5 Hz 5.1 Hz 3.0 Hz
3 6.6 Hz 6.5 Hz 7.1 Hz 6.9 Hz 4.0 Hz
4 2.5Hz 23 Hz 42 Hz 4.8 Hz 5.5 Hz
5 5.5 Hz 9.6 Hz - - 4.0 Hz
6 5.8 Hz 6.5 Hz 5.8 Hz 6.1 Hz NA
7 9.0 Hz 8.4 Hz 4.1 Hz 7.6 Hz NA

NA, not available; -, absent

14



Supplemental information

Figures

Figure 1: Patient 1, internal tremor estimated at 5.0 Hz.
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Figure 2: Patient 2, internal tremor estimated at 3.0 Hz.

~2 seconds
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Figure 3: Patient 3, internal tremor estimated at 4.0 Hz.
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Figure 4: Patient 4, internal tremor estimated at 5.5 Hz.

~2 seconds

0:00.0 0:00.5 0:01.0 0:01.5 0:02.0 0:02.5 0:03.0 0:03.5 0:04.0

Figure 5: Patient 5, internal tremor estimated at 4.0 Hz.
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Questionario Tremor interno

1. Identificacdo e dados demograficos

Nome:
Contacto:
a. Codigo:

b. Idade atual

c. SexoM I:I F I:I
2. Maio dominante E I:I D I:I

3. Diagndstico
Tremor essencial l:l Doenca de Parkinson [:‘
4. Tempo em anos de evolucao DP/ET:

5. Medicacao atual

J& sentiu tremores, agitacdo ou vibracao no seu corpo, mesmo na auséncia de

movimento aparente?

Se sim:
As vezes sente a sua mao(s) a tremer quando nio o esta objetivamente?
As vezes sente o(s) seu(s) pé(s) ou perna(s) a tremer quando ndo o esta

objetivamente?

Sente tremores ou vibragdo no seu peito, pescogo ou cabega?

S__

SN

17



A sensagdo de tremor interno ¢ semelhante ao tremor visivel? Se diferente, quais as

diferengas?

A sensacdo de tremor interno comegou antes, a0 mesmo tempo ou apds os sinais ou

sintomas de doeng¢a de Parkinson/tremor essencial? (estimar em anos)

Quantos dias por semana, em média, sente o tremor interno?

Quanto tempo dura a sensagdo de tremor interno (minutos-horas)?

Existe algo que precipite/torne mais frequente a sensagao de tremor interno?

Existe algo que pare a sensag@o de tremor interno?

Acha que a sensacdo de tremor interno estéd associada a ansiedade?

Sim [ | Nao [ ]| Naosei| |

Se sim, acha que agrava quando est4 ansiosa(0)?

Sim I:I Nao I:I Naio sei I:I

Sente sensacao de queimor, formigueiro ou um desconforto?

Sim I:I Nao I:I

Numa escala de 0-10, quao ansiosa(o) acha que ¢ (em média)?
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Reporting Guidelines

STROBE Statement — Checklist of items that should be included in reports of cross-sectional

studies.
Ite Recommendation
m Page No.
No.
1 (a) Indicate the study’s
design with a commonly Page 2, para. 2: “Methods: This observational cross-
used term in the title or the | o tional study (...).”
abstract
Title and (b) Provide in the abstract
abstract an informative and
balanced summary of what | Page 2, para. 2, 3: “Methods: This observational cross-
was done and what was sectional study enrolled 50 patients (...) frequencies
found enerally falling within the range of 4-6 Hz”
g y g g
Introduction
2 Explain the scientific
background and rationale
for the investigation being | Page 3, para. 1: “"internal tremor," which is a poorly
Background/ reported comprehended and underexplored symptom in
rationale neurology (...) some patients may perceive it as very
bothersome.”
3 State specific objectives, Page 3, para. 2: “The present study aims to (...)
.. including any prespecified | association with anxiety features.”
Objectives hypotheses
Methods
4 Present key elements of
study design early in the Page 4, para 1: “We conducted an observational cross-
Study design paper sectional study (...) Movement Disorder Society

(MDS)™”
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5 Describe the setting,
locations, and relevant Page 4, para 1: “We conducted an observational cross-
dat653 including periods of | sectional study comprising patients diagnosed with PD
) recruitment, exposure, or ET, followed in the Outpatient Neurology Department
Setting i‘(z)llll(;:;_igg, and data — Movement Disorders Movement Disorders at Unidade
Local de Saude de Sdo Jodo, between June 2023 and
September 2023.”
6 (a) G.We the eligibility Page 4, para 2,3: “Inclusion criteria: All willing
criteria, and the sources .. . . . . .
and methods of selection of paﬁ1c11?ants with a diagnosis of .Pe.lrklnson s disease or
Participants participants Ess?ntlal Tremor, and .whose clinical reC(?rds are
available for consultation at Centro Hospitalar
Universitario Sao Jodo. Exclusion criteria: not
applicable.”
7 Clearly define all Page 4, para 5-11: “internal tremor (either currently
outcomes, exposures, active or previously experienced), which was defined as
Variables Eéfl(}i)ﬁgfisérgf);ilglgfect (...)and cornpare”d with the patients’ resting and
modifiers. Give diagnostic postural tremors.
criteria, if applicable
8* For each variable of
interest, give sources of
data and details of methods Page 4, para 5-11: “internal tremor (either currently
Data sources/ of assessment . active or previously experienced), which was defined as
measurement (measurerpe;nt). Describe (...) and compared with the patients’ resting and
comparability of s
assessment methods if postural tremors.
there is more than one
group
9 Describe any efforts to
Bias address potential sources of | No specific measures were implemented
bias
10 Explain how the study size | Page 4, para 1-3: “patients diagnosed with PD or ET,
, was arrived at followed in the Outpatient Neurology Department (...)
Study size Exclusi o . "
xclusion criteria: not applicable.
11 Explain how quantitative
L variables were hand!ed in Page 4, para 5-11: “For continuous variables (...)
Quantitative the analyses. If applicable, | goquencies were used (n, %).”
variables describe which groupings
were chosen and why
12 (a) Describe all statistical
o methods, including those Page 5, para 3: “For continuous variables (...)
Statistical used to control for .
methods confounding frequencies were used (n, %).”
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(b) Describe any methods
used to examine subgroups

and interactions Not applicable, we didn’t perform an examination of

subgroups and interactions.

(c) Explain how missing

data were addressed Not applicable, there was no missing data.

If applicable, describe
analytical methods taking | Not applicable, we did not perform inferential statistics,

account of sampling only descriptive analysis.
strategy
(e) Describe any sensitivity
analyses Not applicable, we did not perform any sensitivity
analyses
Results

13* (a) Report numbers of
individuals at each stage of

study—eg numbers Page 6, para 1, 2: A total of 50 patients were included,

potenj[ially eligi"bl.e,. ) of which 28 (56%) were male. The majority of the
examined for eligibility, patients included (90%) had a diagnosis of PD and the

f:onﬁnne(.l eligible, remaining patients had essential tremor (...) (85.6%)
included in the study,

Participants s were female.”
completing follow-up, and
analysed
i)te)l)ﬁ(iili;])eatrif)e:(;?se:é)lrl Isl‘?ang_e Not applicable, there was no non-participation
(c) Consider use of a flow Not applicable
diagram
14*  (a) Give characteristics of
study participants (eg
demographic, clinical, Page 6, 7: “50 patients were included, of which (...)
social) and information on | clinical characteristics of the patients.”
Descriptive exposures and potential
data confounders
(b) Indicate number of
gzgl(f:‘i)liaen;zhw\f;iﬁlsesﬁltg Not applicable, there was no missing data.
interest
15* Report numbers of Page 6, para 2 — page 7: “IT was reported in seven
Outcome outcome events or patients (...) internal tremor estimated at 4.0 Hz
data summary measures (figure 5).”

16  (a) Give unadjusted
estimates and, if
applicable, confounder-

Main results adjusted estimates and their
precision (eg, 95%
confidence interval). Make
clear which confounders

Not applicable, we did not perform inferential
statistics, only descriptive analysis.
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were adjusted for and why
they were included

(b) Report category
boundaries when
continuous variables were
categorized

Not applicable, continuous variables were not
categorized.

(c) If relevant, consider
translating estimates of
relative risk into absolute
risk for a meaningful time
period

Not relevant for our study.

Report other analyses

Other 17 done—ecg analyses of . Not applicable, the were no other analyses done
analyses subgroups and interactions,
and sensitivity analyses
Discussion
18 Summarise key results with Page 8, para 2-4: “internal tremor seems to be associated
Key results reference to study »
- (...) central pattern generator.
objectives
19 Discuss limitations of the
study, taking into account
o sources of potential bias or | Page 8, para 3, 5: “Obviously, we acknowledge (...) was
Limitations . .. . . . .
imprecision. Discuss both | not formally validated in our population.
direction and magnitude of
any potential bias
20  Give a cautious overall
interpretation of results
. c'on-s1d'er1ng obj e,C“,Ve,S= Page 8, para 2-4: “However, whether anxiety acts (...)
Interpretation limitations, multiplicity of . . .o,
was not formally validated in our population.
analyses, results from
similar studies, and other
relevant evidence
Generalisabil 21 Discuss the generalisability | pyoe g para 5: “We acknowledge additional limitations
it (external validity) of the (...) was not formally validated in our population.”
Y study results Y pop '
Other information
22 Give the source of funding
and the role of the funders
for the present study and, if | Page 9: “No specific funding was received (...)
Funding applicable, for the original | no additional disclosures to report.”

study on which the present
article is based
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Movement Disorders Clinical Practice (MDCP)
MANUSCRIPT PRE-SUBMISSION AND ETHICAL PUBLICATION GUIDELINES

Movement Disorders Clinical Practice (MDCP) complies with recommendations of the International Committee
of Medical Journal Editors. The journal is a member of the Committee on Publication Ethics (COPE) and
adheres to its principles.

Manuscripts that do not conform to the Journal's Ethical Publication guidelines will not be considered for
publication. Discovery of or failure to comply will result in rejection of the manuscript, retraction of the
published article, and/or a ban on future submissions by the author(s).

The Editors reserve the right to require authors to submit their original data for comparison with the manuscript’s
illustrations, tables, and results.

Authors are welcome to post a preliminary version of their manuscript on a preprint server (e.g. bioRxiv,
medRxiv), but once the manuscript has been accepted, the final version must not be posted. Rather, the original
preprint server posting should be updated with a link to the digital object identifier (doi) for the final version that
appears in MDCP. Authors should not assign copyright during the preprint process; authors should retain
copyright in their work when posting to a preprint server.

Preferably, authors should only grant “no re-use” licenses to their preprints. However, MDCP will consider for
publication submissions that have previously been assigned CC-BY (-NC/-NC-ND) as preprints. If a preprint has
been posted under a CC license, it is still possible to publish in the journal under the MDCP Copyright Transfer
Agreement (CTA).

Requirements for Experimental Investigation of Human and Animal Subjects

For experimental investigation of human or animal subjects, please state in the Ethical Compliance Statement
section that an appropriate institutional review board approved the project in accordance with all applicable
national and/or international guidelines/laws. The authors should also provide their allowance number for
performing animal experiments when available and should add a statement indicating that the principles outlined
in the ARRIVE guidelines and the Basel declaration including the 3R concept have been considered when
planning the experiments.

For those investigators who do not have formal ethics review committees, the principles outlined in the
“Declaration of Helsinki” should be followed. For investigations in human subjects, state in the Ethical
Compliance Statement section the manner in which informed consent was obtained from the subjects. Ethical
conduct of research should be explicitly disclosed in all submission types that appear in MDCP.

Patient Confidentiality and Consent

Authors are responsible for ensuring anonymity when required in photographs, patient descriptions, and
pedigrees in which a possibility of identification exists. When submitting a patient video or photograph in which
a patient can be identified, the corresponding author must provide the journal with written confirmation (via the
author copyright form, Section H) that permission has been obtained from the patient, patient’s guardian or, in
the event of the patient being deceased, next of kin, that stipulates that authorization has been obtained in
compliance with any laws regarding patient authorizations relating to the use or disclosure of protected health
information of the jurisdiction(s) to which the patient and the physician are subject including, if applicable, the
United States Health Insurance Portability and Accountability Act of 1996 (“HIPAA”). Section H of the
copyright form indicates that patient consent forms have been obtained and can be provided to the journal or its
readers if requested. Authors will not be required to upload consent forms during submission, but if a paper is
accepted for publication, all copyright forms must be signed and collected before the production process will
begin.
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According to HIPAA, the following core elements must be included in a patient consent form:

—_

A specific and meaningful description of the information to be used

2. The name of the Physician and/or Hospital allowed to disclose the information

3. That the video clip and/or photograph will be submitted for publication in a peer-reviewed medical
journal

4. That the video clip and/or photograph will eventually be used by the readers of a peer-reviewed medical

journal for educational purposes

An expiration date that relates to the individual or the purpose of the use or disclosure

6. The individual’s signature and the date the authorization is signed.

v

In addition, the patient’s consent form should include the following:

e A statement that the Patient has the right to revoke his or her consent in writing

e A statement regarding whether the Physician has the ability to condition medical treatment on the
Patient’s giving such consent

e A statement that information, once disclosed, may be subject to further disclosure by the recipient
journal, in which case confidentiality would no longer be assured. The consenting party must
understand, additionally, that in some cases the video might be re-presented elsewhere because the
journal has policies that allow permissions and/or use copyrighted materials with other educational
organizations. The consenting party must understand that in such a case the signed author’s consent
form may be shared with this third party and the consenting party consents to this sharing of
information for educational purposes.

Reporting Guidelines

Data reporting should follow appropriate checklists and guidelines (e.g., STROBE for observational trials;
CONSORT for clinical trials), and other checklists should be consulted for other reports including diagnostic
accuracy (STARD) or meta-analyses (PRISMA). Additional guidance on checklists and guidelines can be found
here: http://www.equator-network.org/

Checklists can be downloaded from the following:

STROBE: http://strobe-statement.org

CONSORT: http://www.consort-statement.org/consortstatement/
STARD: http://www.stard-statement.org/

PRISMA: http://www.prisma-statement.org/

Redundant and Duplicate Publication

The editors, members of the editorial board, and publisher's staff at MDCP take their responsibility seriously to
assure that the highest ethical publishing standards are maintained by assisting in safeguarding the medical
scientific literature against fraudulent publications. Please note that all manuscripts are run through plagiarism-
detection software as part of the submission process.

Examples of fraud in scientific research include (but are not limited to):

1) The submission of duplicate publications using similar data (i.e., attesting that work submitted is original
when, in fact, it was submitted to or accepted by another journal);

2) Falsification of data, copyright, or information regarding conflict of interest;

3) Submission of work from other sources that was not done by the author and is presented as a new and original
(plagiarism);

4) Authorship (allowing one’s name to appear as an author or adding an author to a manuscript) without
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substantial input or without having agreed to submission of the manuscript. (Please see "Authorship" section
below; all authors must meet all authors must meet ICMJE criteria for authorship.)

The above examples are not meant to be a comprehensive list of fraudulent publication practices, rather, they
should provide adequate basis for careful consideration of avoidable conflicts and editorial scrutiny regarding
inappropriate preparation and submission of manuscripts. Manuscripts that have appeared in publications that are
not peer-reviewed, are not registered in Pub Med, or are available only on the internet, will be considered for
publication in MDCP as long as the Editors are informed and grant approval prior to submission of the
manuscript for review. If there are questions as to any issues regarding inappropriate submission, the Editors
should be consulted prior to the submission. If a submitted or published manuscript is discovered or suspected to
be inappropriate, the authors will be asked for a written explanation. If the rationale provided by the authors
remains unsatisfactory in the judgment of the editors, the manuscript will be rejected or retracted. The provost
(or equivalent) of the authors' academic institutions will be informed of inappropriate submissions or
publications, and the authors will not be allowed to subsequently submit their research to MDCP. The journal
leadership will also inform the editors and publishers of other journals which have published manuscripts judged
to be inappropriately submitted to MDCP.

Use of Drug Names

Use generic names only in referring to drugs, followed in parentheses after first mention by any commonly used
generic variant.

Jurisdictional Neutrality

In alignment with our publisher’s policy on jurisdictional neutrality, MDCP recognizes that the global research
community includes diverse perspectives on many issues, including the legal status of certain countries/regions.
We believe the best way to respect those diverse views is for authors to be able to identify their own institutional
and country/region affiliations. We achieve this by being neutral on any jurisdictional claims. This means that
the geographical designations and institutional affiliations in published materials do not represent the journal’s,
the editors’, or MDS’ opinion about the legal status of any country or region.

ARTICLE TYPES AND LENGTH REQUIREMENTS

**If a submitted manuscript has merit but does not meet the requirements for novelty and impact, the editors
may suggest resubmitting the manuscript in a different format (which offer the author may of course choose to
either accept or decline). **

Clinical Research Articles

Description: Clinical Research Articles must present important and substantial new material. Articles can be
clinical material, electrophysiology, genetics, clinico-pathological or therapeutics with a direct relevance to
clinical practice.

Abstract: 250 words with headings: Background, Objectives, Methods, Results, Conclusions
Text: 3700 words

Text format: Introductory paragraph (no heading), Methods, Results, Discussion
References: 80

Graphics (Tables/Figures): 8

Clinical Assessment Articles

All requirements for Clinical Research Articles listed above apply to Clinical Assessment Articles, which present
a validation or other research study on a new or revised clinical outcome assessment or rating scale. The term
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“Clinical Assessment” includes rating scales, measurement tools, questionnaires, patient or clinician reported
assessments, outcome measures, and other instruments used to measure, rate, qualify, quantify or evaluate a
disease state. The copyright to the scales featured in Clinical Assessment Articles published in Movement
Disorders Clinical Practice will transfer to MDS upon acceptance and publication of the article. Prior to
submitting a Clinical Assessment Article to MDCP, please contact the International Parkinson and Movement
Disorder Society at ratingscales@movementdisorders.org to discuss publication requirements. Please confirm in
the Cover Letter that authors have contacted the Society prior to submitting.

Brief Reports

Description: Brief reports of clinical or translational research related to any aspect of movement disorders.
Important but negative results are best considered as Brief Reports.

Abstract: 150 words with headings: Background, Objectives, Methods, Results, Conclusions
Text: 1700 words

Text format: Introductory paragraph (no heading), Methods, Results, Discussion
References: 40

Graphics (Tables/Figures): 2

Review Articles

Description: There are three different types of reviews, and authors must identify the appropriate category at the
time of submission: 1) Systematic — Uses appropriate methods (PRISMA, SCOPUS), includes meta-analyses; 2)
Educational — Descriptive, pragmatic review with the aim of medical education for the reader; 3) Historical —
Provides history/evolution of a condition. NOTE: For Educational/Historical Reviews, the structure outlined
here may not be strictly applicable.

Abstract: 250 words with headings: Background, Objectives, Methods, Results, Conclusions
Text: 5,000 words

Text format: Methods, Results, Conclusion

References: No limit

Graphics (Tables/Figures): 5

Case Series with Literature Review

Description: Case Series may sometimes have a literature review, in which case this submission type should be
used. Description of individual cases up to 4 are allowed. If it’s more than 4 cases, authors are encouraged to
group data with a table and summary of demography and clinical characteristics rather than describe the cases
individually. The title may contain “Review of the Literature”.

Abstract: 200 words with headings: Background, Cases, Literature Review, Conclusions
Text: 2,500 words
Text format: Case Series (with subheadings Case 1, Case 2, etc), Literature Review, Discussion

References: 40
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Graphics (Tables/Figures): 5
Clinico-Pathological Cases

Description: These are cases with pathological diagnosis. The article should have an illustrative clinical report
and post-mortem or other diagnostic pathology with good illustration. Authors will prepare the case including
the pathological findings.

Abstract: 250 words with headings: Background, Objectives, Methods, Results, Conclusions
Text: 2,000 words

Text format: Case Report (or Series), Pathological Findings, Discussion

References: 15

Graphics (Tables/Figures): 3

Case Series

Description: Topics suitable for presentation for short reports include case series which illustrate new
phenomena, or original clinical research. Authors must have a minimum of 3 cases, from different families, in
order to use the “Case Series” article type. If there are more than 4 cases, authors are encouraged to group data
with a table and summary of demography and clinical characteristics rather than describe the cases individually.

Abstract: 150 words with headings: Background, Cases, Conclusions

Text: 1,500 words

Text format: Introduction, Case Series (with subheadings Case 1, Case 2, etc), Discussion
References: 10

Graphics (Tables/Figures): 3

Case Report

Description: Topics suitable for presentation as Case Reports include one or two cases that illustrates new
phenomena or original clinical research. A brief introduction to the case should be included without a heading.
At least one video is required for this type of submission.

Abstract: No Abstract

Text: 800 words

Text format: Introductory paragraph (no heading), Case Report, Discussion

References: 10

Graphics (Tables/Figures): 2

Clinical Vignette

Description: These are interesting cases that are not necessarily original but highlight differential diagnosis,

imaging or a treatment aspect (i.e. postural tremor in a patient with absent reflexes). At least one video is
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required for this type of submission. Clinical Vignettes that are mainly based in a video segment may have a
Commentary by an expert in the area.

Abstract: No Abstract

Text: 500 words

Text format: No headings
References: 5

Graphics (Tables/Figures): 1
Phenomenology Video

Description: These submissions include videos illustrating phenomenology of movement disorders (i.e. different
forms of myoclonus) with an educational multiple-choice question. Four options should be listed with numbers
and then the correct answer and explanation to be provided (with references). Format the text using the headings:
Question and Answer. This may be solicited by the editors or non-solicited.

Abstract: No Abstract

Text: 300 words

Text format: First heading should be the question, then another heading “Answer”
References: 2

Graphics (Tables/Figures): 1

Drug Trials

Description: Drug Trials (including negative drug trials) will be considered.
Abstract: 250 words with headings: Background, Objectives, Methods, Results, Conclusions
Text: 3,700 words

Text format: Introductory paragraph (no heading), Methods, Results, Discussion
References: 80

Graphics (Tables/Figures): 8

Viewpoint

Description: Viewpoints related to any aspect of movement disorders may be submitted without solicitation.
These submissions present a pragmatic or contrary view based on the author's opinion. NOTE: Special
concessions may be requested for official task forces.

Abstract: No Abstract
Text: 2,000 words

Text format: Headings are flexible and at author/editor discretion
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References: 40
Graphics (Tables/Figures): 1
In Focus

Description: In Focus submissions are reports of breakthrough findings published elsewhere which deserve a
comment in the journal. Please send a proposal to the Editorial Office prior to submitting.

Abstract: No Abstract

Text: 500 words

Text format: No headings
References: 5

Graphics (Tables/Figures): 1
Revealing Images

Description: Revealing Images can be any form of visual graphic of some clinical feature or investigation. For
example, a picture of a clinical sign or unique imaging including MRI, DAT Scans, DTI or other, and also EMG
video recording or video of microrecordings from functional surgery. These should be accompanied by a
paragraph of explanation. Authors may choose to include one multiple choice question along with a list of
possible answers, including an indication and explanation of the correct answer.

Abstract: No Abstract

Text: 200 words

Text format: No headings
References: 2

Graphics (Tables/Figures): 2 figures
Historical Perspectives

Description: Interesting old tapes/videos, sound recordings, photographs or seminal historical papers, or
previously published commentary by the author.

Abstract: No Abstract
Text: 500 words

Text format: No headings
References: 5

Graphics (Tables/Figures): 3
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Letters to the Editor: New Observations

Description: Letters containing original research which is not covered by any of the topics mentioned above will
also be considered.

Abstract: No Abstract

Text: 500 words

Text format: No headings

References: 5

Graphics (Tables/Figures): 1

Letters to the Editor: Published Article
Description: Letters in response to articles published in MDCP are welcome.
Abstract: No Abstract

Text: 500 words

Text format: No headings

References: 5

Graphics (Tables/Figures): 1

Letters to the Editor: Genotype & Phenotype

Description: Cases with genetic description of a new phenotype or expansion of a previously described
phenotype.

Abstract: No Abstract

Text: 800 words

Text format: No headings

References: 10

Graphics (Tables/Figures): 1

Letters to the Editor: Neuromodulation

Description: We encourage submissions from researchers and clinicians in the field of DBS, ablative surgery,
transcranial magnetic stimulation and any other form of incisionless neuromodulation.

Abstract: No Abstract
Text: 800 words

Text format: No headings
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References: 10
Graphics (Tables/Figures): 1
Editorial Commentary (Invited)

Description: Editorials will generally be solicited by the editors and are subjected to a review process. Authors
wishing to submit an editorial should seek the advice of the editors in advance.

Abstract: No Abstract

Text: 1,500 words

Text format: No headings
References: 25

Graphics (Tables/Figures): 1

How Do I? (Invited)

Description: Authors wishing to submit a “How Do I”” video must seek the advice of the editors in advance.
Abstract: 250 words, no headings

Text: 200 words

Text format: No headings

References: 5

Graphics (Tables/Figures): No limit

MANUSCRIPT SUBMISSION PROCESS

All manuscripts will be initially evaluated by one of the editors in chief. If the paper does not meet the journal’s
standards for peer review, both editors will discuss prior to making an editorial rejection decision. If an editor
has a conflict of interest, the other will handle the process without consultation. If peer review is deemed
appropriate, the paper will be sent out with the intention of securing one or more reviewers as needed. Authors
may indicate the names of potential referees as well as those whom they wish not to review the paper, but the
editor(s) will make the final reviewer decision. Reviewers are asked to provide their comments within two
weeks, and the editors aim to return decisions on all papers within four weeks of their submission.

This journal operates under a single-blind peer review model. Manuscripts are peer reviewed generally by two or
more anonymous reviewers and there is an oversight review by the two Editors-in-Chief, as outlined above.
Papers will only be sent to review if the Editor-in-Chief determines that the paper meets the appropriate quality
and relevance requirements. As with all papers, when an Editorial Board member has authored a submission, the
paper will be sent to reviewers who are not affiliated with the author or their institution and monitored carefully
to ensure there is no peer review bias.

Authors will be given a maximum of 60 days for major revisions and 30 days for minor revisions. Authors who
plan to resubmit but cannot meet their deadline can contact the editorial office to request an extension;
otherwise, the online system will prevent you from uploading the manuscript in the system.

Revisions may receive an immediate decision, may be sent back to the original reviewers, or, in rare cases, sent
to new reviewers for additional comments. This decision is at the discretion of the editors in chief.
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ScholarOne Submission System:

Authors may submit manuscripts and all supplementary material online
at http://mc.manuscriptcentral.com/mdcp.

Click on the "Check for Existing Account" button at the bottom of the opening page.

If you do not already have an account, then create one by clicking on the "Create an Account" button.
Click on “Author Center.” Follow the on-screen instructions carefully.

At the end of a successful submission, you will see a confirmation screen with your manuscript number,
and you will receive a separate e-mail confirming receipt.

e If these two messages do not appear, then go into your Author Center and make sure that you have
clicked on the “Submit” button or contact the editorial office.

PRE-SUBMISSION INQUIRIES

Generally, MDCP does not respond to pre-submission author inquiries. This applies to requests for feedback
about the suitability of a manuscript for MDCP based on a brief description of the objective, a copy of the
abstract, or a copy of the full draft manuscript.

Please review the journal’s Aims and Scope and the guidelines on this page to determine the suitability for the
journal and to choose the best article type for your submission.

The editors will only respond to inquiries about submission types that require prior communication: How Do I
videos and In Focus pieces.

PREPARING THE SUBMISSION
Cover Letter

The cover letter should be entered into the submission form, on Step 6. Briefly describe the scientific or clinical
importance of the manuscript. The cover letter must confirm that a) all co-authors have been substantially
involved in the study and/or preparation of the manuscript; b) no undisclosed groups or personal have had a
primary role in the study and/or in the manuscript preparation (i.e., there are no “ghost writers”); and c) all co-
authors have read and approved the submitted manuscript. Also, a statement that no ghost writing by anyone not
named on the author list must be included (see Editorial in Movement Disorders 2005:20:1536).

File Format

The manuscript file should be double-spaced, with page numbers and continuous line numbering. The file should
be in .doc, .docx. or .tex* format, with 1”” margins and 12pt font size. * Please see further instructions on LaTex
(.tex) submissions at the end of this section.*

Order of Manuscript Elements
(1) Title Page:

This should be the first page of the manuscript file, not uploaded separately. Include ALL the following:

e Video note: If an article includes a video, the upper right corner of the title page of the manuscript file
must be marked “Video is part of ms.”

o Article title: Titles should be short, specific, and clear. They should not exceed 100 characters. Do not
use abbreviations/acronyms in the title.

o Authors' names and affiliations: Provide author names as they should be published, including academic
degrees. Indicate the specific affiliation of each author with footnotes (superscripted, Arabic numerals).
If appropriate, see “Group Authorship” section for instructions on how to acknowledge members of a
group author.
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o Correspondence information: Name, address, telephone and email address of the corresponding author

e Word counts: For the Abstract (if applicable) and the main text. The word count excludes the title page,
abstract, tables, acknowledgements and contributions, and references.

e Running title: A short title not to exceed 45 letters and spaces

e Keywords: Upto 5

(2) Abstract:

If the chosen submission type requires an Abstract, it must be structured with subheadings. Authors are required
to spell out all abbreviations/acronyms in the structured abstract unless this has become accepted in the standard
scientific literature (e.g. DNA, MPTP).

(3) Main Text:
See instructions for the chosen submission type for specific formatting notes.
(4) Acknowledgment:

Do not include funding information in this section. Authors may include, as needed, (consistent with
requirements of courtesy and disclosure) participation of contributors to the study who are not included in the
author list.

(5) Author Roles:

At the end of the manuscript, list the itemized contributions in number/letter format, as below. These should
include but are not restricted to:

1. Research project: A. Conception, B. Organization, C. Execution;
2. Statistical Analysis: A. Design, B. Execution, C. Review and Critique;
3. Manuscript Preparation: A. Writing of the first draft, B. Review and Critique;

Author 1: 1A, 2B, 3B
Author 2: 2A, 3C

List each author (by their initials) beneath the numbered list information and refer to their specific roles in the
project and manuscript preparations by number and letter. For example: ECH: 1A, 2B, 2C, 3B

(6) Disclosures:

All submissions require a “Disclosures” section that covers the financial disclosures and conflicts of interest for
all authors. This should be presented in complete sentences and organized under the headings below:

o Funding Sources and Conflict of Interest:

Document all funding sources and potential conflicts of interest from each author that relate to the
research covered in the article, regardless of date. If there are none, please state: “No specific funding
was received for this work.” And “The authors declare that there are no conflicts of interest relevant to
this work.”

o Financial Disclosures for the previous 12 months:

Document all funding sources, not related to the current research in the article, for each author. If there
are none, please state: “The authors declare that there are no additional disclosures to report.”

NOTE: The copyright form that each author is required to sign also states that both of these entries are
documented in the submitted material.
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(7) Ethical Compliance Statement

All submissions, regardless of type, require an Ethical Compliance Statement at the end of the manuscript. This
must include all three of the following:

e Name of the institutional review board or ethics committee that approved the study. Alternatively, if
certain ethical guidelines were followed in the absence of an IRB, that should be stated.

e Declaration of patient consent — Detail what type (written, verbal) and how it was obtained and
documented, etc. If this was not required, include a statement affirming that “Informed patient consent
was not necessary for this work.”

e  Affirmation that all authors have read and complied with the Journal’s Ethical Publication Guidelines.
“We confirm that we have read the Journal’s position on issues involved in ethical publication and
affirm that this work is consistent with those guidelines.”

(8) References:

Cite references sequentially in the text by number and include a References section at the end of the manuscript
that lists all references in the order of appearance. MDCP complies with the reference style given in “Uniform
Requirements for Manuscripts Submitted to Biomedical Journals.” (See Annals of Internal Medicine
1982;96:766-771, or British Medical Journal 1982:284:1766-1770.) The reference section should be double-
spaced at the end of the text, following the sample formats given below. Provide all authors’ names when fewer
than seven; when seven or more, list the first three and add ‘et al’. Provide article titles and inclusive pages.
Accuracy of reference data is the responsibility of the author. For abbreviations of journal names, refer to List of
Journals Indexed in Index Medicus (available from the Superintendent of Documents, U.S. Government Printing
Office, Washington DC 20402, USA, DHEW Publication No. (NIH) 83-267; ISSN 0093-3821).

Sample References

Journal article

1. Krack P, Benzzzouz A, Pollak P, et al. Treatment of tremor in Parkinson’s disease by Subthalamic
nucleus stimulation. Mov Disord 1998; 13: 907-914.

Book

1. Fahn S, Jankovic J, editors. Principles and Practice of Movement Disorders, Philadelphia, Churchill
Livingstone, 2010, pp 96.

Book Chapter

1. Olanow CW. Hyperkinetic Movement Disorders. In: Fauci A, Braunwald E, Kasper D, Hauser S,
Longo D, Jameson JL, Loscalzo J. Eds. Harrison’s Textbook of Medicine 17th edition. 2008; p2560-
2565.

(9) Legends for Figures and Supplemental files:

Figure legends should be double-spaced and fewer than 40 words each. Refer to panels by capital letters (A, B,
etc). For photomicrographs, please include the type of specimen, original magnification, and stain type. Include
internal scale-markers on photomicrographs when appropriate. Where applicable, indicate the method used to
digitally enhance images. Every supplemental file should have a corresponding legend in the manuscript file.

(10) Tables

Tables should be included at the end of the manuscript file and each table should begin on a new page. Number
tables with Arabic numerals and provide the title above the table and list any footnotes must be listed beneath it.
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Do not include color elements or split tables into multiple parts (1a and 1b). Define all abbreviations and special
formatting using footnotes. Do not repeat the same information in tables and figures that is present in the text.
IMPORTANT: Each table must be limited to 2 pages in PORTRAIT (vertical) orientation, with at least 11pt
font. Overly wide or long tables will have to be rotated during typesetting and should be presented as
supplemental information instead.

Other Files

Color figures are encouraged, when appropriate. Each figure should be uploaded as an individual file. Do not
include figures in your manuscript file. Label each panel with one capital letter (A, B, etc.) and ensure that all
necessary axes are labeled. Font in figures should be at least 11pt. Identifying information such as dates, names,
and hospital locations should be removed or obscured before submission. Any illustration or figure from another
publication must be acknowledged in the figure legend and the copyright holder’s written permission to (re)use
any image online in MDCP must be submitted to the editorial office.

Digital Artwork Preparation

1. Check your software options to see if you can ‘save as’ or ‘export’ using one of the robust, industry-standard
formats. These are:

Encapsulated PostScript (EPS)

Tagged Image File Format (TIFF)
Portable Network Graphics (PNG)
Portable Document Format (PDF)

2. As a general rule of thumb, images that contain text and line art (graphs, charts, maps, etc.) will reproduce
best if saved as EPS or PDF. If you choose this option, it is important to remember to embed fonts. This ensures
that any text reproduces exactly as you intend.

3. Images that contain photographic information are best saved as TIFF or PNG, as this ensures that all data are
included in the file. JPEG (Joint Photographic Experts Group) should be avoided if possible, as information is
lost during compression; however, it is acceptable for purely photographic subjects if the image was generated as
a JPEG from the outset (many digital cameras, for example, output only in JPEG format).

4. If you are not sure which format would be the best option, it is always best to default to EPS or PDF as these
are more likely to preserve the high-quality characteristics of the original.

5. Microsoft Office. If you have generated your images in Microsoft Office software (Word, Excel, PowerPoint),
please convert the image to a PDF and ensure that all text is clear and legible at 100% zoom. Note that you might
be asked to send us the files in their native file formats.

6. Please ensure all images are a minimum of 600 dpi
Video Files

As of 2021, videos will be embedded in the published article in a similar way to which we currently embed
figures and tables. These files should be uploaded as “Embedded Video” files during the submission process.

In the manuscript:

e Every video must be cited in the main text.

e Please upload a placeholder image for each of your video files as an “Image” file in the submission
system. The file name should be “Videol Image” and “Video2 Image”, etc. If your paper is accepted,
this image will be typeset as close to the first video citation as possible, similar to tables and figures.
This static image must come from the video itself and will preferably correlate to the first frame of the
video file.
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e A legend must be included at the end of the article for each video, labeled “Video 1, Video 2,” etc. This
should concisely and sequentially describe what is seen in the video so that it can be readily understood.
Do not repeat explanatory material that is already in text. If there are multiple segments in a video,
please identify what happens in each segment (Segment 1, Segment 2, etc.)

File Requirements:

e  Video must be submitted with manuscripts online in one of the following digital formats: MP4, MKV,
MOV, AVI, FLV, MPEG-2 TS, MPEG-2 PS, MXF, LXF, GXF, 3GP, WebM, MPG, QuickTime.

e Video file names must be “Videol Image” and “Video2 Image”.

e Files may be no longer than two and half minutes each unless formal approval is obtained from the
editorial office.

e  Please limit file size to 100 MB, if possible. The combined manuscript files, including video, audio,
tables, figures, and text must not exceed 350 MB.

e  The aspect ratio for videos should be 16:9. Aspect ratios other than 16:9 will still play within the player.
However, black bars above and below or to the side of the video will appear.

e  Video files must include an audio soundtrack to work on the corresponding International Parkinson and
Movement Disorders site.

Content:

e Video content should be edited to illustrate the key findings in a concise and informative manner. The
video should be of high quality (both in content and visibility). The video should be edited to ensure
maximal efficiency and make the specific point; particularly, it should demonstrate the features
described in the text of the manuscript.

e The use of text and/or special transition effects between the titles, subtitles and video segments is
permitted. The video you submit should be the final product that will be published with the article.

e  The Editors reserve the right to request additional video editing by the authors (which may delay
publication).

e If'the audio in a video file is necessary for interpretation, please ensure that it is easy to hear.
Alternatively, subtitles can be added to the video file for easier comprehension or a “Transcription” file
can be provided.

Patient Consent:

e It is the responsibility of the corresponding author to seek informed consent from any identifiable
participant in the rich media files. Masking a participant’s eyes, or excluded head and shoulders is not
sufficient.

e  Authors are restricted from submitting video and audio that they do not have a license to.

e The corresponding author must confirm in the author copyright form (Section H) that he or she has
received a signed release form from each patient videotaped authorizing the offline and/or online
distribution of this video material.

e In addition, the Ethical Compliance Statement in the manuscript must include details about patient
consent. Manuscripts with videos will not be accepted until authors have signed and uploaded the
copyright form (Section H), which affirms that the authors have collected the appropriate
documentation.

LaTex Guidelines for Submission

LaTex users must use the File Designation "Main Document" from the dropdown box. For reviewing purposes,
you should upload to the journal's system (e.g. ScholarOne) a single .pdf that you have generated from your
compiled source files. Should your manuscript reach revision stage, figures and tables must be provided as
separate files. The main manuscript file can be submitted in LaTex (.tex) format. When submitting your revision,
you must still upload a single .pdf that you have generated from your revised source files. You must use the File
Designation "Main Document" from the dropdown box. In addition, you must upload your TeX source files. For
all your source files you must use the File Designation "Supplemental Material not for review". Previous
versions of uploaded documents must be deleted. If your manuscript is accepted for publication, we will use the
files you upload to typeset your article within a totally digital workflow.
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If you have further questions, we strongly recommend reviewing Wiley’s New Journal Design (NJD) Latex
Authoring Template.

LaTex Guidelines for Post-Acceptance:

Please check that you have supplied the following files for typesetting post-acceptance:

e  PDF of the finalized source manuscript files compiled without any errors.

e The LaTeX source code files (text, figure captions, and tables, preferably in a single file), BibTex files
(if used), any associated packages/files along with all other files needed for compiling without any
errors. This is particularly important if authors have used any LaTeX style or class files, bibliography
files (.bbl, .bst. .blg) or packages apart from those used in the NJD LaTex Template class file.

e  FElectronic graphics files for the illustrations in Encapsulated PostScript (EPS), PDF or TIFF format.
Authors are requested not to create figures using LaTeX codes.

Author Copyright Form and Legal Information

The author Copyright form includes (1) a statement on authorship responsibility, (2) a statement on financial
disclosure (Exhibit A), questions regarding copyright and federal employment, and instructions regarding a
statement of acknowledgment (Clause I). The full agreement must be read and signed by each co-author.
Electronic signatures are acceptable as long as the form is submitted with a validated electronic signature, such
as via DocuSign and AdobeSign. A typed name with no verification or ink signature is not permitted. The
corresponding author must sign the acknowledgment statement (5) if the contribution includes, discloses, or
incorporates any content (including any video or photograph) which identifies any individual patient(s), the
Contributor must obtain written consent per Clause V of the Copyright Transfer Agreement (CTA).

Authorship. MDCP adheres to ICMJE guidance authorship criteria. Please ensure that all authors listed meet the
requirements for authors.

Group Authorship. The journal does not limit the number of authors for an individual manuscript (unless
otherwise specified) providing that: a) If there are multiple authors, all authors must meet the full criteria and
requirements for authorship; b) If there is group authorship, one or more individuals are designated as authors or
members of a writing group who meet full authorship criteria and who take responsibility for the group. Other
members of the group are not authors individually, may be listed in the acknowledgment section (Flanagin A,
Fontanarosa PB, DeAngelis CD. Authorship for research groups. JAMA 2002;288:3166-3168).

NOTE: When a group author is listed in the author byline (consortium, task force, working group, etc), please
include a footnote on the title page: “Members of the X group are listed in Appendix 1.” Appendix 1 should then
be part of the manuscript file, not labeled as supplemental. This will be typeset in the main PDF and the
members will be indexed as “collaborators” in PubMed Central. Please limit the text of this section; the names
must be included in order for accurate indexation, but if you wish to include affiliations, committee participation,
etc., that additional detail should be presented in a separate Supplementary Material file.

Data Access and Responsibility. For clinical trials sponsored by pharmaceutical companies, authors must state in
their letter of submission that (1) they have had full access to the data, (2) they have the right to publish all the
data, and (3) they have had the right to obtain independent statistical analyses of the data. For any report
containing original data, at least one author should indicate that he or she “takes responsibility for the integrity of
the data and the accuracy of the data analysis” (DeAngelis CD, Fontanarosa PB, Flanagan A. Reporting financial
conflicts of interest and relationships between investigators and research sponsors. JAMA 2001;286:89-91).

Copyright.The International Parkinson and Movement Disorder Society will hold copyright to all articles and
videos that are published under the standard Copyright Transfer Agreement (CTA). (The copyright for any
article published under a CC-BY license remains with the author.) The CTA form is available here and will also
be provided after article acceptance by Wiley Author Services. In the language of the CTA, the Society is the
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“owner” of the copyright, and the author is the “contributor;” any co-authors are “co-contributors.” If you are a
government employee, please check the “Government-Owned Work” checkbox.

Open Access

MDCEP is a subscription journal that offers an open access (OA) option. You’ll have the option to choose to
make your article open access after acceptance, which will be subject to an Article Publication Charge (APC).
Note that if you select open access, the standard CTA form will not be required (the OA license will serve in its
place). For more information on this journal’s APCs, please see the Open Access page.

Note that certain funders mandate a particular type of CC license be used. This journal uses the CC-BY/CC-BY-
NC/CC-BY-NC-ND Creative Commons License.

The three options are as follows:

e Creative Commons Attribution License (CC-BY)
This is an open access article under the terms of the Creative Commons Attribution License, which
permits use, distribution and reproduction in any medium, provided the original work is properly cited.
e  Creative Commons Attribution Non-Commercial License (CC-NC)
This is an open access article under the terms of the Creative Commons Attribution-NonCommercial
License, which permits use, distribution and reproduction in any medium, provided the original work is
properly cited and is not used for commercial purposes.
¢ Creative Commons Attribution Non-Commercial No Derivs License (NC-ND)
This is an open access article under the terms of the Creative Commons Attribution-NonCommercial-
NoDerivs License, which permits use and distribution in any medium, provided the original work is
properly cited, the use is non-commercial and no modifications or adaptations are made.

For more information on Open Access and to find out if your funder or institution is willing to pay for your APC
see https://authorservices.wiley.com/author-resources/Journal-Authors/open-access/hybrid-open-access.html.
For more information on this journal’s APCs, please see the Open Access page.

Any authors wishing to publish their paper Open Access will be required to complete the payment in the Wiley
Author Services system, after acceptance and during production. Prior to acceptance, there is no requirement to
inform an Editorial Office that you intend to publish your paper Open Access. All articles are treated in the same
way as any other article. They go through the journal’s standard peer-review process and will be accepted or
rejected based on their own merit.

English Language Editing Services

Authors who are not perfectly fluent in English should have their manuscript professionally edited before
submission. A list of independent suppliers of editing services can be found at
http://wileyeditingservices.com/en/ All services must be arranged and paid for by the author, and use of one of
these services does not guarantee acceptance for publication. The journal will copyedit accepted papers to ensure
uniformity of language and style. American spelling, rather than British, is preferred.

Accepted Articles

The journal has an Accepted Articles section, in which articles will appear online within a few days of being sent
to production. This temporary posting will occur before copyediting, typesetting, and proofreading to allow
MDCP papers to be accessible and cited sooner in the publication process. At the time of final publication, the
accepted version will be replaced by the copyedited, typeset, and proofread version.

Supplements

MDCP is willing to consider publishing supplements to regular issues. Supplement proposals may be made at
the request of or by:
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The journal editors, an editorial board member or a learned MDS society member who may wish to
organize a meeting. Sponsorship may be sought and the proceedings published as a supplement.

The journal editor, editorial board member or learned society member may wish to commission a
supplement on a particular theme or topic. Again, sponsorship may be sought.

A sponsoring organization, often a pharmaceutical company or a charitable foundation, that wishes to
arrange a meeting, the proceedings of which will be published as a supplement.

In all cases, it is vital that the journal's integrity, independence and academic reputation are not compromised in
any way. When contacting the editors regarding a potential supplement, please include as much of the
information below as possible.

Title of supplement and/or meeting on which it is based

Date of meeting on which it is based

Proposed table of contents with provisional article titles and proposed authors

An indication of whether authors have agreed to participate

Sponsorship information, including any relevant deadlines

An indication of the expected length of each paper and guest editor proposals, if appropriate

Please note that acceptance of a supplement proposal does not guarantee publication. Supplements will only be
published upon passing peer and editorial review.

Peer Review Guidelines

The journal adheres to COPE’s guidelines for peer reviewers, and authors can expect all parties involved in peer
review to

Respect the confidentiality of peer review, and not discuss the manuscript or contact the authors or any
other people about the manuscript

Declare any conflicts of interest.

Provide an objective and constructive explanation for their recommendation.

Not allow their decision on a manuscript to be influenced by its origin or authorship.

Avoid requesting that the author cites the peer reviewer's own papers, unless there is a strong scholarly
rationale for this.

Not reproduce information or any part of the manuscript under review in any of their own work prior to
publication by the authors.

Only agree to peer review manuscripts within their expertise and within a reasonable timeframe.

Not delay publication.

Not use insulting, hostile, or defamatory language.

Destroy submitted manuscripts and all related material after they have reviewed them.
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SAO JOAO

DELIBERACAO DO CONSELHO DE ADMINISTRACAO

ApGs apreciagao e pareceres favordveis da Comissdo de Etica e do Centro de
Epidemiologia Hospitalar, considerando que se encontram reunidos os requisitos e
demais tramites previstos no circuito para submissdo de projetos de investigacdo no
Centro Hospitalar Universitario de S. Jodo e em conformidade com as disposicdes legais
em vigor, o Conselho de Administracdo - ao abrigo das competéncias previstas no
Artigo 71.° dos Estatutos dos hospitais, centros hospitalares, institutos portugueses de
oncologia e unidades locais de salide, aprovados pelo Decreto-Lein.? 52/2022, de 4 de

agosto - delibera:

1. Aprovar a realizacao do projeto de investigacao:
- “Internal tremor: characterization and quantification in a cohort of neurological
patients”.
Servico(s) onde decorrera o projeto de investigacao: Neurologia.
Investigador(a) principal: André Aires Fernandes
2. Remeta-se & Comissdo de Etica para os procedimentos adequados e demais

tramites convenientes.

/

CONSELHO DE ADMINISTRACAO DO CENTRO HOSPITALAR UNIVERSITARIO DE S. JOAO, EPE « REUNIAO DE 14 DE DEZEMBRO DE 2023

Presidente do Conselho de Administragao

Prof.2 Doutofa Maria Jodo Baptista

Vogal Executiva Vogal Executiva

Diretor Clinico Enfermeiro Dirgtor

Y

Prof.% Doutor Roberto Roncon Enfermeiro P
N

y Comiss3o de Etica
y Centro de Epidemiologia Hospitalar
y Direcdo Clinica

[ CE284[2023

MEC-IMO11-1




Centro de Epidemiologia Hos italar

Tomei conhecimento. Nada a opor. A DC.

13 de Dezembro de 2023

n°_ 284 / 2023

A Diretora W\ﬂd\e Epidemiologia Hospitalar

(Pro‘f.é\DB'utora Ana Azevedo) J
I SAO JOAO
DIRECCAG CLiNiCA
o) 14 DEL 2073
iy T PEDIDO DE AUTORIZAGAO

Realizacdo de Investigacao

Exmo. Senhor Presidente do Conselho de Administracéo
do Centro Hospitalar Universitdrio de Sdo Jodo

Nome do Investigador Principal:
André Aires Fernandes

Titulo da Investigagdo:
Internal tremor: characterization and quantification
in a cohort of neurological patients

Pretendendo realizar no(s) Servico(s) de:
Neurologia

a investigagdo em epigrafe, solicito a V. Exa, na qualidade de Investigador/Promotor, autoriza-
¢ao para a sua efetivacao.

Para o efeito, anexo toda a documentacdo referida no dossier da Comissdo de Etica do Centro
Hospitalar Universitdrio de So Jodo/ Faculdade de Medicina da Universidade do Porto respei-
tante a investigagdo, & qual enderecei pedido de apreciacdo e parecer.

Com os melhores cumprimentos. O Investigador/ Promotor
Porto, {5 de A \M\’ 1.) de_Joly. 35 £
Gt assinatura s 20 10‘30 .
i1 [ .Centro Hospitalal ASa spitalar
/ S £ ideﬂ\iOlOg”aHO P
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Parecer da Comiss3o de Etica do

Centro Hospitalar Universitario de S&o Jodo / Faculdade de Medicina da Universidade do Porto

Titulo do Projeto: Internal tremor: characterization and quantification in a cohort of neurological patients

Nome do Investigador Principal: Dr. André Aires Fernandes, interno de formacéo especifica em
Neurologia no CHUSJ.

Onde decorre o Estudo: No Servico de Neurologia do CHUSJ. Apresentou declaragéo da Prof.? Doutora

Elsa Azevedo, diretora do Servigo de Neurologia, que tem as condigcdes para a realizacdo do estudo.

Objetivos do Estudo:

Estudo observacional, com interveng&o, que pretende identificar e caracterizar o tremor interno enquanto
sintoma neurolégico, numa coorte prospetiva de doentes seguidos em consulta externa de
Neurologia/Doengas do movimento.

Como objetivos secundarios pretende-se quantificar de forma objetiva o ritmo e frequéncia da sensagéo de
tremor e compara-la com a frequéncia do tremor avaliado em individuos com tremor manual visivel (postural
e de repouso). A frequéncia do tremor interna sera avaliada usando uma analise acustica formal enquanto
os doentes exemplificam por som as caracteristicas do tremor interno. Sera usado o software GoldWave®
Inc. A frequéncia de tremor postural e de repouso serd avaliado por aplicacdo de smartphone
(StudyMyTremor®).

Concecao e Pertinéncia do estudo:

O tremor interno & um sintoma ainda pouco reconhecido, mas que tem sido descrito em doente com Doenca
de Parkinson. E descrito como uma sensagéo de tremor nas extremidades ou tronco sem se manifestar com
um movimento objetivavel. Apesar de aparentemente ndo incapacitante, € descrito por alguns doentes
como incomodativo. Desconhece-se o mecanismo fisiopatolégico e origem anatémica inerente ao tremor,
sendo que € sugerido que possa associar-se a outras doengas neuroldgicas, como tremor essencial ou
esclerose multipla. Estudos prévios sugerem a presenca de ansiedade como potencial fator de risco. Dada
a natureza n&o objetiva inerente ao tremor interno, esta condicdo pode ser subdiagnosticada, mesmo aos
olhos de neurologistas.

Doentes da consulta de Neurologia/Doengas do movimento. Tamanho da amostra: 100 participantes.

Estao definidos os critérios de inclusdo e os dados a recolher.

Beneficio/risco:
Conhecimento de um sintoma incapacitante e abordagem sintomatica.

Confidencialidade dos dados:
A cada participante sera atribuido um cédigo Unico. Todos os dados serdo anonimizados.
Apresentou um pedido de reutilizagéo de registos clinicos para Investigagcdo e Desenvolvimento ao RAI, e

uma ‘avaliag&o sobre o impacto da prote¢éo de dados’ para o EPD.



Respeito pela liberdade e autonomia do sujeito de ensaio:

Dispde de uma adequada informag&o ao participante e modelo de Cl do CHUSJ.
Curriculum da investigadora: Adequado a investigacao.
Data previsivel da conclusao do estudo: dezembro de 2023

Conclusio: Proponho um parecer favoravel a realizagéo do estudo.

Porto, 15 de setembro de 2023 / p
O Relator da WDO or Manuel Vaz da Silva
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SUBMISSAO DE PROJETO DE INVESTIGAGCAO

PARAPARECEREAUTORIZACAOQ

SAO ]OAO Preenchimento em formato digital obrigatério

Caro/a Investigador/a

Este questiondrio vai ser objeto de apreciagdo pela Comissdo de Etica (CE), que emitird o competente parecer; pelo

Responsdvel de Acesso a Informagdo (RAI), que emitird um despacho de autorizagéo ou indeferimento, relativamente

areutilizagdo da informagéo a que pretende ter acesso; pelo Encarregado de Protecéo de Dados (EPD), que emitird um

parecer, mediante a ‘avaliagdo do impacto sobre a prote¢do de dados’ (que deve anexar a este pedido); pelo Centro de

Epidemiologia Hospitalar; sendo enviado, num ultimo momento, para decisdo institucional do Conselho de Administra-

¢ao do CHUSJ. Os respetivos despachos de parecer e autorizacdo serdo exarados no final deste documento, e enviados

posteriormente, de modo a poder iniciar, nesse momento, a investigacdo a que se propde.

/IDENTIFICAQAO DOESTUDO

Titulo do projeto:

Data prevista parainicio:01 /09 /2023

Internal tremor: characterization and quantification in a cohort of neurological patients

Data prevista para o término: 01 /12

/2023

EQUIPA DE INVESTIGAGAO

1. Investigador principal
Nome:Andre Aires Fernandes

Afiliacdoinstitucional:

Grupo profissional:Medico

[X] CHUSJ [X] FMUP Outro:

Servico/ Departamento: Neurologia

Cédula Profissional n.%: 67855

2.Co-investigadores

Nome:

Contacto telefénico X Endereco eletrénico institucional: andre.aires.fernandes@chsj.min-saude.pt
Formacao em Boas Praticas Clinicas (GCP):[_] Nao [X] Sim

Afiliacao institucional:

Grupo profissional: Cédula Profissional n.°:
Contacto telefdnico: Endereco eletrénico institucional:
Nome:

Afiliacdo institucional:

Grupo profissional:

Cédula Profissional n.°:

Contacto telefdnico:

-

3.Promotor (se aplicdvel):

Endereco eletrdnico institucional:

(acrescentar n° de investigadores, se apropriado ao projeto de investigagdo)

1/6

~ce a7 2



e - =
CARACTERIZAGCAODA INVESTIGACAO

1. Metodologia da investigacdo
Qualitativa [] Mista (qualitativa+quantitativa) (] Outra.Qual?

Se quantitativa:
[] Experimental Observacional [ ] Semintervencao Com intervencao

Se experimental ou observacional com intervengdo, qual o tipo de intervencdo?
[] Algoritmo de decisao diagndstica/terapéutica [ ] Comunicacéo
[ ] Outra.Qual? medicéo do tremor por aplicac

2.Aleatorizagdo dos bragos de intervencao: Nio [ ] Sim
3.Se observacional, qual o desenho?

[] Coorte prospetivo [] Coorteretrospetivo [] Caso-controlo
Transversal [] Ecolégico [] Outro.Qual?

REALIZAGAO DA INVESTIGAGAO
Local onde se realiza a investigacio: CHUSI [ |FMUP [_] Outro

Servico/ Departamento: Neurologia

Existem outros Centros onde se realizara a investigagao? Nao [ ] Sirn.Quais?

ENTIDADE(S) QUE TUTELA(M) A INVESTIGAGAO
1. CHUSJ - Servico: Neurologia

2.FMUP - Departamento: Neurociencias

3. Outra instituicao. Qual?

ORIENTADOR (se aplicdvel)

Nome:

Afiliacdo: Endereco eletrénico institucional:

PROFISSIONAL DELIGAGAO (se aplicdvel - ver anexo)

Nome: Servigo:

ENQUADRAMENTODA INVESTIGACAO
Em trabalhoacadémico? X Nao [ ] Sim Conferidor de grau? Nio [ ]Sim

Sintese dos objetivos:

O presente estudo pretende identificar e caracterizar o tremor interno enquanto sintoma neurolégico, numa coorte
prospetiva de doentes seguidos em consulta externa de Neurologia-Doengas do movimento. Como objetivos
secundarios pretende-se quantificar de forma objetiva o ritmo e frequéncia da sensagéo de tremor e compara-la
com a frequéncia do tremor avaliado em individuos com tremor manual visivel (postural e de repouso). A
frequéncia do tremor interno sera avaliada usando uma analise acustica formal enquanto os doentes exemplificam
por som as caracteristicas do tremor interno. Sera usado o software GoldWave® Inc. A frequéncia de tremor
postural e de repouso seréa avaliado por aplicagdo de smartphone (StudyMyTremor®).

2/6



(7 o 0 . e ) . B
Fundamentacdo ética (incluir informagdo sumdria sobre o estado da arte, ganhos em conhecimento/inovacao, pon-
deragéo geral sobre beneficios/risco):

O tremor interno é um sintoma um sintoma ainda pouco reconhecido, mas que tem sido descrito em doente com
Doenga de Parkinson. E descrito como uma sensacgéao de tremor nas extremidades ou tronco sem se manifestar
com um movimento objetivavel. Apesar de aparentemente n&o incapacitante, é descrito por alguns doentes como
incomodativo. A data desconhece-se o mecanismo fisiopatoldgico e origem anatémico inerente ao tremor, sendo
que € sugerido que possa associar-se a outras doencas neurolégicos, como tremor essencial ou esclerose
multipla. Estudos prévios sugerem a presenga de ansiedade como potencial fator de risco. Dado a natureza nao
objetiva inerente ao tremor interno, esta condigéo podera ser subdiagnosticada, mesmo aos olhos de

Neiirnlnnistas esnecialmente aiiandn assnciadn a 11im exame neiirnldaica “narmal

PARTICIPANTES PREVISTOS PARA AINVESTIGAGAO
Estao definidos critérios de incluséo / de exclusio de doentes? [ | Nao Sim

Onde e como serdorecrutados os participantes no estudo?
De forma oportunistica na consulta de Neurologia

Qual é o tamanho amostral? 100

Esta prevista arecolha de material bioldgico especifico para a investigacao?
Nao [ ] Sim.Identifique ejustifique:

BENEFICIO/RISCO DECORRENTE DA PARTICIPACAO

Descreva os beneficios previsiveis:
Conhecimento de um sintoma incapacitante e abordagem sintomatica

Descreva os riscos/incémodos previsiveis:

nao aplicavel

CONSENTIMENTO INFORMADO, ESCLARECIDO ELIVRE

Prevé a obtencio de consentimento informado? [X] Sim  [_] Nao

Senado, justifique:

Prevé informacao escrita para os participantes? Sim. Enviar modelo preenchido.
[] Nao. Justifique:
O modelo para obtencao de consentimento é o modelo institucional do CHUSJ? Sim [ ] Nao

PROTECAO DE DADOS PESSOAIS
Necessita consultar registos clinicos? [_| Nao Sim
Esté previsto o tratamento de dados pessoais? [ ] Nao Sim

Se sim, de que forma ¢ garantida a pseudonimizagéo dos dados recolhidos? (codificacdo, uso de filtros, siglas...)

codificagdo, uso de siglas
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Descreva o patriménio informacional a que pretende ter acesso (v.g.: nome, idade, data nascimento, idade, morada,
diagndstico, histéria clinica, tratamento...):

numero de processo, idade, histéria clinica, resultados de MCDTs.

Estd prevista a criagio de um Banco de Dados? [ ] Nzo Sim
Estd previsto oregisto de som ou de imagem dos participantes? [_| Nao Sim

O estudo envolve investigacdo genética? Nao []Sim

PROPRIEDADE INTELECTUAL
De quem serd a propriedade intelectual da investigacdo e seus resultados?
Investigador [] Promotor [] Servico/CHUSJ] [] Todos

DIVULGAGAO DOS RESULTADOS
Estd prevista a divulgacio dos resultados da investigacdo? [_| Nao Sim
Se sim, estao definidos critérios de publicacdo? [X] Nao [ ] Sim.Quais?

CONTRAPARTIDAS PARA OS PARTICIPANTES
Estdo previstas contrapartidas para os participantes? Niao [ ] Sim

Pela participagao? Nio [] Sim
Pelas deslocacdes? Nao [ ] Sim
Pelas perdas salariais? Nio [ ] Sim
Por outras perdas e/ou danos? Nao [] Sim

EXAMES COMPLEMENTARES DE DIAGNOSTICO

Estdo previstos exames complementares de diagndstico, para além dos inerentes a rotina assistencial?
Niao [ ] Sim.Quais?

Por quem serao suportados estes custos?

PROTOCOLO FINANCEIRO
Existe protocolo financeiro com o CHUSJ? Nio [ ] Sim

SEGURO
Este estudo prevé intervencao clinica que implique a existéncia de um seguro para os participantes?

Nao [ _] Sim(sesim, junte cdpia darespetiva Apdlice) g
N
(- N
Data previsivel para fim das credenciais de acesso: 01 /12 /2023
X J
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DOCUMENTOS ANEXOS (em suporte digital)
Pedido de autorizagdo ao Presidente do Conselho de Administragao do CHUS]

Protocolo do estudo

Caderno derecolha de dados (CRF)
Declaracao Diretor(es) Servico(s)
Informagao Orientador
Profissional de ligacao

Informagéo aos participantes
Modelo de consentimento a utilizar

Instrumentos de avaliacao (escalas, inquéritos) escala de ansiedade

Curriculum/a vitae (investigador/es)

Questionario para Encarregado de Prote¢ao de Dados (EPD)

DOX XXX [OOX OO

Termo de Responsabilidade do Centro Académico Clinico (para investigadores da FMUP que ndo pertencam ao CHUS]J)

D Protocolo financeiro

D Outros:
\_ ' J

(TERMO DE RESPONSABILIDADE i

Aceitagdo dos termos e condicdes de reutilizagdo

Cumulativamente com as obrigac@es decorrentes da Lei n.° 26/2016, de 22 de agosto, maxime dos n.°2e 3do artigo21eonle
2do artigo 12, a0 submeter o presente pedido, concordo e fico ainda juridicamente vinculado aos seguintes termos e condic@es:

+  Comprometo-me a manter confidencial toda a informag&o a qual vou ter acesso;

*  Apos explicagdo do RAl do CHUSJ, embora a Lei 26/2016, de 22 de agosto, imponha como requisito a anonimizagao
sem possibilidades de reversdo, tal desiderato, é ndo sé uma impossibilidade matematica ja comprovada, como ainda
resulta num prejuizo para a investigacdo, face a quantidade e a qualidade da informac&o a retirar a fonte, razdo pela
qual, concordando com o RAl, assumimos como compromisso a pseudonimizagdo, o que imp&e uma avaliagdo e gestdo
do risco, num quadro ético-juridico que aceitamos e nos comprometemos a colaborar e respeitar;

*  N&o vou elaborar registos, suscetiveis de identificar ou tornar identificavel a identidade das pessoas a quem os mes-
mos dizem respeito;

«  Comprometo-me a consultar os processos clinicos nos termos e locais que me forem indicados para o efeito;

«  Tomei conhecimento, que a violacdo de qualquer dos compromissos aqui assumidos, podera resultar no apuramento
de responsabilidades disciplinares, civis e penais, e ainda, a impossibilidade futura de aceder a informagdo de sadde

para fins de investigacao.
*  Independentemente de requerer a Certid3o de Reutilizaco, DAta REuse Certificate for Research (DARE), comprome-

to-me a citar as fontes, sempre que publicitar, no todo ou em parte, resultados da presente investigacao.

A
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(COMPROMISSO DEHONRA EDECLARAGAODE INTERESSES

Eu André Aires Fernandes

abaixo assinado, na qualidade de Investigador Principal, declaro por minha honra que as informagdes prestadas neste
questiondrio sGo verdadeiras. Mais declaro que, durante o estudo, ser&o respeitadas as recomendagdes constantes na
Declaragdo de Helsinquia (1960, e sucessivas emendas), da Organizacdo Mundial de Satde, da Convencdo de Oviedo e
das Boas Prdticas Clinicas'(GCP/ICH) no que se refere & experimentacdo que envolve seres humanos. Aceito, também,
arecomendagdo da CE de que o recrutamento para este estudo se fard junto de doentes que ndo tenham participado
em outro estudo, nos Ultimos trés meses. Comprometo-me a entregar & CE o relatério final da investigacéo, assim que

concluido.

Data: 10 /08 /2023

AsmaMa
o

: ]
= B

\_

( coMI1SSA0 DE ETICA CHUSI/FMUP

1
{

| A Comissio de Etica para a Satde|
APROVA por unanimidade o parecer do |

1 2 opor 3
Saetn daera mrryiarie o ok
14dgud Geste projecto de investigagao.

Parecer da CE, emitidonareunidoplenariade /3~ / €49 /s 13
7

l
t
JJR;"‘;::or, pelo que n

~ ISR |
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N = _
N

| /
i \
(RAI_ 23049YMEY -~ /

RAI-Responsavel pelo Acesso & Informaggo no Centro Hospitalar Universitario de S50 Jodo [Art. o L e 26/2016 de 22 de Agosto)

3 : g “ ?:r entro
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T ca-ler-le]
A 9°, Lei 26/2016, de 22/8)
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/CENTRO DE EPIDEMIOLOGIA HOSPITALAR
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Yrguuwd ENCARREGADO DE PROTECAO DE DADOS (EPD)

%ﬁg‘;;fm@g CENTRO HOSPITALAR UNIVERSITARIO DE S. JOAO, EPE
sg"%’,q%@@ Paulo Alexandre Mota da Silva
“}@ oéﬁh‘i‘dé?‘;'é Encarregado de Protecdo de Dados do CHUSS

° "-\ gpd@chsj. min-saude.pt

SAO JO/Z&O Ref.2 CES CHUSJ: 284 / 2023

o

uantificaco de uma coorte de doentes neuroldgicos

Responsével pelo tratamentojAndré Aires Fernandes
instituigdo jCentro Hospitalar Universitdrio S8o0 Jodo (CHUSI)
Faculdade de Medicina da Universidade do Porto (FMUP)

Investigado ! A Externo
Contacto telefénico | 964829620 Endereco Eiectrc’micol u016820@chsi.min-saude.pt

Profissional de LigacdoN&o aplicavel

Amostrajl00

Elevado Muito Elevado

Analise e Risco! Toleravel

Parecer do EPD: Data: 12/12/2023

Finalidade: identificar e caracterizar o tremor interno enquanto sintoma neuroldgico, numa coorte prospetiva de doentes
seguidos em consulta externa de Neurologiza- Doencas do movimento. Como objetivos secundarios pretende-se quantificar de
forma objetiva o ritmo e frequéncia da sensagdo de tremor e compara-la com a frequéncia do tremor avaliado em individuos
com tremor manual visivel (postural e de repouso). A frequéncia do tremor interno serd avaliada usando uma anélise actstica
fermal enquanto os doentes exemplificam por som as caracteristicas do tremor interno. Serd usado o software GoldWave® Inc.
Afrequéncia de tremor postural e de repousc serd avaliado por aplicagio de smartphone (StudyMyTremor®).

Licitude: furdamento previsto no artigo 6{1}(a) e 9{2}(a} do RGPD.

Categorias de dados pessosis: varidveis identificadas com detalhe na AIPD, datada de 26/10/2023, ponto 13, tendo presente o
principio da minimiza¢Zo dos dados.

Conservacdo: os dados serdo alvo de pseudonimizagfio, armazenados em local seguro, em érea restrita com acesso limitado ao
Investigador Principal, com acesso z ficheiros protegido por palavra-passe, efetuando-se a conservacdo até a conclusdo da
investigacdo, durante o prazo méaximo de quatro (4) meses. Os dados recolhidos serdo destruidos apés a finalizagdo do estudo.

Comunicacdo de Dados: n&do ha partitha de dados pessoais.

Face ao exposto, e observadas as recomendagdes, entende-se que a presente AIPD apresenta os elementos necessarios para
assegurar que o tratamento é realizado em conformidade com o RGPD.

Recomendacbes:

Sempre que ¢ consentimento do titular for o fundamento de legitimidade adequado para o tratamento de dados, dever-se-a
assegurar que o mesmo é valido nas condi¢bes legalmente exigiveis: uma manifestago de vontade livre, especifica, informada e
inequivoca . Neste contexto, o consentimento deverd ser objeto de reflexdo por parte do participante fora do ambiente
hospitalar, devendo pare tal, existir a possibilidade de o mesmo remeter o consentimento por correio em envelope RSF.
Reforgar as medidas de seguranga previstas para a conservacdo dos documentos em formato de papel que impegam o acesso 3
" informac&o a pessoas ndo autorizacdas, bem como o seu manuseamento indevido;
Garantir medidas de seguranga adicionais no transporte dos dados com recurso a dispositivos electrénicos de armazenamento
" (Laptop), nomeadamente através de medidas de cifragem e autentica¢do;
Garantir medidas de segurangca adicionais (ex. transformar os dados com recursos a técnicas de generalizacdo, perturbacdo e/ou
como Ultimo recurso, & supressdo de dados) para os dados que, ainda que pseudonimizados, contém elementos informativos
4. que no seu conjunto possibilitam a re-identificagdo dos participantes, tendo presente a amostra em estudo (doentes seguidos
nz consulta de Neurologia / Doengas do movimento), em particular na fase de disseminagio ou publicacio dos resultados
(incluindo repositorios cientificos).

1de2




Em caso de necessidade de extensdo de prazo e/ou de gqualquer altera¢do dos gressupostos atinentes ao presente parecer o

" Investigador Principal deverd solicitar a reaprecia¢do do projeto de investigagdo ju

Revisdo AIPD:

D Data da préximarevisio: /[

Anexos:

N

W

[

. Processo CES n.2 284/2023

. Parecer CES {15/09/2023)

. AIPD (26/10/2023)

. Consentimento Informado e Informagdo ao Participante

. Protocolo de Investigagao

to do EPD,

f X lNéo carece de revisdo.

5

Assinado por: PAULO ALEXAKDRE MOTA DA
SILVA

Data:2023.12.12 12:45:05+02°C0'

Localizagao: CHUSJ
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