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Abstract
Objective: Since 2008, information on clinical trials from three registration organizations has been

HAESE - BB

T351-0197 ¥ EWHDETIHE2-3-6

2-3-6, Minami, Wako, Saitama, 351-0197, Japan.
Tel: 048-458-6311

Fax: 048-469-3875

E-mail: k.yukawa@niph.go.jp

[PRe274E 8 H29H ]

374 J. Natl. Inst. Public Health, 64 (4) : 2015



HAR DRGSR - GBE T — & Om B ARGE © 3G, 3R, 28

consolidated by The National Institute of Public Health (NIPH) clinical trials search portal site (http://
rctportal.niph.go.jp) in Japan, thereby allowing information on approximately 20,000 clinical trials to be
searched. The quality of such information must be assured as part of the accreditation criteria of the
World Health Organization (WHO) International Clinical Trials Registry Platform (ICTRP) Primary
Registry. However, quality assessment of all items for the three registration organizations has thus far
not been conducted in Japan. Therefore, there is therefore a need to determine the degree of conformity
of the 20 items and to investigate the causes of discrepancies and identify improvement strategies.
Methods: The degree of conformity between the Japan Primary Registry Network (JPRN) and three
registration organizations (the University hospital Medical Information Network (UMIN), the Japan
Pharmaceutical Information Center (JAPIC), and the Japan Medical Association Center for Climical
Trials JMACCT) was examined to assess the quality of registered data. Because the organizations had
different registered items other than the 20 essential items specified by the ICTRP, JPRN was used as
a collated information. Information on 200 clinical trials (equivalent to 1% of the 19,294 clinical trials
written in English on the JPRN) were randomly sampled on July 8th - 9th, 2015. For 34 items in English
version of data, information published by the original registration organizations and information on
the JPRN were collated. The conformity rate were calculated confidence interval of each item were
calculated. Details of data discrepancy in inconsistent items were investigated by two researchers with
visual observation.

Results: Among the 34 items evaluated, the degree of conformity of data between the NIPH and the
three registration organizations was as follows; =90% and <100% for 18 items, including Trial Identifying
Number and Scientific Title; 0% to <90% for 14 items; and 0% for two items (Date of Registration and
Telephone).

Conclusion: The extent of data discrepancy ranged from minor differences, such as presence or
absence of spaces and date format, to significant differences of unknown causes where entirely different
information was displayed. In particular, because information from UMIN, JAPIC, and JMACCT is
consolidated by the NIPH in Japan, processing and editing data are more complicated than that of other
countries, resulting in a higher risk for discrepancy. Our findings highlight the need for an integrated
system in NIPH, rather than collecting processed data from each organization. Cooperation among the
relevant organizations and development of quality assessment tools are also needed.

keywords: clinical trial registry, NIPH portal site, JPRN, WHO ICTRP, quality assessment
(accepted for publication, 29th August 2015)
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Registry (3XB#%4%H) 3) Secondary Identifying Numbers
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Support (fff ¢ 2 $& it 5¢) 5) Primary Sponsor ( & %
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#%) 7) Contact for Public Queries (GGRERDM &%) 8)
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D IERX4) 11) Countries of Recruitment (5552 Jiti )
12) Health Condition or Problem Studied ( X} % %% &)
13) Intervention (4 A & WMD) 14) Key Inclusion
and Exclusion Criteria (GE#U/Bx#13E#) 15) Study Type
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18 ¥ € H) 17) Target Sample Size ( H 5 1 %¢) 18)
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AR E R B OJPRN Y — NI ¥ — ST WAk
FEORBER T — ¥, T2V IV L 722007 — ¥
WZOWTRKLIIR LA &7 — %1319,2941F (UMIN:
16,379, JAPIC: 2,745, JMACCT: 170), »F4 4 > 71200
fEDMERIE, UMIN: 180, JAPIC: 19, IMACCT: 1 TH -~ 72
WG TN DOREEIZ DO W THE 21Tk L7z, Study

K1 BEHARR—FNLYA POET—2ER/RY LTIV

JPRN UMIN JAPIC  JMACCT
LT =7 19,294 16,379 2,745 170
POE A% 200 180 19 1

a) [ REPER FRE I SR O RPN HA B SRS T 2 b DITIRS (2015/07/ 8 A7)

kK2 MWHRYTILOEE (N=200)

n % @
Study Type
Interventional 155 77.5
Interventional, observational 10 5.0
Observational 34 17.0
Others, meta-analysis etc. 1 0.5
Date of Registration in Primary Registry
2005 3 1.5
2006 3 1.5
2007 3 1.5
2008 5 2.5
2009 17 8.5
2010 21 10.5
2011 18 9.0
2012 35 175
2013 42 21.0
2014 36 18.0
2015 17 8.5
Target Sample Size
=50 96 49.7
51-100 39 20.2
101-150 11 5.7
151-200 16 8.3
201 — 31 16.1

a) KAHZ B <
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typeld, Interventional:155f (77.5 %), Observational:
341+ (17.0%), Date of RegistrationiZ, 20104 : 214 (10.5%),
20114F: 181 (9.0%), 20124F:35fF (17.5%), 20134F:
427F (21.0%), 20144F:36fF (18.0%), 20154F:171F
(8.5%) T& - 7. Target Sample Sizeld, 504 LT :96
fF (49.7%). 51-100% :39F (20.2%), 2014 BA L :311F
(16.1%) TH-7z.
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FHEB & JPRNIH O —E3IZ DWW THE 3 IR L7

—FFHAI90% —100% T&H - 723 H 1, MainID, Secondary
ID, Source of Monetary Support, Primary Sponsor,
Secondary Sponsor, Contacts Public, Public Title,
Scientific Title, Health Condition or Problem Studied,
Intervention, Countries of Recruitment, Date of First
Enrolment, Target Sample Size, Recruitment Status,

Primary Outcome, Main ID, Secondary IDT&® - 7-.

3. —HEDEWIER

—FFAY90% A D I H 12D W THILEE O B AR % 3£ 4
1278 L7z, Date of RegistrationC1331/10/2014 (NIPH)
£2014/10/31 (UMIN) &\ 9 i#\WAid - 72, Contacts
Public AddressT {3, JapanA*f il & 11T \>7z. Telephone
T HARDEBEE 581D A AR 7 > Tz, Contacts
Scientific ClI AN ZEM & 72 2 X & HH AT 5 2O 5Lk A
Holz ) BEFSMICA =NV T FLUADRIWE N TV,
Key Inclusion & Exclusion CriteriaTl%, Age minimum
L Age maximumiZ [ <= | [ > ] OF#D#E >, Study
Design T ZEM & A R— ZDEWAED SN Bk
DFEHIZEBL T, AR—ZADHFMER, LEIEPTY)
NCn), —fHo7F—r BEREINTVRVE WVl
BEASRED b7z,

%3 ICTRP®OMinimal Registration Data Set I8 B 5| D—EH

n —HeR (%) EHIXH (95%) @

1. Main ID 200 99.5 ( 972 — 100.0 )
2. Date of Registration 200 0.0 ( 0.0 — 1.8 )
3. Secondary ID (s) 13 100.0 (753 — 100.0 )
4. Source (s) of Monetary Support 182 98.9 ( 960 — 999 )
5. Primary Sponsor 200 98.0 ( 950 = 995 )
6. Secondary Sponsor (s) 25 95.7 ( 781 = 999 )
7. Contacts Public Name 160 99.4 (965 — 100.0 )
Address 181 8.4 ( 48 = 134 )

Telephone 157 10.6 ( 6.3 - 165 )

E-mail 158 99.3 ( 964 — 1000 )

Affiliation 200 99.5 ( 972 = 100.0 )

8. Contacts Scientific Name 181 38.5 ( 314 — 461 )
Address 181 4.5 ( 19 — 86 )

Telephone 181 0.0 ( 00— 02 )

E-mail 185 27.5 ( 211 — 346 )

Affiliation 189 57.3 ( 498 = 645 )

9. Public Title 200 98.5 ( 957 — 99.7 )
10. Scientific Title 20 95.5 ( 772 — 999 )
11. Countries of Recruitment 197 98.0 ( 949 — 994 )
12. Health Condition (s) or Problem (s) Studied 200 98.0 ( 950 = 995 )
13. Intervention (s) 146 92.0 ( 8.1~ 959 )
14. Key Inclusion & Exclusion Criteria Inclusion Criteria 200 80.5 ( 743 — 858 )
Exclusion Criteria 198 82.6 ( 765 — 876 )

Age minimum 197 25.1 ( 192 — 318 )

Age maximum 189 62.0 ( 547 — 69.0 )

Gender 199 99.5 ( 972 = 100.0 )

15. Study Type 200 89.0 ( 88~ 930 )
Study Design 199 78.3 ( 719 — 838 )

16. Date of First Enrolment 195 93.2 ( 86 ~ 963 )
17. Target Sample Size 193 99.5 ( 971 — 100.0 )
18. Recruitment Status 200 90.5 ( 8.6~ 92 )
19. Primary Outcome (s) 195 93.2 ( 8.7~ 9.3 )
20. Secondary Outcome (s) 126 87.4 ( 8.1 — 928 )
URL 200 89.0 ( 88— 930 )

a) Clopper-Pearson® /512 & %
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JPRN Lo #E 5 UMIN, JAPIC, JMACCT L0#% FERL
2. Date of Registration 31/10/2014 2014/10/31 dd/mm/yyyy (NIPH)

7. Contacts Public

yyyy/mm/dd (UMIN)

Address 1000 XX-cho Shizuoka Japan 1000 XX-cho Shizuoka Japan Japan Japan2¥f M nCcw 2

Telephone 0771-11-1111 81-771-11-1111 H AR D E B 81D I
8. Contacts Scientific

Name & A B FE SRR

Contacts Telephone abcd@med.xx-u.ac.jp 81-771-11-1111 BIHEFSWICA =L T F L AHEEI
14. Key Inclusion & Exclusion Criteria

Age minimum 20 years-old 20 years-old <= [ <=1 OffE

Age maximum 75 years-old 75 years-old > [>] ofFE
Study Design FEHEADS 2 I A1 22 RLIRD 2 VI EIZ AN =R
BB H 123850 1.2k 2.2k 2.2k A= X DA
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1...2& 2..2¢&

1...2 %
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EDPEELWAYRAT A EET— 5 OMBPWEETH -
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Appendix
WHO Trial Registration Data Set (Version 1.2.1)

oW TENMW 2 MEFFMAfThb T 5, fl 213,
Registry3l] & i & #i 4 T, JPRNIZ D W TR ERD [ v
A b eoName : 91.2%, E-mail R EiGH %5 : 58.8%,
Intervention: 17.6%, Primary Outcomes: 13.8% T % Z
EAURENTWS [21). 72, E#HIESH (duplicate) @
FROBLEDHOWIEDL T TEBY [22], 4 & 13H
% % sl )7 TREGIE & el % & & b ICJPRN O H# % i
1bL, BERICX YD IEME2BRIIEE R TE S L9
1.

V. HEE

JPRNO#GE T — 7 ICB§ 5 WERH 21T - 72 & 2 5,
F—F OHIEIRM RO LEELRLOETEENT
Wiz D% 1L 3 BB SHER S B 2 L
K3 B REEASE . F B SR O 13 E) & 0T % ML
45 Z & T, Primary Registry & L T @ E B 1 7 5B 3k
W TR T LLENDH L. T2, BEFET+—<v Ml
ITEDBEBNC X 0 B B b v o 72 HEE DB % 404 L
T — & A TR HH AR B o HUE L& o SR BRI 2
TS BN DH 5.

&l’gl.

A5

AHFFENL P 254 BEE A D7 B R i FE Bl 4 - PR
B MALR G Ir7ESoE (BRI JE SR A AR i e i 72 3¢
SE/BRIRDEZE - BN ZEHE) 12X [HR - %
NOFRITTE - REROE JOEFEZ T H0F7E (WF7EfER
= AET) | ofiRE b i TbhE L7

JPRNBIHBE B 0 Ak & OV — & IR T I TH
7BAERE OERIT O X D LR L BT £

WHHENE

1 Primary Registry and Trial Identifying Number

Name of Primary Registry, and the unique ID number assigned by the Primary Registry to this trial.

2 Date of Registration in Primary Registry

Date when trial was officially registered in the Primary Registry.

3 Secondary Identifying Numbers

Other identifiers besides the Trial Identifying Number allocated by the Primary Registry, if any. These include: The Universal

Trial Number (UTN) Identifiers assigned by the sponsor (record Sponsor name and Sponsor-issued trial number (e.g. protocol
number)) Other trial registration numbers issued by other Registries (both Primary and Partner Registries in the WHO Registry
Network, and other registries) Identifiers issued by funding bodies, collaborative research groups, regulatory authorities,
ethics committees / institutional review boards, etc. All secondary identifiers will have 2 elements: an identifier for the issuing
authority (e.g. NCT, ISRCTN, ACTRN) plus a number. There is no limit to the number of secondary identifiers that can be
provided.
Source (s) of Monetary or Material Support

Major source (s) of monetary or material support for the trial (e.g. funding agency, foundation, company, institution).
Primary Sponsor

The individual, organization, group or other legal entity which takes responsibility for initiating, managing and/or financing a
study. The Primary Sponsor is responsible for ensuring that the trial is properly registered. The Primary Sponsor may or may not
be the main funder.

Secondary Sponsor (s)

Additional individuals, organizations or other legal persons, if any, that have agreed with the primary sponsor to take on
responsibilities of sponsorship. A secondary sponsor may have agreed to: take on all the responsibilities of sponsorship jointly
with the primary sponsor; or form a group with the Primary Sponsor in which the responsibilities of sponsorship are allocated
among the members of the group; or act as the Primary Sponsor’s legal representative in relation to some or all of the trial sites.
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Contact for Public Queries

Email address, telephone number and postal address of the contact who will respond to general queries, including information
about current recruitment status.
Contact for Scientific Queries

There must be clearly assigned responsibility for scientific leadership to a named Principal Investigator. The PI may delegate
responsibility for dealing with scientific enquiries to a scientific contact for the trial. This scientific contact will be listed in
addition to the PI. The contact for scientific queries must therefore include: Name and title, email address, telephone number,
postal address and affiliation of the Principal Investigator, and; Email address, telephone number, postal address and affiliation of
the contact for scientific queries about the trial (if applicable). The details for the scientific contact may be generic (that is, there
does not need to be a named individual): e.g. a generic email address for research team members qualified to answer scientific
queries.

Public Title
Title intended for the lay public in easily understood language.
Scientific Title

Scientific title of the study as it appears in the protocol submitted for funding and ethical review. Include trial acronym if

available.
Countries of Recruitment

The countries from which participants will be, are intended to be, or have been recruited at the time of registration.
Health Condition (s) or Problem (s) Studied

Primary health condition (s) or problem (s) studied (e.g., depression, breast cancer, medication error). If the study is
conducted in healthy human volunteers belonging to the target population of the intervention (e.g. preventive or screening
interventions), enter the particular health condition (s) or problem (s) being prevented.

Intervention (s)

For each arm of the trial record a brief intervention name plus an intervention description. Intervention Name: For drugs
use generic name; for other types of interventions provide a brief descriptive name. For investigational new drugs that do not
yet have a generic name, a chemical name, company code or serial number may be used on a temporary basis. As soon as the
generic name has been established, update the associated registered records accordingly. For non-drug intervention types,
provide an intervention name with sufficient detail so that it can be distinguished from other similar interventions. Intervention
Description: Must be sufficiently detailed for it to be possible to distinguish between the arms of a study (e.g. comparison of
different dosages of drug) and/or among similar interventions (e.g. comparison of multiple implantable cardiac defibrillators).
For example, interventions involving drugs may include dosage form, dosage, frequency and duration. If the intervention is
one or more drugs then use the International Non-Proprietary Name for each drug if possible (not brand/trade names). For an
unregistered drug, the generic name, chemical name, or company serial number is acceptable. If the intervention consists of
several separate treatments, list them all in one line separated by commas (e.g. “low-fat diet, exercise”). For controlled trials,
the identity of the control arm should be clear. The control intervention (s) is/are the interventions against which the study
intervention is evaluated (e.g. placebo, no treatment, active control). If an active control is used, be sure to enter in the name (s)
of that intervention, or enter “placebo” or “no treatment” as applicable. For each intervention, describe other intervention details
as applicable (dose, duration, mode of administration, etc.).

Key Inclusion and Exclusion Criteria

Inclusion and exclusion criteria for participant selection, including age and sex. Other selection criteria may relate to clinical
diagnosis and co-morbid conditions; exclusion criteria are often used to ensure patient safety. If the study is conducted in healthy
human volunteers not belonging to the target population (e.g. a preliminary safety study), enter “healthy human volunteer”.
Study Type

Study type consists of: Type of study (interventional or observational), Study design including: Method of allocation
(randomized/non-randomized), Masking (is masking used and, if so, who is masked), Assignment (single arm, parallel,
crossover or factorial), Purpose, Phase (if applicable). For randomized trials: the allocation concealment mechanism and
sequence generation will be documented.

Date of First Enrollment
Anticipated or actual date of enrolment of the first participant.
Target Sample Size
Number of participants that this trial plans to enroll in total.
Recruitment Status
Recruitment status of this trial:
Pending: participants are not yet being recruited or enrolled at any site
Recruiting: participants are currently being recruited and enrolled
Suspended: there is a temporary halt in recruitment and enrolment
Complete: participants are no longer being recruited or enrolled
Other
Primary Outcome (s)

Outcomes are events, variables, or experiences that are measured because it is believed that they may be influenced by the
intervention.

The Primary Outcome should be the outcome used in sample size calculations, or the main outcome (s) used to determine the
effects of the intervention (s). Most trials should have only one primary outcome. For each primary outcome provide: The name
of the outcome (do not use abbreviations), The metric or method of measurement used (be as specific as possible), The time
point (s) of primary interest. Example: Outcome Name: Depression, Metric/method of measurement: Beck Depression Score,
Time point: 18 weeks following end of treatment.

Key Secondary Outcomes

Secondary outcomes are outcomes which are of secondary interest or that are measured at time points of secondary interest.
A secondary outcome may involve the same event, variable, or experience as the primary outcome, but measured at time points
other than those of primary interest. As for primary outcomes, for each secondary outcome provide: The name of the outcome (do
not use abbreviations). The metric or method of measurement used (be as specific as possible). The time point (s) of interest.
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