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Abstract Q
o
Introduction: This study was ed to determine a minimum data set (MDS) and design an Human T-

lymphotropic virus type 1(H -1y registry system with national scalability potential, focusing on HTLV-1 carriers
and patients with HTLV-1-ggs0cjated myelopathy/tropical spastic paraparesis (HAM/TSP).

Methods: This appljetiyeSEarch employed a mixed-methods approach, combining a systematic literature review with
the Delphi technig# %: was conducted at Mashhad University of Medical Sciences. Initially, a systematic review was
performed across PubNged, Embase, Scopus, and Web of Science databases to extract data elements related to HTLV-1
bsequently, the identified elements were developed into a structured questionnaire and validated
ds of the Delphi method involving 19 experts. The acceptance criterion for data elements was based on
pert consensus using a Likert scale. Finally, an HTLV-1 registry system was designed based on the
nimum data set.

finalized

Results: From 97 eligible studies, a total of 209 data elements for HTLV-1 carriers and 260 data elements for
HAM/TSP patients were extracted. Following the Delphi process, the final minimum data set was established,
comprising 147 data elements categorized into 11 domains for HTLV-1 carriers, and 137 data elements categorized into
9 domains for HAM/TSP patients. Additionally, a web-based registry system based on this data set was developed and
implemented as a pilot.

Conclusion: This study established a minimum data set for HTLV-1 carriers and HAM/TSP patients and developed a
corresponding registry system, providing a suitable platform for the systematic registration of HTLV-1-related
information and data.


https://ijbms.mums.ac.ir/?_action=article&au=971&_au=Houshang++RafatPanah
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What was already known on this topic?

e HTLV-1is a chronic infection with endemic prevalence in certain regions of the world, including X, and may lead
to HAM/TSP and long-term disability.

e The absence of an integrated HTLV-1 registry has resulted in fragmented data, difficulties in patient surveillance,
and limitations in evidence-based health system planning.

What this study added to our knowledge:

e This study proposes a minimum data set for the structured recording of information on HTLV-1 carriers and
patients with HAM/TSP, which may serve as a basis for integrating HTLV-1 data at the national level.

e The proposed registry system enables longitudinal patient follow-up, identification of transmissio ws, and
support for prevention programs and evidence-based decision-making in the field of HTLV-1.

e The simultaneous focus on asymptomatic carriers and symptomatic patients may facilitate earlysdentfication of
individuals at risk and help reduce disease transmission.

1. Introduction b

Human T-lymphotropic virus type 1 (HTLV-1) is a retrovirus causing lifelong infe‘ctwnd can lead to severe diseases
such as HTLV-1-associated myelopathy/tropical spastic paraparesis (HAM/;I'/ Swd adult T-cell leukemia/lymphoma
(ATL) [1]. Many carriers remain asymptomatic but contribute to viraIAtrans/‘miss@n, particularly via mother-to-child and
sexual routes [2,4]. HTLV-1 is endemic in regions including Iran, anld gi{eln_ the lack of definitive treatment, long-term
monitoring of carriers and patients is essential [6,5]. Coordinat/ed’g\lo'bal action has been called for, highlighting the
need for systematic data collection as a major challenge in infection management [7].

Disease registries are a key tool for addressing this %zilp,&r/oviding organized databases of demographic, clinical,
laboratory, and follow-up information to improve 3are,‘gl£ide health planning, and support research [8,9]. Successful
registries depend on defining a minimum data set'(MDS), which ensures standardized, complete, and shareable
information [11,10]. International HTLV-1 reg@ss, such as those in Japan and Europe, have focused on symptomatic
patients [12,13]. P

In Iran, limited information systems&qst for example, Norouzi et al. [1], developed a patient portal for HTLV-1 to
enhance engagement and healthcya |’nteractlon However, no national, integrated registry with an MDS exists, resulting
in fragmented data, I|m|te2 I&g)term monitoring, and challenges in research and policy-making.

This study aimed to dAetein/ine a minimum data set and design a national HTLV-1 registry focusing on carriers and
HAM/TSP patient’s{I I\I/IUMS, providing a standardized platform for data collection, improved patient management,

and evidence-based decision-making.
7

WA

This is a mixed-methods applied study that was conducted in four stages including a comprehensive literature review,
development of a minimum data set, compilation of a data dictionary, and design and pilot implementation of a web-
based registration system. The ultimate goal was to determine a minimum data set (MDS) and design a national HTLV -

1 registration system.
2.1. Comprehensive Literature Review

A comprehensive literature review was conducted on June 30, 2023, without any time restriction to retrieve relevant

studies. The search was performed using keywords in the title, abstract, and keywords fields of PubMed, Embase,
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Scopus, and Web of Science. All English-language studies that addressed the development of registry systems or the
identification of data elements for HTLV-1 and HTLV-1-associated myelopathy, as well as raw data entry forms, were
included in the present study. In contrast, conference abstracts and proceedings, letters to the editor, theses and
dissertations, and position papers were excluded. Because the aim of the literature review was to extract data elements
and registry-related components rather than to synthesize therapeutic evidence, methodological quality assessment of
the studies was not performed. The results of the search strategy (Supplementary Tables 1-4) and data extraction

(Supplementary Tables 5, 6) are reported in the Supplementary file.
2.2. Development of the Minimum Data Set (MDS)

The minimum data set was developed in three stages: &
2.2.1. Development of a Questionnaire and Classification of Extracted Data Elements
First, a questionnaire was developed based on the reviewed literature and the data elements e ac@om HTLV-1

registry forms. The questionnaire consisted of several sections. The first section the respondents’

characteristics (6 data elements), and the second section evaluated the importance ofythe MDD After each category, a

blank space was provided for comments on items not mentioned in the literature. Tk portance of the data elements

was determined using a five-point Likert scale, where 1 = not important at all,@ ghtly important, 3 = moderately

important, 4 = important, and 5 = very important. o &

To determine the main questionnaire categories, a focus group technij used, and four experts (two neurologists,

one immunologist, and one health information management specj iewed the items in a 5-hour session. Based on

expert consensus, some categories were removed and the final cl cation of the data elements was determined.

2.2.2. Validation of the Extracted Elements Using the@'i Method

neurologists and immunologists with experi or research background related to HTLV-1. Inclusion criteria were

The extracted data elements were validated usi:Qround Delphi method (14). The study population consisted of
relevant specialization in one of the mertioned fields, professional or research experience in HTLV-1, and willingness
to participate in the Delphi proces@ltﬂon criteria included failure to complete the questionnaire in any Delphi

round and withdrawal from the

In order to determine t ¥ questionnaires containing HTLV-1 data elements were distributed among 19 experts
(18 neurologists and hologist with expertise in HTLV-1) working in MUMS. Since the main focus of the system
was the follow-up atients with HAM/TSP and the neurological complications associated with HTLV-1, most

experts partifipating in"the Delphi process were neurologists. However, one immunologist with experience in HTLV-1
also toORypartyr the process.

The experts were asked to rate the data elements according to their importance. The degree of consensus among experts
was considered the acceptance criterion. Based on common approaches used in Delphi studies [14,15], data elements
with a median score of 1 to 2 were excluded, those with a median score of 3 were revised and entered into the second
round, and those with a median score of 4 or 5 were accepted. In the second round of the Delphi method, the same

acceptance criteria were applied. The collected data were then analyzed using descriptive statistics in SPSS version 16.
2.2.3. Assessment of MDS Feasibility Using the Focus Group Method

After determining the minimum data set in terms of scientific importance through the Delphi method, two 90-minute

focus group sessions were held with the participation of three experts (two neurologists and one health information
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management specialist). Feasibility was defined as the practical possibility of collecting each data element in the
clinical setting, taking into account the cultural, social, structural, and operational constraints of the healthcare system in
Iran. The focus group was used to assess the operational applicability of the data elements, identify items with a low

likelihood of being accurately recorded, and improve the quality of the final data included in the registry system.
2.3. Development of the Data Dictionary

After determining the minimum data sets for carriers and patients with HAM/TSP, a data dictionary was developed to
specify how, when, and by what method each data element should be recorded, and to serve as the core registry
document to ensure data quality and consistency. The data dictionary included five types of forms for textual data,
numeric data, multiple-choice items, checkboxes, and files. For each information item, complete specj ons were
documented, including definition, classification, input type, display format, confidentiality level, and/OWer relevant
details. The completed forms were compiled in an Excel file and sent to the software developers for%poration into

the registry system.
2.4. Design and Pilot Implementation of a Web-Based Registry System

The web-based registry system was developed using ASP.NET as the backend platfo ng with HTML and CSS for
user interface design, and SQL Server as the database management system. Th&sysiem architecture was designed as a

three-tier structure consisting of the presentation layer, business logic Iafl Matabase layer. To ensure security and
access management, user authentication was implemented through u&ﬁnd password based on predefined access
p

levels. In addition, system communications were secured using t% rotocol.

3. Results

3.1. Comprehensive Literature Review QQ
r

Following the database search, 2,353 studies leved for the determination of the minimum data set (MDS) for
HTLV-1 and HTLV-1-associated myelopath& screening and removal of duplicate records (563 articles), 1,790
articles were independently screene b.y 0 researchers based on titles and abstracts. In cases of disagreement,
decisions were made through di @ ﬁ/

focusing on HTLV-1, HAM@, registry systems, data elements, or data collection forms .After the initial screening,

d consensus. The inclusion criteria comprised English-language studies

1,677 articles that were irpel to the study objective or did not pertain to the development of the HTLV-1 Minimum
Data Set (MDS) wi &uded. Subsequently, 113 studies were selected for full-text review, of which 16 were
excluded. Finally, ies meeting the inclusion criteria were thoroughly examined, and relevant data were extracted.
Given the?@w‘a staddardized or pre-defined form in this field, all data elements and components related to HTLV-1

and ystems were extracted from these studies.

Because HTLV-1 and HTLV-1-associated myelopathy are rare and endemic in certain regions, mainly in developing
countries, the selected articles addressed only various aspects of HTLV-1 and HAM/TSP, and only one study pertained

to the HAM/TSP registry system in Japan [12]. Figure 1 presents the flowchart of study selection.



Accepted in Journal of Health Administration

Identification of studies via databases

|
Records identified from*:
-§ Databases (n =2353 ) Records removed before
'g Pubmed:388 screening:
= Scopus:761 Duplicate records removed
Web of Science: 504 (n=563)
§ Embase: 700
=
—
S h 4
Records screened based on title Records deleted based on title and
and abstract abstract Reason for being irrelevant
(n=1790) (n=1677)
= I
£ @
g L Records removed due fo &
Reports assessed for eligibility insufficient detail about data
(n=113) elements (n=16)

»

—

)
T Studies included in review
% (n=97)
£

—

Figure 1. Study selection flowchart

3.2. Validation of Data Elements UsingtheﬁphiMethod

Based on the findings from the reyje tLﬁies, particularly the Japanese HAM-net system and other literature relevant
to HTLV-1 and HAM/TSP, t| %elements for developing the registry for HTLV-1 carriers and HAM/TSP patients

were categorized into two, oups: demographic and clinical data.

3.2.1. First Round elphi Method

For HTLV-1egrriers, oF the 209 data elements evaluated in the first round, 123 reached consensus, 61 were excluded,
and | with a median score of 3 were entered into the second round of the Delphi process. Regarding
HAMZ;T%Yatients, out of 260 data elements, 122 reached consensus, 106 were excluded, and 32 elements (score 3)
were carried forward to the second round. Tables 7 and 8 present the data elements assessed in the first Delphi round
and the status of each element (accepted, excluded, or requiring reconsideration in the second round) for HTLV-1

carriers and HAM/TSP patients (Supplementary Tables 7,8).
3.2.2. Second Round of the Delphi Method

In this round, 25 data elements for HTLV-1 carriers and 32 for HAM/TSP patients were reviewed, resulting in a final
agreement on 41 data elements. Some modifications were also made to the classifications. Given that the registry’s

objective was to facilitate patient follow-up, experts in the second round identified the necessary follow-up data
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elements for each condition, which led to the determination of 24 elements for HTLV-1 carriers and 17 elements for
HAM/TSP patients.

During the focus group sessions held after the second Delphi round, the data element “homosexuality,” which had
initially achieved the required score for inclusion, was excluded based on feasibility assessments and expert feedback.
In addition to “homosexuality,” other socially and economically sensitive variables—including financial information—
were discussed in the focus groups regarding the feasibility of collection and data quality. These were ultimately
excluded from the final set due to the high risk of incomplete or inaccurate reporting. Tables 9 and 10 present the final

Minimum Data Set (MDS) confirmed by the experts after the completion of the Delphi process (Supplementary Tables

9, 10).
N

Ultimately, the final data items were developed for HTLV-1 carriers (Table 1) and HAM/TSP pa@le 2).

3.3. Final Minimum Data Set (MDS)

The final MDS for HTLV-1 carriers was classified into 11 main categories: Informed Basic Information

(including identification, primary, demographic, contact, and registry details), FamiWAglistory, Care Measures, Disease

Progression, Transmission History and Routes, Laboratory Tests (including general, mi matory, and screening tests),

General Examination and History, Treatment, Research, and Follow-up _Sirpdarly, the final MDS for HAM/TSP

patients was classified into 9 main categories: Laboratory Tests, Measurgs@e Progression, Clinical Complications
I

(i.e., sensory, sphincter, balance, motor, and autonomic), Clinicalb
system, coordination, gait, and rising), History of Other Diseases@ ions, Questionnaires, and Follow-up.

tions (including motor system, sensory

Table 1. Final data elements for HTLV-1 carriers {&

Categories name Data elements
. Identlty national code, name, surname, father's name
information
. Prlmar_y Gender, date of birth, age, place of birth
information

Father's birthplace, mother's birthplace, religion, race

Demographic Marital status, occupation, level of education, height, weight, BMI

Basic information

information
Contact Country, province, city, town / village, mobile phone, second mobile phone, landline,
information home address, email
Full work address, postal code
Record . .
. ; Record number, recording date, referral patient, referral center
information

Date of referral
Informed consent .Consent, consent to data reuse, consent of legal guardian
Contamination of Brothers, Contamination of mother, Contamination of father,
.Contamination of children Contamination of spouse, Contamination of Sisters,
Contamination relatives of grade 2
Care measures The purpose of care activities
Profession of the person performing the care activities
Age of the patient at the onset of Progression, Date of detection of contamination,
symptoms, the interval between the onset of symptoms to the diagnosis of the disease
Disease progress trend (delay in diagnosis), the interval between the onset of symptoms to the recording of
information (duration of symptoms), the interval between diagnosis of infection and
.the onset of neurological symptoms
Unusual sexual Multiple partners, Homosexuality, Breastfeeding, Prison record,
Dialysis history, contacts, history blood transfusions, History of blood donation,
History of Member transplant history, History of dentistry, History of cupping,
addiction, History of infection with other viruses, Birth history, breastfeeding history
for children
High-risk sexual contact, History of needle stick, History of surgery, Hospitalization

Family information

Transmission history and
method
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.history, Tattoos, History of cupping, History of Vaccination

Bilirubin total, Alkaline phosphate, PLT, CRP, ESR, AST, ALT, MCV, RBC, WBC,
Vitamin B12 Serum, T4, T3, RF, Creatinine, LDL, Cholesterol, FBS, Bilirubin direct,
ANA, Anti dsDNA Ab, Anti SS-B, Anti-SSA, ,<PTH Serum Aldolase level <TSH
C- p-ANCA, Anti-phospholipid Ab(IgG), Anti-phospholipid Ab(IgM), Anti-JO 1,
CD25Count, BUN, K, Calcium, Mg, CD4Count, CD3Count, CD8Count, ANCA,
Anti-Cardiolipin Ab.

General tests

Tests

Blood group RH, Vitamin D Serum, Vitamin E Serum, Anti-phospholipid Ab (IgM),

Folic Acid
Screening tests Serum anti-HTLV-1Ab (ELISA)
Confirmatory tests Westren blot(WB), HTLV-1 PCR, HTLV-1 Viral load

Bladder disorder, Lower limb weakness, Symptoms of nervous system involvement,
Reduced or impotence Sensory signs such as Reduced or impotence, Constipation,
General exam and history Liver, Ascites, Spleen touch, Lymphadenopathy, Spleen touch, needle and burning, &
Symptoms of History and skin examination, History and eye examination,
.hematologic nervous system involvement

Disease course Date of diagnosis, progression
Treatment Need for drug treatment, drug name
Biological sample for research, biological sample for molecular detection, Link to
Research Biobank

Time of sending SMS or e-mail, date of patient re-visit, need to refer to relevant
specialist, date of death, cause of death
Time to call the patient

e
>

Categories name Data elements

Follow-up

Table 2. Final data elements for HAM-TSP

HTLV- 1AB CSF, WBC in CSF, HTLV- | Viral load in CSF

=C CSF Glucose, HTLV-1 ELISA in CSF

Brain MRI, Cervical MRI, Lumbosacral MRI, EDX
Measures

Thoracic MRI

Patient age at onset, interval between onset of symptoms until diagnosis, interval between
Disease trend onset of symptoms and recording of information (duration of symptoms), interval between
.diagnosis of infection and onset of neurological symptoms, progression
Sexual dysfunction, Ejaculation disorders, Vaginal dryness and <Fainting and Dizziness

Autor_mm_m vaginismus, Excessive sweating, No sweating, Frequent falls, Constipation, Diarrhea,
complication - - .
Premature satiety, Erectile dysfunction
Anesthesia, onset time, location, symmetry, tingling and tingling, onset time, location,
Sensory - . ; . - . : . .
- symmetry, burning pain, back pain, radicular pain, relative relief of discomfort with
@ complication . : . - .
S .movement of the limbs, discomfort in the lower extremities when sleeping
= Sphincter Frequent urination, urinary incontinence, urgency, feeling of complete emptying, nocturia,
= complications .retention / straining when urinating, delayed onset of urination
Q.
IS Bal_ancg .Imbalance in walking, lack of skills in fine work, difficulty in speaking
8 complications
= Weakness, onset time, location, symmetry, preference, how to start symptoms, garlic,
§ Motor difficulty getting up from a chair, stiffness of limbs, cramps, tremors in limbs, location,
= complications symmetry, worsening of symptoms by bending the neck, worsening of weakness with activity
Frequent fluctuations in weakness throughout the day, worsening of symptoms with heat
Impaired running, difficulty walking, slowness in movements, involuntary movements in
limbs or torso
Recognition . .
complications Mood and personality changes, type (mood and personality changes)
= Abnormal movement, type, location, preference, muscle atrophy, location of atrophy(right
= upper limb, left upper limb, lower right limb, left lower limb), tenderness to the touch of
€ ¢ Motor system . :
g % muscles, location of tenderness to the touch of muscles, muscular strength (proximal, upper

clinical

limb Distal right upper limb, Proximal left upper limb, Distal left upper limb, Proximal right
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lower limb, Distal lower lower limb, Proximal left lower limb, Distal left lower limb, Axial
muscles), Deep temporal reflexes (DTR), Upper limb (upper extremity) Right, left
brachioradialis, right biceps, left biceps, right triceps, left triceps), lower limbs (right patella,
left patella, right Achilles, left Achilles), skin reflexes (right reflex palate, left reflex palate,
left reflex , Left ventricular cutaneous reflex), pathological reflexes (right Hoffman, left
Hoffman), foot clone (right foot, left foot), SLR (right side, left side), defect in walking on
toe, defect in walking on heel
.Fasciculation, myochemistry
Superficial touch (proximal right upper limb, proximal left upper limb, distal right upper limb,
distal left upper limb, proximal right lower limb, proximal left lower limb, distal right lower
limb, distal left lower limb), sensation of pain and heat (proximal Right upper limb, Proximal
Sensory system left upper limb, Distal upper right limb, Distal left upper limb, Proximal lower lower limb,
Proximal left lower limb, Distal lower right limb, Distal left lower limb), Depth sense,
Position (right upper limb, limb Upper left, right lower limb, left lower limb), Vibration (right
upper limb, left upper limb, right lower limb, left lower limb) Hyperalgesia
Allodynia¢« Saddle Anesthesia« Sensory level

Coordination Finger typing (Right, left) Rapid < Heel to shin (Right, left)<Finger to nose (Right, left) v
system Rebound phenomenon <alternative movement (Right, left) Truncal instability
Nystagmus, Past pointing -
V;ZLké?r?g f;d Estimating the Spastic gait, Wide base stance, Fixed posture, Motor Disability Grading,

examinations severity of disability, type

Tandem gait, Romberg test

History of other Non-neurological diseases related to HTLV-1, type, Neurological diseases related to HTLV-1,
diseases type
Medications Antispasmodics, Vitamin Supplements, Other
. . UDI- OABSS(3Question), Expanded Disability Status Scale (EDSS) (1Question),
Questionnaires 6(6Question)
QOL(36Question)

Time of telephone contact with the patient, time of sending SMS or e-mail, date of patient re-
visit, need to refer to the relevant specialist, date of death, cause of death

3.4. Data Dictionary Definition 0

Following the identification of data elements a t@ubmission to software designers, a meeting was held with the

software development team and three exper alize and approve the completed forms. The data dictionary was

Follow-up

presented in five tables, encompassing nemeric features, text fields, checkboxes, and multiple-choice options.

3.5. Web-Based Registry Systea} q , ')
An HTLV-1 registry syste a
both patients and carriez&rle system provides advanced search functionality and structured data entry. During the pilot

phase, the informatj 0 HTLV-1 carriers and 120 HAM/TSP patients was recorded in the system. Figures 2 and 3
illustrate the interface'Qf the registry system.

®

eveloped with capabilities for recording, searching, and managing information for
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4. Discussion

The aim of this study was to determine a minimum data set (MDS) and design a scalable HTLV-1 registry system, with
a specific focus on carriers and patients with HAM/TSP. Our findings demonstrate that a mixed-methods approach,
incorporating a comprehensive literature review, the Delphi method, and focus groups, enables the extraction and

refinement of data elements that are both scientifically valid and practically implementable.

During the literature review phase, a large number of data elements were extracted for HTLV-1 carriers and HAM/TSP
patients, reflecting the heterogeneity of data and the lack of a standardized approach in previous studies. This finding
aligns with reports from international registry systems, such as the Japanese HAM-net and European rare disease
registry platforms, which have emphasized the necessity of defining a minimum data set to reduce data‘fﬁagwjntation
[12,13]. The two-round Delphi process in the present study led to a consensus-driven reduction ‘cidatavelements,
resulting in a final set of 147 elements in 11 categories for HTLV-1 carriers and 137 element;m 9 categories for
HAM/TSP patients. This gradual reduction illustrates the distinction between the theoretical importance of data

elements and their practical feasibility within real-world healthcare settings.

A

Analysis of the MDS structure revealed that the majority of data elements are concentrated in two domains:
demographic and clinical. Demographic data—particularly identification and contact‘info)r'mation—are fundamental for
patient identification, follow-up, and retention over time. This aligns with studie‘s/on‘chronic and rare disease registries,
which identify such data as the foundation for longitudinal patient manitMg [13,16]. Conversely, clinical data,
including diagnostic information, laboratory tests, physical examinﬁns,yand treatment records, form the core of
clinical decision-making, disease progression assessment, and dang/Zn research .A notable feature of our proposed
registry is its simultaneous focus on asymptomatic carriers and‘HZM/TSP patients. While many existing studies and
systems in the HTLV-1 field have primarily focused on glmcal aspects and symptomatic patients [12,17], the present
study prioritized asymptomatic carriers as a critical g‘;ajp%r monitoring and transmission prevention. Identifying and
monitoring HTLV-1 carriers can play a sign}@?an}?oﬁ in preventing viral transmission, particularly from mother to

child. This feature transforms the proposed system into a preventive tool alongside its clinical applications.

Furthermore, although some subcategorles ‘of clinical examinations, such as cranial nerve examinations, were initially
extracted from the literature, they falledl to achieve sufficient scores during the Delphi and focus group processes to
remain in the final MDS. Ti?pa}tijcipating experts concluded that these elements have a limited role in the routine
monitoring of HAM/TSP;aE;nlts and lack clinical necessity in real-world practice. Their exclusion was based on expert
consensus aimed 'atr‘edu%g system complexity and improving feasibility. Reviewing related registries in other
countries also revea?f,ﬁat these components are not routinely included in most HTLV-1 and HAM/TSP data sets; this

~
further confirms that the results of the present Delphi study are consistent with international approaches [18-21].

7

Informed consent represents a cornerstone of medical ethics, ensuring patients’ autonomous, free, and informed
participation in clinical or research decision-making [21]. The necessity of documenting informed consent within
HTLV-1 registry systems has been previously highlighted by the Japanese HAM/TSP registry, the European rare
disease registry platform, and various other studies [12,13, 22-26]; consequently, this component was incorporated into
the MDS developed in the present study .Ultimately, this registry is not merely a data repository; it serves as a strategic
instrument for health authorities to optimize resource allocation, track epidemiological trends, and evaluate the efficacy

of future therapeutic interventions at a national level.

Conclusion
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By defining a minimum data set and designing a scalable HTLV-1 registry system focused on both carriers and
HAM/TSP patients, this study has taken a fundamental step toward systematic data collection and improved
management of this chronic infection. The developed registry can support evidence-based clinical decision-making,
health planning, and future research by providing comprehensive, valid, and reliable data. The dual focus on
asymptomatic carriers and symptomatic patients is a distinctive feature that positions this system as an effective tool for

long-term monitoring and national-scale prevention of HTLV-1 transmission.

Online supplements: The details of the search strategy (Tables 1-4), data extraction process (Tables 5-6), the list and
status of data elements in the first Delphi round (Tables 7-8), and the final confirmed Minimum Data Set (MDS)
following the Delphi process (Tables 9-10) are provided in the Online supplementry file.
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Online Supplements

Search strategy for in the database

Table 1. Search strategy in the Embase database

#Number Strategies N
1| ("Human T-lymphotropic virus 1":tiabkw or "Human T lymphotropic virus 14,035
1":ti,ab,kw or HTLV-I:ti,abkw or HTLV-1:ti,abkw or "Paraparesis, Tropical
Spastic":ti,ab,kw or "HTLV-1-associated myelopathy/tropical spastic
paralysis":ti,ab,kw or "HAM/TSP"":ti,ab,kw) -
2 | (‘'minimum data set':ti,ab,kw or 'minimal data set"ti,ab,kw or ‘core data set"ti,ab,kw ,&60
or 'dataset":ti,ab,kw or 'common data elements".ti,ab,kw or 'datasets as topic':ti,ab,kw
or 'registries':ti,ab,kw or 'registry'.ti,ab,kw or ‘form".ti,ab,kw)
3 1 6 700
Table 2. Search strategy in the PubMed database
#Number Strategies N
1 ("Human T-lymphotropic virus 1"[MeSH Terms]) AND isiry[MeSH Terms]) 2
2 | "Human T-lymphotropic virus 1"[Title/Abstract] OR " lymphotropic virus 7,236
1"[Title/Abstract] OR HTLV-I[Title/Abstract] O -1[Title/Abstract] OR
"Paraparesis, Tropical Spastic"[Title/Abstra OR "HTLV-1-associated
myelopathy/tropical spastic paralysis"[Title/Abstrac "HAM/TSP"[Title/Abstract]
3| "minimum data set"[Title/Abstract] or "mi %ta set"[Title/Abstract] or "core data 1,240,475
set"[Title/Abstra "'dataset”[Title/Abstract] or "common data
elements"[Titl ct] or "datasets as topic"[Title/Abstract] or
"registries"[Title/Abstract] jstry"[Title/Abstract] or "form"[Title/Abstract])
4 P 2 AND 3 388
A
5 (o ” 10R4 388
%
Table 3. Search strategy i t@opus database
#Number Strategies N
1 | TITLE-ABS-KEY (("Human T-lymphotropic virus 1" or "Human T lymphotropic 9,839
ireg, 1" or HTLV-l or HTLV-1 or "Paraparesis, Tropical Spastic" or "HTLV-1-
associated myelopathy/tropical spastic paralysis" or "HAM/TSP"))
2/ TITLE-ABS-KEY ("minimum data set" or "minimal data set" or "core data set" or 5,142,527
"dataset" or "common data elements" or "datasets as topic" or "registries” or "registry"
)"form"or
3 1 AND 2 761

Table 4. Search strategy in the Web of Science database

#Number Strategies N
1 TS = (("Human T-lymphotropic virus 1" or "Human T lymphotropic virus 1" or HTLV-lor | 12,815
HTLV-1 or "Paraparesis, Tropical Spastic" or "HTLV-1-associated myelopathy/tropical spastic
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paralysis" or "HAM/TSP"))

2 TS = ("minimum data set" or "minimal data set" or "core data set" or "dataset" or "common | 2,760,934
)"form"data elements" or "datasets as topic" or "registries” or "registry" or
3 1 AND 2 504
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Comparison of MDSs in the included study

Table 5: Comparison of MDS of carriers in the included study

Satisfaction 12

Consent information Consent to reuse data 1
Consent of the legal guardian 2
National rare disease code A’\/i
Patient record number 1
Identity information Frequency of visits A il
Service date |1
death Date of Vo d w7
Cause of death - 1
Iranian national code A \V 3
Name 10
Surname ,’V 8
Father's name 1

Job A
Gender 20

Date of birth ‘ s 7 28
Religion

Basic Ratio \?

information Father's birthplace
Mqffigks Hthplace
Marital status
Mber of marriages

Family relationship with spouse
Spouse's birthplace
Number of children

A evel of educationL

Country
Province
City
Contacts Cellular phone
information Landline phone
Work address
Home address
Postal code

Social Employment status

economic The number of family members
information

R, N R, RPN WER R R NNRRRPROOR RO,

Y4



Path of care

Family information

Care activity

Sickness period

Patient status

History and method of
transmission
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being-State of well
Insurance status

Living conditions in endemic areas

Income
Referral center

Date of referral

Contamination of father
Contamination of mother
Contamination of Brothers
Contamination of Sisters
Contamination of spouse
Contamination of children
contamination ’nd degree relatives2
Type of care provided

The profession of the person performing the activities
Date of detection of contamination M V

(Progress (virus load

Height f\,7

Weight

isabilityD </

history Prison

Breast milk consumﬂi\/y

Duration of milk consumption

Sexual contaAv

Homosexualﬁy B

Risky sexual contact

Multiple sexual partners
mrvl/ected sex
* products History of receiving blood and blood
\’History of blood donation

History of Needle stick

Smoking

Dialysis

Work in hospitals or clinical centers

Alcohol consumption

Dental practice history

History of surgery

History of hospitalization

tattooing History of

History of cupping

Organ transplant history

History of drug addiction

History of infection with other viruses

Birth history

-
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General tests

$

&Z
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Transmission from mother to child
History of breastfeeding children

Vaccination history

Blood group and RH

Lym
Neut
WBC
MCV
HB
RBC
PIt
CRP
ESR
AST
ALT
Alkaline phosphat
Bilirubin total
Bilirubin direct
FBS

TG
Cholestrole
LDL

HDL

LDH

BUN
Creatinine

Uric Acid
Na Y

o
K
P o
Mg
JMonocytes
GTP
Protein
ALP
RF
electrolytes
IgA
IgE
U/A
Cr
Neoprotein
Serum 12Vitamin B
Vitamin D Serum
Vitamin E Serum
Folic Acid

-\

AR

I—‘CA)HNHHHNAI—‘I\)-&@I\)NH\I#HNW-&#NHNHI\)HI\)O\)&?

8

12

1

1

9

3

12

1

2
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TPO Anti

T4

T3

TSH

T3RU

Serum PTH level

CPK

Aldolase

B-Anti SS

SSA-Anti

Anti dsDNA Ab

ANA

(IgM) phospholipid Ab-Anti
(phospholipid Ab (IgG-Anti
Tax lgG-ntiA

Cardiolipin Ab-Anti AL
coagulant-Lupus anti

1 JO-Anti L J

CX.
N
Y

~N DD NN DN DN P WODNNDDNDEPE NN

meppb?

ANCA-p
ANCA-C > Q2
Count4CD - 12
Count8CD ) 31
Count25CD 20
TNF A
IFN
-AMT @ . 2
2MT 12
@J 11
/¥ -1RPM ’
&&’-4smOoLT
& -6kl
HIV 14
HCV 11
£ 0’ HBV 8
Screening tests (I Ab (ELISA-HTLV-Serum anti 30
(Western blot (WB 17
. | PCR-HTLV 36
Confirmatory tests
EBER 1
I Viral load-HTLV 43
Examination and A sign of nervous system involvement 24
general history Lower limb weakness 27

vy



Treatment

Researches
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Bladder disorder

Constipation

Decreased or impotence of libido
symptoms such as tingling and burning Sensory
A feeling of trembling

Clonus and Babinski's sign
Hoffman's and Tromner signs
Schirmer’s test

Examination of the conjunctiva
Lymphadenopathy

Palpation of the spleen

Liver

Ascites

History and skin examination
Jaw reflex

Bleeding gums

History and eye examination ‘.U

Tiredness

Fever e A’\i

History and neurological examination

Need for drug treatment “ ’ '
Medicine name

in a research project Patient partlflpation currently

Q
&

Yy

A
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Table 6. Comparison of specific MDS of HAM-TSP patients in the included study

HLA-Non 2

HLA 15 X .

Viral load -1 HTLV 1
CSF Loa Y
WBC 1
RBC AAN2Y
Protein 3
Glucose ) 2

Tests 1gG index 2
Oligoclonal band 'Y
viral load-Pro -
| Ab-Anti HTLV L J
viral load-Pro

ERINNEOPT AA
10CXCL )

GM -\

NFRP R EPRDMNONRE

PCR -1 HTLV
Muscle biopsy -
Nerve biopsy 7 7
VEP ARY
Skin biopsy
Cystoscopy findings o N’
EMG _
(tensor imaging (DWiffusionD
CT SCAN
SSEP Tedts, )
BAER Tests
Electhofography
Lumbar puncture
A’IMng
Brain MRI
“Cervical MRI
Thoracic MRI
Lumbosacral MRI

A 0 EDX
' \7 Patient's age at onset of symptoms
Diagnosis delay (the time between the onset of symptoms and the
(diagnosis of the disease
The distance between the onset of symptoms and the recording of
(information (duration of symptoms
Sickness period the onset of The interval between the diagnosis of contamination and
neurological symptoms
progress
Fainting & Dizziness
Erectile dysfunction
Libido disorder
Ejaculation disorder
Profound sensory disturbance

)
\
NP, WN - N

Procedures

i

W RPNWANONPREP-

[E=N

0

Autonomous
complaints

NPF,ONEFE B~ W
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Sensory
complaints

Sponge complaints

Balance
complaints

M%o?plaints
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Dryness of the vagina and vaginissimus
sweating Excessive

No sweating

Frequent falls
Constipation

Diarrhea

Feeling of early satiety
Sensory disorder
Numb

Start time

Location

Redness

Tingling and tingling and murmur
Start time

Location

Redness

burning pain

Lower extremity pain
Backache

Radicular pain

A\

Urinary disorder Vo d\udt

Frequent urination
rinary incontinenceU 0 N
Urgency
A feeling of not being completely drained (" Sy ”
Enuresis
Retention/straining while urinating ” J
Delayed urination
Imbalance in walking N
Dizziness
Lack of skill in delicate {orRy ~
Problems in speech
Unpleasant feelingliiy th®Tower limb when going to sleep
relief of unpleasant feeling by moving the body Relative
Weakness , © _
Start time
Locatidn_ v/
Redness
Heefegebly
How to start
Wuration
Walking disorder
Running disorder
Difficulty getting up from a chair
thinning of organs Abnormal
Rigidity of organs
Cramp
Slowness in movement
Involuntary movements in the limbs or trunk
Trembling in the limbs
Location
Redness
Paroxysmal tonic spasm
Worsening of neck pain symptoms
weakness and frequent activity Worsening
Spastic paraplegia
Spastic paraparesis

Yo

PNRFP O N B

1

13
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10

10 -\
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7
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7
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14
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3
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Recognition
complaints

Cranial complaints

Dynamic system
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Fluctuation of weakness during the day and night
Mood and personality changes
Slow thinking
Disturbance in visual spatial functions
Recent memory impairment
Attention deficit
Impaired executive function
Acute monocular vision loss
Start time
Duration
Pain during eye movements
Color vision disorder
Blurred vision
cotomaS
hotophobiaP
(Double vision (Diplopia
ry eyesD
Ptosis
Numbness of half the face
Dry mouth
Hearing impairment
Change in voice
Speech disorder
Disorder of facial movements
Abnormal movement
Type
Location
Preferably
Atrophy
Location A Y
Fasciculation
Myokimi )
Tenderness in touching the muscles
Location N7
muscle tone
Right uppetlimign
Left upper limb
RighUewerTimb
Left lower limb

»Ngsfe strength

" Proximal right upper limb
Distal right upper limb
Proximal left upper limb
Distal upper left limb
Proximal right lower limb
Distal right lower limb
Proximal left lower limb
Distal left lower limb
(Deep tendon reflexes (DTR
Right brachioradialis of the upper limb
Left upper limb brachioradialis
Right biceps of the upper limb
Left upper limb biceps
Right triceps of the upper limb
Left upper limb triceps
Right patella of the lower limb
left lower limb ,Patella
Right lower extremity Achilles

()
e
¢

Y7

S
s

-
nd
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Sensory system

C%’ation

system

and Walking
standing
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Left lower extremity Achilles

Cutaneous reflexes

Right plantar reflex

Left plantar reflex

Right abdominal skin reflex
Left abdominal skin reflex
Pathological reflexes
Hoffman Right

Hoffman left

Foot clonus

Right foot

Left foot

SLR

Right side

left side

Hyperreflexia

Surface touch

Proximal right upper limb
Proximal left upper limb
Distal right upper limb
left upper limb Distal
Proximal right lower limb
Proximal left lower limb
Distal right lower limb
Distal left lower limb
Sensation of pain and heat
Proximal right upper limb
Proximal left upper limb
Distal right upper limb
Distal left upper limb
Proximal right lower limb

AY

Proximal left lower limbly,_J

Distal right lower limb
Distal left lower linly,”
Deep feelings

Sensory lgel @y
Saddle Anesthesia
Allodigaimy ¥
Hyperalgesia

o mus

'4 Finger to nose

Right
Left
Heel to shin
Right
Left
Finger typing
Right
Left
Rapid alternative movement
Right
Left

Truncal instability
Rebound phenomenon
Past pointing

Spastic gait

Sensory ataxic gait
Waddling gait

v

¢
e
N
2

-
nd
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n
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Examination of the
cranial nerves

A

$

Mental status
examination
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Festinating gait
Stoppage gait
Cerebellar ataxic gait
Hyper kinetic gait
Normal Gait

Wide base stance
Fixed posture
Tandem gait
Romberg test

paws Impaired walking on
Defects in walking on heels
lordosis

FSS

1 Couple

2 Couple

Visual acuity

Visual field
Ophthalmoscopy
Exophthalmia

Ptosis

Lid retraction

Right and left pupil
reflex Light

Marcus Gunn A A Y
Eye movements

3 Couple \r

4 Couple

6 Couple \ 4

5 Couple

The feeling of half the face A§, ¥
Chewing muscle strength

Corneal reflex )

Jaw reflex
7 Couple N7
Central paralysis
anterior hadf of tipg tongue Taste disorder of the
Hyper acusia
Absefgeaf Tears
8 Couple
»Riga’and left ear hearing
10 and 9 Couple
Avola's deviation from the center line
Nasal speech
Right and left gag reflex
11 Couple
the head to the right and left The power to turn
The power to raise the shoulder to the right and left
12 Couple
Right and left atrophy
fasciculation
tongue movements
Deviation in tongue protrusion
MMSE
IVscore-WAIS
Behavior
Attitude
Mood
Affect

YA

S
s

-
nd
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History of other
diseases

Consumable drugs

Questionnaire

Accepted in Journal of Health Administration

Though Process

Though content

Judgment

Insight

Speech and Language

Memory

Construction

Abstraction

-1neurological diseases associated with HTLV-Non
Type

-1Neurological diseases associated with HTLV
Type

Antispastic

itamin supplementV

other

OMDS

-1IPEC

SF-ICIQ

OABSS

QOL-N N\

36SF

PSS-I )

QOL

Association (ASIA) Standard American Sm’nalﬁiuv
(using the Medical ResearchCouncil (MRCExamination
(Expanded Disability Status Scale (EDSS §_ ¥
(Urinary Disturbance Score (UDS

(Manual Muscle Testing (MMT &

DI-HAQ xy
O
>

A
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Table 7. Dataset for the first round of Delphi for carriers

Categories name

Identity
information
Primary
information

Demographic
information

Contact
information

Basic information

Record
information

Informed consent

Family information

Care measures

Disease progress trend

Transmission history and
method

General tests

Tests

State?

Accepted

Accepted
Round 2
Accepted

Rejected

Accepted

Round 2
Rejected

Accepted

Round 2
Accepted

Accepted

Round 2
Accepted
Round 2

Accepted

Accepted

Round 2

Rejected

Accepted

Round 2

Data elements

Iranian national code, name, surname, father's name

Gender, date of birth, age, place of birth
Father's birthplace, mother's birthplace, religion, race
Marital status, occupation, level of education, height, weight, BMI

Number of marriages, number of family members, welfare status, income,
insurance status, family relationship with spouse, spouse's place of birth,
,number of children, spouse's employment

Country, province, city, town / village, mobile phone, second mobile phone,
landline, home address, email

Full work address, postal code

History of living in endemic areas

Record number, recording date, referral patient, referral center

Service date

.Consent, consent to data reuse, consent of legal guardian

Contamination of Contamination of mother, Contamination of father,
Contamination Contamination of spouse, Contamination of Sisters, Brothers,
.of children

Contamination relatives of grade 2

The purpose of care activities

Profession of the person performing the care activities

Age of the patient at the Progression, Date of detection of contamination,
onset of symptoms, the interval between the onset of symptoms to the
diagnosis of the disease (delay in diagnosis), the interval between the onset of
symptoms to the recording of information (duration of symptoms), the
interval between diagnosis of infection and the onset of neurological
.sSymptoms

Unusual Multiple partners, Homosexuality, Breastfeeding, Prison record,
sexual contacts, history blood transfusions, History of blood donation,
Member transplant Dialysis history, History of dentistry, History of cupping,
History of addiction, History of infection with other viruses, Birth history,
history, breastfeeding history for children

« History of smoking« History of needle stick< High-risk sexual contact
History of Vaccination ¢« Tattoos Hospitalization history« History of surgery
.Work in a hospital or medical center «

Duration <sexual contact «transfer from mother to child<Alcohol consumption
.of milk use

Alkaline phosphate, PLT, CRP, ESR, AST, ALT, MCV, RBC, WBC,

RF, Creatinine, LDL, Cholesterol, FBS, Bilirubin direct, Bilirubin total,

Anti SS-B, ,<PTH Serum Aldolase level <TSH Vitamin B12 Serum, T4, T3,
Anti-phospholipid Ab(IgG), Anti- ANA, Anti dSDNA Ab, Anti-SSA,
CDA4Count, C-ANCA, p-ANCA, phospholipid Ab(IgM), Anti-JO 1,
CD25Count, BUN, K, Calcium, Mg, Anti-Cardiolipin CD3Count, CD8Count,
Ab.

RH, Vitamin D Serum, Vitamin E Serum, Anti-phospholipid Ab Blood group

¥
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(IgM), Folic Acid
Neut, HB, HDL, Uric Acid, Na, GTP, Monocytes, Protein, ALP, electrolytes,
Rejected  IgA, IgE, U/A, Cr, Neoprotein, Anti TPO, RU3T, IgG, anti-Tax, Lupus anti-
coagulant, Lym, LDH, CPK, TG
Rejected HBV, HCV, HIV, kI-6, MOLT-4, IL-2, RPM-1, MT-4, MT-2, TNF, IFN.
Screening tests Accepted  Serum anti-HTLV-1Ab (ELISA)
Confirmatory tests  Accepted Westren blot(WB), HTLV-1 PCR, HTLV-1 Viral load
Rejected EBER
Bladder Lower limb weakness, Symptoms of nervous system involvement,
Reduced or impotence Sensory Reduced or impotence, Constipation, disorder,
General exam and history ~ Accepted Spleen Lymphadenopathy, Spleen touch, signs such as needle and burning,
History and skin examination, History and eye Liver, Ascites, touch,
.Symptoms of hematologic nervous system involvement examination,
Schirmer’s test, Jaw reflex, Bleeding gums, fatigue, Sensation of vibration,
Rejected  clonus and Babinski's sig, nHoffman's and fever, neurological examination,
.Tromner signs
Treatment Accepted  Need for drug treatment, drug name
Biological sample for research, biological sample for molecular detection,
Link to Biobank
Rejected  Patient participation in a research project,
Time of sending SMS or e-mail, date of patient re-visit, need to refer to
relevant specialist, date of death, cause of death
Round 2  Time to call the patient
Rejected  Reference result.
aMedians 4 and 5 were accepted; Median 3 and the items suggesjgd h&perts were entered into the second
ropfgh of Pelphi; Medians 1 and 2 were rejected.

2

Table 8. Dataset for the first round of Delphi for HA@ patients

Research Round 2

Follow-up Accepted

o N
Categories name State? Data elements
HTLV- 1AB CSF, WBC in CSF, HTLV- | Viral load in CSF
Accepted
Tests CSF Glucose, HTLV-1 ELISA in CSF
Round 2
Reiected Non HLA, HLA, RBC in CSF, Protein in CSF, index 1gG, band Oligoclonal, load
J Pro-viral, ERINNEOPT, 10CXCL, GM, PCR HTLV- I, Pro-viral load.
Brain MRI, Cervical MRI, Lumbosacral MRI, EDX
Accepted
Measures .
Round 2 CT SCAN, electromyography, Thoracic MRI
Reiected Muscle biopsy, Nerve biopsy, VEP, Skin biopsy, Cystoscopic findings, EMG, DTI,
) SSEP Tests, BAER Tests, Lumbar puncture, Imaging
Patient age at onset, interval between onset of symptoms until diagnosis, interval
. between onset of symptoms and recording of information (duration of symptoms),
Disease trend Accepted . : S ; .
interval between diagnosis of infection and onset of neurological symptoms,
.progression
° ) Sexual dysfunction, Ejaculation disorders, Vaginal dryness <Fainting and Dizziness
= Autonomic aa - . | S
= g Accepted and vaginismus, Excessive sweating, No sweating, Frequent falls, Constipation,
_ &8  complication . . . .
T = Diarrhea, Premature satiety, Erectile dysfunction
EE, Rejected  Deep sense disorder
© © < Sensory Accepted  Anesthesia, onset time, location, symmetry, tingling and tingling, onset time,

¥



clinical examinations

complication

Sphincter
complications
Balance
complications

Motor
complications

Recognition
complications

Cranial
complications

Motor system

Sensory system

Coordination
system

Walking, and
standing up
examinations

Cranial nerves

Accepted in Journal of Health Administration

Rejected
Accepted

Accepted
Round 2

Accepted

Round 2
Rejected
Accepted

Rejected

Rejected

Accepted

Round 2
Rejected

Accepted

Round 2
Accepted
Round 2

Accepted

Round 2
Rejected

Round 2
Rejected

location, symmetry, burning pain, back pain, radicular pain, relative relief of
discomfort with movement of the limbs, discomfort in the lower extremities when
.sleeping

Sensory disturbance, lower limb pain

Frequent urination, urinary incontinence, urgency, feeling of complete emptying,
.nocturia, retention / straining when urinating, delayed onset of urination

.Imbalance in walking, lack of skills in fine work, difficulty in speaking

Vertigo

Weakness, onset time, location, symmetry, preference, how to start symptoms,
garlic, difficulty getting up from a chair, stiffness of limbs, cramps, tremors in limbs,
location, symmetry, worsening of symptoms by bending the neck, worsening of
weakness with activity Frequent fluctuations in weakness throughout the day,
worsening of symptoms with heat

Impaired running, difficulty walking, slowness in movements, involuntary
movements in limbs or torso -

Paroxysmal tonic spasm, spastic paraplegia, abnormal organ loss, spastic Para
paresis

Mood and personality changes, type (mood and personality changes)

Slowness of thinking, impaired spatial visual function, impaired recent memory,
impaired attention, impaired executive function

Acute monocular vision loss, onset time, course, pain during eye movements, color
vision disorder, blurred vision, scotoma, photophobia, diplopia, dry eye, ptosis,
partial anesthesia, dry mouth, hearing impairment, change in voice, impaired In
speech, impaired facial movements

Abnormal movement, type, location, preference, muscle atrophy, location of
atrophy(right upper limb, left upper limb, lower right limb, left lower limb),
tenderness to the touch of muscles, location of tenderness to the touch of muscles,
muscular strength (proximal, upper limb Distal right upper limb, Proximal left upper
limb, Distal left upper limb, Proximal right lower limb, Distal lower lower limb,
Proximal left lower limb, Distal left lower limb, Axial muscles), Deep temporal
reflexes (DTR), Upper limb (upper extremity) Right, left brachioradialis, right
biceps, left biceps, right triceps, left triceps), lower limbs (right patella, left patella,
right Achilles, left Achilles), skin reflexes (right reflex palate, left reflex palate, left
reflex , Left ventricular cutaneous reflex), pathological reflexes (right Hoffman, left
Hoffman), foot clone (right foot, left foot), SLR (right side, left side), defect in
walking on toe, defect in walking on heel

.Fasciculation, myochemistry

Hyperreflexia

Superficial touch (proximal right upper limb, proximal left upper limb, distal right
upper limb, distal left upper limb, proximal right lower limb, proximal left lower
limb, distal right lower limb, distal left lower limb), sensation of pain and heat
(proximal Right upper limb, Proximal left upper limb, Distal upper right limb, Distal
left upper limb, Proximal lower lower limb, Proximal left lower limb, Distal lower
right limb, Distal left lower limb), Depth sense, Position (right upper limb, limb
Upper left, right lower limb, left lower limb), Vibration (right upper limb, left upper
limb, right lower limb, left lower limb) Hyperalgesia

Allodynia« Saddle Anesthesia« Sensory level

Finger typing (Right, left) < Heel to shin (Right, left)<Finger to nose (Right, left)
Rebound phenomenon <Rapid alternative movement (Right, left) Truncal instability
Nystagmus, Past pointing

Estimating Spastic gait, Wide base stance, Fixed posture, Motor Disability Grading,
the severity of disability, type

Tandem gait, Romberg test

FSS, lordosis

Paired 2, visual acuity, visual field, ptosis, paired 11, left and right head rotation, left
and right shoulder lift

Pair 1, Ophthalmoscopy, Exophthalmos, Lid retraction, Right and Left Pupil, Light
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Mental status
examination

History of other
diseases
Medications

Questionnaires

Follow-up

Accepted in Journal of Health Administration

Round 2
Rejected

Accepted
Accepted
Accepted
Round 2

Rejected

Accepted

reflex, Marcus Gunn, Eye movements, Pair 3, Pair 4, Pair 5, Pair 6, Half face,
Chewing muscle strength, Corneal reflex, Jaw reflex, Pairs 7, Central paralysis,
Semi-anterior palatal taste disorder, Hyper acusia, No tears, Pairs 8, Left and right
ear hearing, Pairs 9 and 10, Ovula deviation from midline: (Nasal speech, Gag reflex
left and right ), Pair 12, right and left atrophy, fasciculation, tongue movements,
deviation in tongue protrusion

Behavior, Speech and Language, Memory

MMSE, WAIS-IVscore, Attitude, Mood, Affect, Though Process, Though content,
Judgment, Insight, Construction, Abstraction

Non-neurological diseases related to HTLV-1, type, Neurological diseases related to
HTLV-1, type
Antispasmodics, Vitamin Supplements, Other

UDI- OABSS(3Question), Expanded Disability Status Scale (EDSS) (1Question),
6(6Question)

Urinary Disturbance Score (UDS), QOL(36Question), SF36

American Spinal Injury Association « I-PSS¢ IPEC-1, ICIQ-SF<N-QOL, OMDS
«(ASIA) Standard, examination using the Medical Research Council (MRC), MMT
HAQ-DI

Time of telephone contact with the patient, time of sending SMS or e-mail, date of
patient re-visit, need to refer to the relevant specialist, date of death, cause of death

N
X%

@b’N

Table 9. Dataset for the second round of Delphi for carriers
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Categories name

Basic
information

Primary information
Contact information

Record information

Family information

Care measures

Transmission history and

method

General tests

Research

Follow-up

Accepted in Journal of Health Administration

State @ Data elements
Accepted  Father's birthplace, mother's birthplace, religion, race
Accepted  Full work address, Post code
Accepted  Date of referral
Accepted Contamination relatives of grade 2
Accepted  Profession of the person performing the care activities
Accepted High-risk sexual contact, History of needle stick, History of surgery,
P Hospitalization history, Tattoos, History of cupping, History of Vaccination
Rejected Work in a hospital or medical center
Accepted Blood group RH, Vitamin D Serum, Vitamin E Serum, Anti-phospholipid
P Ab (IgM), Folic Acid
Biological sample for research, Biological sample for molecular detection,
Accepted : .
link to biobank
Accepted  Time to call the patient

round of Ddlphij)Medians 1 and 2 were rejected

2 Medians 4 and 5 were accepted; Median 3 and the items suggested by the %Me entered into the second

Table 10. Dataset for the second round of Delphi for HAM-TSP

Categories name

Tests

Measures

clinical
complications

clinical examinations

Balance
complications

Motor
complications

Motor system
Sensory
system
Coordination
system
Walking, and
standing up
examinations

Cranial nerves

Mental status
examination

Questionnaires

State @

Accepted
Accepted
Rejected

Rejected

Accepted

Accepted
Accepted

Accepted

Accepted

Rejected

Rejected

Accepted
Rejected

<,

HTLV-1 ELISA in CSF<CSF Glucose

Data elements

Thoracic MRI
CT SCAN, electromyography

Vertigo

Impaired running, difficulty walking, slowness in movements, involuntary
movements in limbs or torso

Fasciculation, myochemistry.

Sensory level, Saddle Anesthesia, Allodynia

Past pointing Nystagmus,

Tandem gait, Romberg test

Paired 2, visual acuity, visual field, ptosis, paired 11, left and right head rotation,
left and right shoulder lift
Behavior, Speech and Language, Memory

QOL
Urinary Disturbance Score (UDS), SF36
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