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Publication bias has a negative impact on the ability of healthcare providers and consumers
to make unbiased healthcare decisions. The demand for greater transparency of clinical
trials has increased and a prospective registry has been suggested by the International Com-
mittee of Medical Journal Editors. By 2008, prospective registration was considered as an ethi-
cal requirement within the Declaration of Helsinki. In Korea, the clinical research registry named
‘Clinical Research Information Service (CRIS) was recently established and became a data
provider as a primary registry to the World Health Organization (WHO) International Clinical Trial
Registry Platform search portal. This means that CRIS conforms to the WHO registry criteria
and that registering trials with the CRIS satisfies the trial registration policies of many medical
journals. To improve the comprehensiveness and completeness of registered clinical research
data, it is necessary to communicate and raise awareness of the need to register clinical trials,
as well as to establish national policies on clinical trial registration.
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Table 1. World Health Organization trial registration data set [10]

No. ltem Definition/explanation

1 Primary registry and trial identifying Name of primary registry, and the unique ID number assigned by the primary registry

number to this trial.

2 Date of registration in primary Date when trial was officially registered in the primary registry.

registry

3 Secondary identifying numbers Other identifying numbers and issuing authorities besides the primary registry.

4 Source(s) of monetary or material ~ Major source(s) of monetary or material support for the trial (e.g., funding agency, foun-

support dation, company).

5  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 ensuring that the trial is pro-
perly registered. The primary sponsor may or may not be the main funder.

6  Secondary sponsor(s) Additional individuals, organizations or other legal persons, that have agreed with the
primary sponsor to take on responsibilities of sponsorship.

7  Contact for public queries Email address, telephone number, or postal address of the contact who will respond to
general queries, including information about current recruitment status

8  Contact for scientific queries Email address, telephone number, or postal address, and affiliation of the person to
contact for scientific queries about the trial (e.g., principal investigator, medical director
employed by the sponsor).

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

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

11 Countries of recruitment The countries from which participants will be, are intended to be, or have been recruited.

12 Health condition(s) or problem(s) Primary health condition(s) or problem(s) studied (e.g., depression, breast cancer, medi-

studied cation error).

13 Intervention(s) Specific name of the intervention(s) and the comparator/control(s) being studied. Use
the international non-proprietary name 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”).

14 Key inclusion and exclusion criteria  Inclusion and exclusion criteria for participant selection, including age and sex.

15 Study type Includes choices for randomized vs. non-randomized, type of masking (e.g., double-
blind, single-blind), type of controls (e.g., placebo, active), and group assignment, (e.g.,
parallel, crossover, factorial).

16 Date of first enrollment Anticipated or actual date of enrollment of the first participant.

17  Target sample size Number of participants that this trial plans to enroll.

18 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 enrollment

- Complete: participants are no longer being recruited or enrolled

- Other

19  Primary outcome(s) Outcomes are events, variables, or experiences that are measured because it is be-
lieved 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).

20 Key secondary outcomes The name and timepoint(s) for all secondary outcomes of clinical and/or scientific im-

portance.
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