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= (7) 455/1,064 413/1,058 1.17(0.91-1.51) 2.37(1.36-4.13) 115
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Table 2 Study results on tetrabenazine in patients with Huntington’s disease (HD)
Trial ID Study Study results
NCT00219804 Efficacy and Safety of Tetrabenazine in Chorea No Study Results Posted on ClinicalTrials.gov for
First received: September 14, 2005 this Study
Last updated: NA About Study Results Reporting
Last verified: September 2005 Study Status: Completed
History: No changes posted Estimated Study Completion Date: Not given
Sponsor: Prestwick Pharmaceuticals Estimated Primary Completion Date: Not given
Health Authority: Food and Drug Administration  Publications with Trial ID:
(Usa) Frank S. Tetrabenazine as anti-chorea therapy in
Huntington disease: an open-label continuation
study. Huntington Study Group/TETRA-HD
Investigators. BMC Neurol. 2009 Dec 18;9:62.
doi:10.1186/1471-2377-9-62. Erratum in: BMC
Neurol. 2011;11:18.
NCT01451463 Impact of Xenazine (Tetrabenazine) on Gait and  No Study Results Posted on ClinicalTrials.gov for

Functional Activity in Individuals
With Huntington’s Disease

First received: October 10, 2011
Last updated: May 7, 2013

Last verified: May 2013

History of Changes

Sponsor: Ohio State University
Collaborator: Lundbeck LLC

Health Authority: Institutional Review Board

(USA)

this Study

About Study Results Reporting
Study Status: Completed
Study Completion Date: Apr-2013
Primary Completion Date: Apr-2013

Clinical trials on HD registered at https://clinicaltrials.gov/ (accessed on November 10, 2015)
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Table 3 A clinical trial on Huntington’s disease: the
study results posted on ClinicalTrial.gov

Title Pilot Study of Minocycline in Hunting-
ton’s Disease

ClinicalTrials.gov NCT00277355

Identifier: (Study Type: Interventional)

Minocycline 100 mg Matching Placebo
Twice Daily Twice Daily

11/87(12.649%) 1/27(3.70%)

2/87(2.30%) 0/27(0.00%)
1/87(1.159%) 0/27(0.00%)
Chest pain 1/87(1.15%) 0/27(0.00%)
Death 1/87(1.15%) 0/27(0.00%)
1/87(1.15%) 0/27(0.00%)
1/87(1.15%) 0/27(0.00%)
1/87(1.15%) 0/27(0.00%)
1/87(1.15%) 0/27(0.00%)

1/87(1.15%) 0/27(0.00%)

Total, serious adverse
events

Myocardial infarction

Chest discomfort

Localized infection
Pneumonia

Ankle fracture
Dehydration

Tongue neoplasm
malignant stage

Cerebrovascular
accident

1/87(1.15%)
1/87(1.15%)

0/27(0.00%)

Agitated depression 0/27(0.00%)

Anxiety 1/87(1.15%) 0/27(0.00%)
Depression 1/87(1.15%) 0/27(0.00%)

1/87(1.15%) 0/27(0.00%)

Renal failure

Choking 1/87(1.15%) 0/27(0.00%)
Dyspnea 1/87(1.15%) 0/27(0.00%)
Pneumothorax 1/87(1.15%) 0/27(0.00%)

1/87(1.15%)
0/87(0.00%)

74/87(85.06%)

0/27(0.00%)
1/27(3.70%)

23/27(85.19%)

Pulmonary embolism
Aborted pregnancy

Total, other adverse

events
Dysphagia 4/87(4.60%) 2/27(7.41%)
Nausea 7/87(8.05%) 0/27(0.00%)
Diarrhea 7/87(8.05%) 3/27(11.11%)
Irritability 5/87(5.75%) 1/27(3.70%)
Bronchitis 0/87(0.00%) 2/27(7.41%)

2/87(2.30%) 2/27(7.41%)

Viral gastroenteritis

Influenza 3/87(3.45%) 2/27(7.41%)
Nasophyngitis 5/87(5.75%) 3/27(11.11%)

0/87(0.00%)
1/87(1.15%)
3/87(3.45%)
Fall 15/87(17.24%)
3/87(3.45%)
2/87(2.30%)
3/87(3.45%)
8/87(9.20%)
9/87(10.34%)

2/27(7.41%)
2/27(7.41%)
2/27(7.41%)
6/27(22.22%)
$/27(11.11%)
4/27(14.81%)
2/27(7.41%)
0/27(0.00%)
2/27(7.41%)

Tooth abscess
Back injury

Contusion

Joint sprain

Skin laceration
Weight decreased
Back pain

Balance disorder

Chorea 5/87(5.75%) 0/27(0.00%)
Dizziness 5/87(5.75%) 0/27(0.00%)
Anxiety 7/87(8.05%) 1/27(3.70%)

6/87(6.90%) 1/27(3.70%)

Depressed mood

Depression 6/87(6.90%) 4/27(14.81%)
Insomnia 8/87(9.20%) 2/27(7.41%)

Libido decreased
Obsessive thoughts

0/87(0.00%)
5/87(5.75%)
1/87(1.15%)
2/87(2.30%)

2/27(7.41%)
0/27(0.00%)
3/27(11.11%)
2/27(7.41%)

Suicidal ideation

Nasal congestion

Clinical trials on HD registered at https://clinicaltrial&gov/ (ac-
cessed on November 10, 2015).

This table presents adverse events alone from the study results
posted.
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Moving toward the reduction of publication/reporting biases in clinical trials using a

new international standard

Yuriko Dor*
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Evidence-based medicine (EBM) is fundamental to ensuring high-quality medical care. It requires sys-
tematic reviews and meta-analyses to synthesize diverse information available from individual clinical studies.
However, the literature reviewed may represent an incomplete and selective set of research findings, which
could lead to publication/reporting biases and distort the true picture of research as a whole. Prospective re-
gistry of all clinical trials in the world is mandatory to reduce the biases, which have been disclosed on the In-
ternational Clinical Trials Registry Platform (ICTRP) of the World Health Organization (WHO) since
2007. The Japan Primary Registries Network (JPRN) is included in the ICTRP. ClinicalTrials.gov, the
U.S. clinical trial registry, reports the standardized data of registered trials and offers access to submitted out-
comes online. However, the JPRN does not systematically include the outcomes. On April 14, 2015, the
WHO published a new statement online on the public disclosure of clinical trial results, which requires resear-
chers to define the timeframes of reporting main findings and key outcomes, to call for results—reporting
older, but still unpublished trials, and to outline steps to improve linkages between clinical trial registry en-
tries and their published results. The WHO’s new position will facilitate global efforts to reduce publication/

reporting biases in clinical trials. Japan will have to actively participate in these efforts as well.
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