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Articles

Effects of incorporating multidomain interventions into

integrated primary care on quality of life: a randomised
controlled trial

Summary
und Integrating prinmary prevention info care pathmas for o « 3 core strategy of healthy agring, but
mains limited. We aimed 1o determine whether incorporating 3 multidomain inlervention into primary
Reakis car could improve stamdar value besed heslh outeomes e iy o Kf

Methods For this Taiwan Integrated Geriatric c;;. [TIGER) study, a pragmatic randomised controlled trial, we .
o ol with at least thres chronic medical con
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ot differ significanth
group at the 12emonth follow-up

mul in interventions into imegrated health care improved quali
umenble to inchusion in policies to promate vahue-hased care and health
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JOURNAL OF MEDICAL INTERNET RESEARCH Tung et al

Original Paper

Efficacy of Digital Dance on Brain Imagery, Cognition, and Health:
Randomized Controlled Trial

Heng-Hsin Tung'*®, PhD; Chen-Yuan Kuo®, PhD; Pei-Lin Lee’, PhD; Chih-Wen Chang’, MPH; Kun-Hsien Chou*”,
PhD; Ching-Po Lin*>°, PhD; Liang-Kung Chen™"*, PhD

lDepartment of Nursing, National Yang Ming Chiao Tung University, Taipei, Taiwan

2Tunlgs’ Taichung MetroHarbor Hospital, Taichung, Taiwan

3Center for Healthy Longevity and Aging Sciences, National Yang Ming Chiao Tung University, Taipei, Taiwan
*Institute of Neuroscience, National Yang Ming Chiao Tung University, Taipei, Taiwan

3Brain Research Center, National Yang Ming Chiao Tung University, Taipei, Taiwan

IﬁDﬂpm‘1;ﬁru:3:nl: of Education and Research, Taipei City Hospital, Taipei, Taiwan

"Center for Geriatrics and Gerontology, Taipe1 Veterans General Hospital, Taipe1, Taiwan

RTaipei Municipal Gan-Dau Hospital, Taipei, Taiwan
Tung HH, et al. ] Med Internet Res. 2024,26:e57694.



94 Potentially eligible community-dwelling >55-year-olds from New Taipei City. Taiwan

30 Declined to participate
11 Rejected MRI examination

4 Incligible
2 Recent surgery
2 <6 years of formal education

[ Allocation /:ﬂzm_dmnizcd
30 Play digital dance games & 30 Control: monthly telephone
monthly telephone follow-up follow-up only
[ Baseline 30 Completed baseline assessments 30 Completed baseline assessments
Level 1 (easy) 2 giorsios
[ 1.6 vl 30 Completed level 1 =24 min 2/week
1 Missed sessions due to traveling
Level 2 (normal) 5 A
[ 7-13 week 29 Completed level 2 224 min 2/week
4 Missed sessions due to bad
weather or visiting relatives
Level 3 (hard) > : ;
( 14-20 week ] 26 Completed level 3 >24 min 2/week
3 Physical inflexibility prevented
completion
Level 4 (master) I
[ 21-26 weeh 27C i)mpleled level 4 =24 min 2/week
30 Completed questionnaires at month 6 30 Completed questionnaires at month 6
™ 26 Completed all follow-up assessments 27 Completed all follow-up assessments
Follow-up I Completed questionnaires and 3 Completed questionnaires only
6 months 4 physical examinations

3 Completed questionnaires only

Tung HH, et al. ] Med Internet Res. 2024,26:e57

e

694.



Figure 2. Comparison between the intervention and control groups of the slopes of the (A) left putamen gray matter volume (GMV), (B) left pallidum
GMYV, (C) center cerebellum VI GMV, and (D) left pallidum fractional amplitude of low frequency fluctuations (fALFF).
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Tung HH, et al. ] Med Internet Res. 2024,26:e57694.




Table 4. Associations between dance intervention performance and secondary outcomes (n=30).

Outcomes Unstandardized B (SE) Standardized § ¢ test (df) P value
Increased cognitive function (MoCA®)
Completion rate of interventions for =24 minutes per session 0.647 (0.264) 0.394 2453 (4) 02
Correct rate for assigned dance with level 2 difficulty 0.937 (0.356) 0.420 2.633 (4) 01
Correct rate for assigned dance with level 3 difficulty 0.955 (0.295) 0.417 3.237 (4) 003
Increased self-rated daily health status {EQ—VAS")
Completion rate of interventions for >24 minutes per session —1.159 (0.399) —0.455 —2.905 (4) 008
Correct rate for assigned dance with level 3 difficulty —1.177 (0.446) —0.331 —2.638 (4) 01
Affecting increased resilience (BRS")
Correct rate for assigned dance with level 3 difficulty —5.629 (1.903) —0.415 —2.958 (4) 007
Affecting decreased demoralization level (DS-MVd)
Correct rate for assigned dance with level 1 difficulty —0.382 (0.124) —0.622 —3.081 (4) 005
Correct rate for assigned dance with level 2 difficulty —0.370 (0.105) —0.628 —3.529 (4) 002
Correct rate for assigned dance with level 3 difficulty —0.351 (0.087) —0.579 —4.030 (4) <.001

“MoCA: Montreal Cognitive Assessment.

bVAS: visual analogue scale.

Tung HH, et al. ] Med Internet Res. 2024;26:e57694.
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Benefits of Digital Dance Gam«
ClinicalTrials.gov ID @ NCT05411042

Study Record Dates

These dates track the progress of study record i
reported results are reviewed by the National Lil
standards before being posted on the public we

Study Registration Dates

First Submitted @

2022-06-06

First Submitted that Met QC Criteria @
2022-06-06

First Posted @

2022-06-08

Methods

Participants

This RCT enrolled communitv residents aced >55 vears in

Taipei, Taiwan, fromJAugust 31, 2020, to June 27, 2021f and

followed them for 6 months; however. the trial was interrupted

for approximately 3 Il’lCR]ETLRGSPECﬂ-IMJE’IdEmIE

(Figure 1). Participant inclusion criteria were as_follows: (1)
age =55 years, (2) =26 leEG I&ERAT:I]@N ) spoke
Mandarin and Taiwanese, (4 ) engagement in digital dance games
<3 times per year during the past 3 years and not within the past
3 months, (5) ability to understand the research procedures and
adhere to the prescribed study activities and assessments, and
(6) provision of written informed consent. Participants meeting
any of the following criteria were excluded from the study: (1)
inability to communicate effectively with study staff, (2)
undergoing active chemotherapy for malignancy, (3) life
expectancy <12 months, and (4) presence of contraindications
for magnetic resonance imaging (MRI) such as ferromagnetic
foreign bodies or metal implants.



COMPLETED ©

Effectiveness of Integrated Car«

ClinicalTrials.gov ID @ NCT03528005

Study Record Dates

These dates track the progress of study record a
reported results are reviewed by the National Lib
standards before being posted on the public wel

Study Registration Dates

First Submitted @

2018-04-24

First Submitted that Met QC Criteria @
2018-05-05

First Posted ©@

2018-05-17

Results

Betweer] June 25, 2018, and Feb 15, 2019} 628 people were

assessed tor ehigibility; 165 dechimed to participate,

65 were inellgiﬂ SP E‘@I-LVEaﬂdﬂml}f assigned to
the iﬂtEgratﬁ 1 id AL qurtion (n=199) or to
usual care | —Eﬁ, w&mﬁ p 8). The study ran
until March 14, 2020; no remaining participants at each
assessment timepoint had missing data and 335 (84%) of
398 completed the 12-month assessment, with median
follow-up of 12-0 months (IQR 12-0-12-0). Two deaths
occurred during follow-up, which were not related to the
study intervention. Both deaths were due to pneumonia,
one of which occurred after 9 months in the multidomain
intervention group and one of which occurred after

6 months in the usual care group. No serious adverse
events were reported.
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Why is Registration Important?

* Transparency: Publicly accessible records prevent selective
reporting and publication bias.

* Accountability: Researchers and sponsors are held accountable
for conducting trials as planned.

* Integrity: Ensures the integrity and reproducibility of clinical
research findings.

* Public Trust: Enhances public trust in clinical research by providing
accessible information about ongoing and completed trials.



| e Publication Bias
Full Publication of Results o e Publication bias

- ——

Initially Presented in Abstracts

A Meta-analysis
Roberta W, Schaerer, PhD; Kay Dickersin, PhD; Patricia Langenberg, PhD

Objectives.—To estimate the rate of full publication of the results of randomized
clinical trials initially presentad as absiracts al national ophthalmology meetings in
18988 and 1989; and to combine data from this study wilth data from simiar studies
10 determine the rate at which abstracts are subsequently published in full and the
association between selected study charactenstics and full publication.

Data Sources.— Ophithaimology abstracts were identified by review of 1888 and
1889 mesting abstracts for the Assoclation for Research in Vision and Ophthal-
meakogy and the American Academy of Ophthaimology. Semilar studies were iden-
tified either from reports contained in our files or through a MEDLINE search, which
combined the lextword “abstract” with “or" statements fo the Medical Subject
Headings ABSTRACTING & INDEXING, CLINICAL TRIALS, PEER REVIEW,
PERICMMCALS, MEDICAL SOCIETIES, PUBLISHING, MEDLINE, INFORMA-
TIOM SERVICES, and REGISTRIES.

Study Selection.—Ophihalmology abstracts were selected from the meeting
proceadings if they reported results from a randomized controlled tial, For the
summary study, similar studies ware aligible for inclusion it they described follow-
up and subsequent full publication for a cohor of abstracts describing the results
of any type of research study. All studies had to have followed up abstracts for 8t
least 24 months o be included.

Data Extraction.—Authors of ophihalmalogy absiracts were contacied by lefier
to ascartain whether there was subsequent full publication. Other infermatian, in-
cluding characteristics of the study design possioly related 1o publication, was taken
from the abstract. For the summary study, rates of full publcation wers taken d-
rectly from reported resulls, as were assocations between study factors (is, "sig-
nificant” resulls and sample size) and full publication.

Data Synthesis.—Sixty-six percent (61/23) of ophihalmology absiracts were
published in full. Combinad results from 11 studies showed that 51% (115872381)
of all abstracts were subsequently published in full. Full publication was weakly as-
sociated with “significant” results and sample size above the median.

Conclusions.—Approximately one half of all studies initially presentad in
absiract form ane subsequently published as full-length reports. Most ane published
in full within 2 years of appearance as abstracts. Full publication may be associated
with “significant” results and sample size.

CAAMA 1R 2TE18816E)

Feam the Dunartmen) of Epidemiciogy and Fravan- cago. M, Seplember 10, 1984,

tien adicing, Unieansily of Warniand School of Medr
cine, Batimors, Wd

Frasanad in par af the Second Intemational Com
gress on Peer Beview i Biomedical Pubbcalion, Chi-

158 JAMA, Juby 13, 1B8M—W0l 272, R,

Figein regussts e Dyt et of Epi demiclogy and
Freweniive Medicine, Un mensiy of Marptand School of
Modone. GEYW Aechmod S 226 Howaid Hel Bani-
i, MO 21201 (OF Scharer).

RESULTS OF MANY types of clinieal
research are presented at professional
meetings and summarized in abstract
formut. Often thess abatraets are not
available to the geners scentifie com-
munity, Many are “published” in meet-

proceadings aseessible only to those
who atiended the meeting or special
Jjournal izsues that are not indexed by
MEDLINE.

Abetracts may be considered “publi-
cation” by some investigators who do
not consider it necessary to write up
findinge for full publication. Consider-
able evidence from many clinieal fields
shows that & subetantial proportion of
atidies deseribed in abatracts does not
later appear in the scientific literature
&5 full-length reporte. ™ Little else s
known about the factors leading to full
pablication, however, in part because
ahatracta contain solittle deseriptive in-
formation,

Failure to publizh fully the results of
studies, and randomized clinical trials
{RCTe} in particulur, presants a prob-
lem for those conducting meta-analyses
or systematic reviews, especially if fail-
ure to publish is associated with the ra-
sults af the study (publication bias). Any
attempd te ldentify all stadies in a field
will b thwearted by the exlstence of un.
published stwdies, and the conchasions
drawn from the review may therefore
be imprecise or biased.

MATERIALS AND METHODS
Determination of Publication Rate
of Abstracts in Ophthalmology

All abetruets summarizing reports
made in 1988 and 1959 at either the As-
sociation for Researchin Vision and Oph-

Fudl Pubsication Aer Absiracts—Schane & al

— small, negative studies least likely to be published
— negative studies often not submitted to journals
— only ~40% of meeting abstracts published

Scherer RW, et al. JAMA 1994,272:1410
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Publication Bias: The Case for an International Registry of Clinical
Trials

By Robert John Simes

A problem in evaluating different therapies from a
review of clinical triaks is that the published clinical
trial literature moy be biosed in favor of pesitive or
promising results. In this report, o model is prop

ence in survival is demonstrated based on o pocled
analysis of registered triols [median survivel ratia,
1.05; P = .25). For multiple myslama, o peoled anal-

far reviewing clinical trinl results which is free from
publication bios based on the selection of trials regis-
tered in advonce in a registry. The value of o registry
is illustrated by comparing o review of published
clinical trials locoted by o literature search with a
review of registened trials contained in a tnnmrmull
registry. Two iens an imesk: (1)
the survival impact t of initial alkylating agent [AA) v
wmhbination chemotherapy (CC) in advonced avarian
cancer, and (2] the survival impect of Ad/prednisone
v CC in multiple mpllnmu In advanced avarian can-

e, o poaled ana of published clinical trials dem-

onstrates o il.mﬁwrtl survival advantoge for combi-

natien chematheropy (median survival ratie of CC to
Ad, 1.16; P = .02). However, no significont differ-

UBLISHED CLINICAL TRIALS are an im-
portant source of information for clinicians

in assessing the clinical efficacy of treatments.
However, a major problem that confronts the
reviewer is that the published literature may be
biased in favor of studies with “significant”™ or
“promising” results. Clinical trals that fal to
show any treatment difference are less likely to
be published,'? and thus, conclusions of thera-
peutic effectivencss based on a review of only
published trials may be seriously misleading.

An alternative approach to evaluating ther-
apies which iz free from publication bias is o
consult an international registry of clinical trials
and review only those trials contained in the reg-
istry. Since trials wounld be registered ab initic
with objectives and endpoints clearly stated,
their selection in the review would not be influ-
enced by trial results. The International Cancer
Research Data Bank (ICRDE) registry of cancer
clinical rrials,” containing the majority of Nation
al Institates of Health (NIH)}-funded United
States trials and some trials outside the United
States, is used to illustrate this approach for two
therapeutic issues in cancer,

First, the survival impact of initial alkylating

yiin of published triols olso demanstrotes a signifieant
wirvival advantage for CC [medion survival ratia,
1.26y P = .04), especially for poor risk patients (ratia,
1,66, P = 002). A posled analysis of registared trials
ulw inw: a sun-lml benefit for patients receiving
py (all patients, P = .0&;
pﬂr risk, P = .03}, but the estimoted magniteds of
the benefit is reduced (oll patients: ratio, 1.11; poer
rish: ratie, 1.22). These exomples illustrate an ap-
preach to reviewing the clinical trial literature, which
is free from publicotion bios, ond demonstrote the
value and impartance of an international registry of
all dinical trials.
4 Clin Oneol 4: 1529 1541, & 1 P88 by American Soci-
ety of Clinical Oneology.

agent (AA) v combination chemotherapy (CC) in
advanced ovarian cancer is examined. This ques-
tion, which has been addressed in several review
articles, remains the subject of some controver-
sy.+" While several investigators advocate initial
CC, with & somewhat higher response rate,
others have advocated single AA therapy initial-
Iy, with CC kept in reservee for treatment failures.
This latter strategy spares patients the toxicity of
CC whenever the AA alone proves effective. The
question of whether initial CC significantly 1m-
proves survival over inifial AA is central to this
treatment choice. The second question examined
is whether a combination of cytotoxic drugs can

From use Dipartment of Bicetatinies, Harverd Sohoed of
Pubiic Heairh, Bomon; and the Ludwig insvitute for Caneer
Researeh ( Sydney Branch), Flackburn Building, Univeersiry of
Freluey, Ausrralla,

Submirad Mov 25, (985, arcepted June ¥, [958,

Fupported by an MY & MRC (Ausiralio) Appiied Health Sci-
ences Kesearch Fellovship. Also rupported in part by Grant No.
CA-23413 from the Nanowr! Cancer fasnitete, Berherda, Mo

Address reprim requests fo Roters Jodn Simee, MBBS, SM.
Lugwiy Imstiture for Cancer Research (Svdney Branch), Black-
burn Bidg. University of Svdney, Sydneys, M5W, Ameralio

o JURA by Amsrican Soviety of Clinieal Oncology.

(PRt e LR L R T LR

Jovrnal of Chndend Oncology. Val 4, Mo 10 (October), 1984: pp 15291541 1529

Publication Bias

Publication bias can mislead clinical practice
— combination chemo for ovarian cancer

*P
*P

0.02 in published trials
0.25 in all registered trials

Simes RJ. J Clin Oncol. 1986,;4:1529-1541



Review Process

Initial Review: The registry conducts an initial review to ensure
that all required fields are completed.

Quality Control: Detailed review to verify the accuracy and
consistency of the submitted information.

Approval: Once the trial meets all criteria, it is approved and
assigned a registration number.

Public Posting: The trial information is posted publicly, and the
trial can commence.



Compliance and Ethical Considerations

Regulatory Requirements: Compliance with international
guidelines and local regulations.

Ethical Approval: Ensure that the trial has received ethical
approval from a recognized ethics committee.

Informed Consent: Obtain informed consent from all trial
participants.

Data Protection: Ensure the confidentiality and protection of
participant data.
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e ClinicalTrials.gov2H=EIE X &4 ( National Institutes of Health - NIH ) PrEE=EIEI X EEEZRE ( National Library of
Medicine - NLM ) BE=EEREWEEF ( Food and Drug Administration - FDA ) FA1997FH[ERAEE - 52000528 FM A
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Reporting Outcomes & Manuscript Preparation

Protocol
Statistical Analytic Plan

Primary & Secondary
Outcomes

Presenting Results in the
Manuscript
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