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BACKGROUND

It is well documented that the results of clinical trials are often not made publicly
available. It is not known whether this also applies to trials of treatment for shoulder
complaints.

METHOD

Searches were conducted in the registries ClinicalTrials.gov, EUCTR and ISRCTN for
registered and completed randomised and non-randomised trials of conservative and
surgical interventions for shoulder complaints. The percentage that had published
results in a peer-reviewed journal and/or reported results to a registry was determined.

RESULTS

A total of 278 randomised and 70 non-randomised trials were completed in the period
1 January 2000-31 December 2018. Of these, 177 (51 %) had published their results in
a peer-reviewed journal as of 31 May 2020 and/or described their results in a registry.
More than 15 000 patients had taken part in trials for which results were not available.
Results reporting had little connection with trial size or design, funding source, or type
of intervention or shoulder complaint. Nor was there evidence that the reporting
improved during the period in which the trials were conducted.
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INTERPRETATION

The high percentage of completed trials without information about results weakens the
evidence basis for treatment of shoulder complaints. Moreover, such a practice is
ethically unacceptable.

The reliability of research findings may be weakened in several ways. Trials that have
positive and statistically significant findings and that support the hypotheses of the
authors or editors have a greater probability of being published (publication bias) (1, 2).
Other common sources of bias are selective reporting (incomplete reporting of
predefined clinical outcome measures) and change of outcome measure between the
protocol and the published article (3—6). This type of dishonest research practice is
astonishingly common and may result in exaggerated or simply incorrect assertions
about treatment efficacy in systematic reviews, meta-analyses and clinical guidelines

).

Researchers' obligation to publish the results of human clinical trials is laid down in
both statutory form and in ethical guidelines, amongst others by the World Health
Organization (8). In order to remedy underreporting and lack of transparency in
medical research, a database, ClinicalTrials.gov (CTG), was established in the USA in
the late nineties for mandatory registration of human clinical trials. Several similar
registries have been established subsequently.

The two biggest are ISRCTN (9), which came in 2000, and the European Union
Clinical Trials Register (EUCTR)/European Clinical Trials Database (EUdraCT),
which covers trials in the EU area (10), as from 2004. Since 2007, ClinicalTrials.gov
has required that results be published in the registry 12 months at the latest after
primary completion, and EUdraCT stipulated similar requirements in 2012 (11, 12). All
the registries offer free access to electronic searches.

Shoulder complaints are one of the most common causes of consultations for
musculoskeletal complaints, and both surgical and conservative therapy may be
indicated. Therapeutic practice is based on evidence to only a limited extent, however,
and published studies are characterised by bias of various kinds (13, 14). I wanted to
determine the volume of studies of shoulder complaint interventions registered with the
aforementioned three study registries, and the percentage of completed studies that had
made their results publicly available by reporting directly to the registry and/or in a
peer-reviewed publication.

Method

Searches were conducted in the study registries ClinicalTrials.gov, EUdraCT and
ISRCTN using the search word 'shoulder' in combination with "rotator cuff"
"impingement", "arthritis", "osteoarthr*", "fracture", "labral", "dislocation" and
"adhesive capsulitis" for completed randomised and non-randomised phase-4 trials in
the time period 1 January 2000-31 December 2018. Because of the requirement that

results be reported to registries within 12 months of completion, studies completed later
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than 31 December 2018 were excluded. Studies concerning prevention, diagnostics and
shoulder pain secondary to other disorders were also excluded. The search cut-off date
was 31 May 2020.

The relevant interventions were grouped into four categories: 1 Surgery, 2 Physical
therapy/training (possibly in combination with another conservative treatment,
including medical treatment), 3 Other types of conservative treatment and 4
Analgesia/anaesthesia. The geographical location (continent) of the trials, type of
shoulder complaint (adhesive capsulitis (frozen shoulder),
osteoarthritis/dislocation/fracture, subacromial pain and unspecified shoulder pain),
number of participants per trial (based on reported data, or information in the protocol),
the defined start and completion dates of the trials and type of funding ("industry"
versus "other") were recorded.

The primary outcome measure was number of trials with information about results in
the form of registry data and/or publication in a peer-reviewed professional journal. If
the registry did not have a link to a published article, PubMed was searched for
potential articles based on the contact person given or principal investigator, possibly in
combination with key words from the trial description, identification number,
recruitment period and/or number of trial subjects in the registry — if necessary in full
text. Pearson's chi-squared test, Kruskal-Wallis's test and the odds ratio (OR) with 95 %
confidence interval (CI) were used for subgroup analyses. MedCalc version 19.2 was
used to perform statistical calculations.

Results

A total of 581 trials were identified through searches in the three registries, 457 in
ClinicalTrials.gov, 74 in ISRCTN and 50 in EUdraCT. Of these, 233 were excluded in
accordance with described criteria, including 49 trials completed after 1 January 2019.
Of the remaining 348 trials, 287 were reported to ClinicalTrials.gov, 45 to ISRCTN and
16 to EUdraCT (Table 1). 170 trials were performed in Europe, 131 in North America,
68 in Asia and the Middle East, 22 in South America and six in more than one region.
There were 278 randomised and 70 non-randomised trials. The median number of
participants per trial was 60 (interquartile range 40-109). The diagnoses were grouped
into adhesive capsulitis (n = 42), osteoarthritis/dislocation/fracture (n = 116),
subacromial pain (n = 232) and unspecified shoulder pain (n = 214).

Table 1

Overview of number of trials of treatments for shoulder complaints with reported results in the
period 1.1.2000-31.12.2018, number of participants and time from completion to the results
being made available in a registry and/or published in an article.

Trial registry Total
ClinicalTrials.gov ~ ISRCTN  EUdraCT (n =348)
(n =287) (n =45) (n =16)

Industry-funded 44 6 2 52

trials (n)
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Trial registry

ClinicalTrials.gov
(n=287)

ISRCTN
(n=45)

EUdraCT
(n=16)

Total
(n = 348)

Trials with reported 153 (53)
results, n (%)

22 (49)

2(13)

177 (51)

Data entered in 54 (19)
registry, n (%)

1Q)

55 (16)

Time from 24 (15-39)
completion until

data entered in

registry (median

no. of months,

interquartile

range)

7()

24(14-39)

Published data, n 127 (44)
(%)

22 (49)

2(13)

151 (43)

Time from 24 (16-35)
completion until

data are

published in

article (median

no. of months,

interquartile

range)

33(20-43)

19()

25(16-37)

Participants in all (n) 25134

5057

1833

32024

Participants in 11287
trials without
reported results

2032

1698

15 017

For 171 (49 %) of the included trials, no results could be traced either in a registry or in
published form (Table 1). Of the three registries, EUdraCT had the highest percentage
of trials without reported results (86 %). A total of 32 024 subjects took part in the
included trials, 15 017 (47 %) of them in trials without reported results. Figure 1 shows
number of trials with and without reported results by type of intervention.
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Figure 1 Number of trials where results were reported to a registry/published in a peer-reviewed
journal or were not reported (without result), by type of intervention.

The median trial duration was 21 months (interquartile range 11-37). Of the 55 trials
(16 %) that had reported results to a registry, a median period of 24 months passed
((14)-39) from the time of completion, and only seven trials reported within

12 months. 151 (43 %) of trials were published a median of 25 months after completion
((16)-37). 29 (8 %) of trials were both published and reported to a registry. A Kaplan-
Meier plot shows the cumulative proportion of trials with traceable results in the
registry and/or a publication as a function of time since completion (Figure 2).
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Figure 2 Cumulative proportion (per cent) of trials which over time had published results or
reported results to a registry. The x-axis shows the number of months since the study was
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completed. The vertical line marks 12 months, which corresponds to the requirements of
EUdraCT and ClinicalTrials.gov for reporting of results to a registry.

Analysis of the proportion of trials without traceable results in the periods 200404,
2005-09, 2010-14 and 2015-18 found only small signs of improvement (Kruskal-
Wallis test, p = 0.44) (Figure 3). For example, 50 % of reported trials from 2005-09
and 53 % from 2010-2014 were published as of 2020. The corresponding figures for
data to registries were 8 % and 23 %, respectively.
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Figure 3 Total number of completed trials, trials where the results were published and trials
where the results were reported to a registry as of 1 May 2020, grouped into the periods 2000—
04, 2005-09, 2010-14 and 2015-18.

There were no statistically significant differences between randomised and non-
randomised trials in the proportion without traceable results (Pearson's chi-squared test,
p = 0.6), nor among the intervention groups or the four diagnostic groups (Kruskal-
Wallis test, p = 0.7 and 0.1, respectively). The proportion without reported results was
only non-significantly higher in trials with fewer than a median of 60 participants
compared with larger trials (OR 1.2; 95 % CI 0.76-1.78, p = 0.5). Fifty-two of 348

(15 %) of trials were industry-funded. The proportion of these without published results
was 60 %, compared with 47 % for other trials (1.7; 0.90-3.00, p = 0.1).

Discussion

Almost half of the total of 347 trials of shoulder interventions that were completed at
least one year before the search had no traceable data on results in either study
registries or peer-reviewed journals. This means that up to January 2019, over 15 000
subjects took part in shoulder trials without learning the outcome. The absence of
results was affected to only a limited extent by type of intervention, trial design or size,
and there was no evidence of an improvement in practice over time.
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It may be objected that the results of this study cannot necessarily be generalised to
other types of musculoskeletal disorders. However, poor reporting practice is described
in studies of joint complaints (15), back complaints (16) and orthopaedic traumas (17,
18), as well as in human clinical trial research more generally.

According to an analysis, the proportion of published scientific studies with positive
results increased from 70 % to 86 % in the years 1990-2007, and the trend has been
particularly pronounced in clinical medicine and pharmacology (19). A preponderance
of published studies with positive findings has been described even in journals with a
high impact factor (20). The results of original studies often cannot be replicated in
subsequent similar studies (21). The significance of commercial funding for reporting
practice is controversial (5), (22—24). In the included trials, those with commercial
funding had a reporting rate 13 percentage points lower than the others, but because
there were few trials the difference was not statistically significant.

The majority of the registered trials were small, with a median of 60 subjects per study,
and only three had more than 500 subjects. A lower rate of publication of small studies
has been described previously (24). It is conceivable that the low rate of publication in
the present analysis is a consequence of small studies more often being rejected than
large ones, but no significant association with trial size could be demonstrated with
respect to either publication or reporting to registries. Nor was study design found to
influence reporting, but others have described a higher publication rate for randomised

trials (22).

Measures to improve reporting

The reason that so many trials are never published is composite. Some initiated trials,
not least within surgery, are never completed, often because of recruitment problems
(25). Other financial and logistic restrictions may make the road to publication more
difficult. These are obstacles that academic and commercial research institutions with
more resources behind them are better equipped to manage (5, 23).

A vision of reducing failure to publish to zero is not realistic. However, reporting to
trial registries assures access to results irrespective of acceptance from peer-reviewed
journals. These accordingly represent a low-threshold channel for making publicly
available the results of studies that do not make the grade for publication. Although
registry data may be of variable quality, they are often more complete than the data
reported when the study is published, with respect both to efficacy and to adverse
events (26).

Registry data therefore function as both a supplement and a corrective to selective
reporting. Reporting requirements have been made more stringent in recent years,
largely as a consequence of pressure from patient organisations and research
communities. With effect from 2005, the International Committee of Medical Journal
Editors (ICMJE) made a registry-indexed study protocol prior to the start of the study a
requirement for publication. Although the majority of journals, including the Journal of
the Norwegian Medical Association, have complied with this requirement, compliance
is still poor, even in journals with a high impact factor (5).

With the support of health authorities, ClinicalTrials.gov and EUdraCT have cleared
the way for sanctions against researchers and institutions that do not fulfil the
transparency requirements. In January 2020 the European Court of Justice decided,
despite protests from the pharmaceutical industry, to give researchers and health
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authorities in the EU access to the European Medicines Agency-owned Clinical Study
Reports (CSR), which provide detailed information about the design, analysis and
findings of clinical trials (27). In Denmark, prompted by the Medicines Agency, it has
been made statutory to penalise trial sponsors who fail to report their results to
EUdraCT (28). A federal court in the US recently required all trial sponsors to publish
the results of completed trials registered in ClinicalTrials.gov up to 2017, with daily
fines for lack of reporting (29).

The AllTrials campaign is working to have previously performed, ongoing and future
trials made reportable. In this international initiative, universities, ethical committees
and medical institutions are urged to work to ensure that their members comply with
the requirements of transparency. Central Norwegian research institutions are also
supporting the campaign. In 2018, AllTrials launched a tracking instrument to flag
sponsors who fail to publish results, both from trials already completed and from future

trials (30).

This has proved effective, primarily at academic institutions. For example, twice as
many results were recently reported to EUdraCT by German universities in the course
of six months as in the preceding six years (31).

It is pointed out in guidelines from the Norwegian National Research Ethics
Committees that research results shall as a general rule be made available, and that
researchers have an independent responsibility to ensure that their research can benefit
research subjects, relevant groups and society in general (32). At present, however,
there are no authorities that ensure that results actually are made publicly available, and
failure to do so has no practical consequences either.

The research ethics committees should not restrict themselves to approving protocols,
but should also assume responsibility for ensuring that the results are made available.
For example, all studies that are approved by a regional ethics committee could be sent
to a central archive that sets up automatic alerts about deadline overruns to inform the
researchers responsible, the study sponsors and the health authorities.

Strengths and weaknesses

One strength of this study is that in addition to Clinical Trials.gov, two other registries
were included. Possible sources of error are that published studies may have been
overlooked because the literature search was limited to PubMed, and that only one
person was responsible for search and analysis. No effort was made to obtain missing
study results from the person named as principal investigator. It was not possible to
trace trials without information about the principal investigator.

Conclusion

The high proportion of trials of treatments for shoulder complaints for which results
were neither reported to trial registries nor published reflects a general systemic
weakness in the availability and dissemination of findings from human clinical trials.
When research subjects consent to take part in an intervention study, this is based on an
expectation that the results will be made available, irrespective of outcome, so that their
participation can contribute to strengthening the evidence base. Without this openness
about outcomes, research subjects could be subjected to risk without reaping any
benefits. Failure to report outcomes is therefore ethically unacceptable. It also implies a
risk of a fictitious over-representation of trials with "positive" results, and of adverse
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reactions and events not being acknowledged. Lack of transparency about the outcome
of completed studies may lead to waste of limited research funding as a result of the
initiation of unnecessary and redundant studies.

It should be a prioritised responsibility of health authorities, research institutions and
journal editors to ensure that those who initiate, fund and conduct clinical trials also
arrange for timely publication of results, with reporting to a trial registry as a minimum
requirement.

Thanks to Knut Arne Holtedahl for useful comments. The article has been peer-
reviewed.

Main findings

Of 348 trials of treatments for shoulder complaints registered with a trial registry in the
period January 2000—December 2018, 49 % failed to report their results to the registry
or to a peer-reviewed journal.

Failure to report had little connection with type of intervention, trial design or size, or
funding source.

Despite more stringent reporting requirements, no evidence was found of improved
reporting practice in the course of the study period.

LITERATURE

1. Hopewell S, Loudon K, Clarke MJ et al. Publication bias in clinical trials due to
statistical significance or direction of trial results. Cochrane Database Syst Rev 2009;
nr. 1: MR0O00006. [PubMed][CrossRef]

2. Song F, Parekh S, Hooper L et al. Dissemination and publication of research
findings: an updated review of related biases. Health Technol Assess 2010; 14: iii—,
ix -xi, 1-193. [PubMed][CrossRef]

3. Killeen S, Sourallous P, Hunter IA et al. Registration rates, adequacy of
registration, and a comparison of registered and published primary outcomes in
randomized controlled trials published in surgery journals. Ann Surg 2014; 259: 193—
6. [PubMed][CrossRef]

4. Chan AW, Hrobjartsson A, Haahr MT et al. Empirical evidence for selective
reporting of outcomes in randomized trials: comparison of protocols to published
articles. JAMA 2004; 291: 2457-65. [PubMed][CrossRef]

5. Gopal AD, Wallach JD, Aminawung JA et al. Adherence to the International
Committee of Medical Journal Editors' (ICMJE) prospective registration policy and
implications for outcome integrity: a cross-sectional analysis of trials published in
high-impact specialty society journals. Trials 2018; 19: 448. [PubMed][CrossRef]

6. Dwan K, Altman DG, Clarke M et al. Evidence for the selective reporting of
analyses and discrepancies in clinical trials: a systematic review of cohort studies of
clinical trials. PLoS Med 2014; 11: e1001666. [PubMed][CrossRef]

Failure to report results of registered trials of treatments for shoulder complaints | Tidsskrift for Den norske legeforening


http://dx.doi.org/10.1002%2F14651858.MR000006.pub3
http://dx.doi.org/10.1002%2F14651858.MR000006.pub3
http://dx.doi.org/10.1002%2F14651858.MR000006.pub3
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19160345&dopt=Abstract
http://dx.doi.org/10.1002%2F14651858.MR000006.pub3
http://dx.doi.org/10.3310%2Fhta14080
http://dx.doi.org/10.3310%2Fhta14080
http://dx.doi.org/10.3310%2Fhta14080
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=20181324&dopt=Abstract
http://dx.doi.org/10.3310%2Fhta14080
http://dx.doi.org/10.1097%2FSLA.0b013e318299d00b
http://dx.doi.org/10.1097%2FSLA.0b013e318299d00b
http://dx.doi.org/10.1097%2FSLA.0b013e318299d00b
http://dx.doi.org/10.1097%2FSLA.0b013e318299d00b
http://dx.doi.org/10.1097%2FSLA.0b013e318299d00b
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23732270&dopt=Abstract
http://dx.doi.org/10.1097%2FSLA.0b013e318299d00b
http://dx.doi.org/10.1001%2Fjama.291.20.2457
http://dx.doi.org/10.1001%2Fjama.291.20.2457
http://dx.doi.org/10.1001%2Fjama.291.20.2457
http://dx.doi.org/10.1001%2Fjama.291.20.2457
http://dx.doi.org/10.1001%2Fjama.291.20.2457
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15161896&dopt=Abstract
http://dx.doi.org/10.1001%2Fjama.291.20.2457
http://dx.doi.org/10.1186%2Fs13063-018-2825-y
http://dx.doi.org/10.1186%2Fs13063-018-2825-y
http://dx.doi.org/10.1186%2Fs13063-018-2825-y
http://dx.doi.org/10.1186%2Fs13063-018-2825-y
http://dx.doi.org/10.1186%2Fs13063-018-2825-y
http://dx.doi.org/10.1186%2Fs13063-018-2825-y
http://dx.doi.org/10.1186%2Fs13063-018-2825-y
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30134950&dopt=Abstract
http://dx.doi.org/10.1186%2Fs13063-018-2825-y
http://dx.doi.org/10.1371%2Fjournal.pmed.1001666
http://dx.doi.org/10.1371%2Fjournal.pmed.1001666
http://dx.doi.org/10.1371%2Fjournal.pmed.1001666
http://dx.doi.org/10.1371%2Fjournal.pmed.1001666
http://dx.doi.org/10.1371%2Fjournal.pmed.1001666
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24959719&dopt=Abstract
http://dx.doi.org/10.1371%2Fjournal.pmed.1001666

7. Doshi P, Dickersin K, Healy D et al. Restoring invisible and abandoned trials: a
call for people to publish the findings. BMJ 2013; 346: £2865. [PubMed][CrossRef]

8. World Health Organization. Joint statement on public disclosure of results from
clinical trials. https://www.who.int/ictrp/results/jointstatement/en/ Accessed
26.8.2020.

9. ISRCTN registry. http://www.isrctn.com Accessed 26.8.2020.

10. 2020. EU Clinical Trials Register. https://www.clinicaltrialsregister.eu Accessed
26.8.2020.

11. Zarin DA, Tse T, Williams RJ et al. The ClinicalTrials.gov results database—
update and key issues. N Engl J Med 2011; 364: 852—-60. [PubMed][CrossRef]

12. Goldacre B, DeVito NJ, Heneghan C et al. Compliance with requirement to report
results on the EU Clinical Trials Register: cohort study and web resource. BMJ 2018;
362: k3218. [PubMed][CrossRef]

13. Verhagen AP, Bierma-Zeinstra SMA, Burdorf A et al. Conservative interventions
for treating work-related complaints of the arm, neck or shoulder in adults. Cochrane
Database Syst Rev 2013; 2013: CD008742. [PubMed][CrossRef]

14. Seida JC, LeBlanc C, Schouten JR et al. Systematic review: nonoperative and
operative treatments for rotator cuff tears. Ann Intern Med 2010; 153: 246-55.
[PubMed][CrossRef]

15. Smith HN, Bhandari M, Mahomed NN et al. Comparison of arthroplasty trial
publications after registration in ClinicalTrials.gov. J Arthroplasty 2012; 27: 1283-8.
[PubMed][CrossRef]

16. Ohnmeiss DD. The fate of prospective spine studies registered on
www.ClinicalTrials.gov. Spine J 2015; 15: 487-91.

17. Gandhi R, Jan M, Smith HN et al. Comparison of published orthopaedic trauma
trials following registration in Clinicaltrials.gov. BMC Musculoskelet Disord 2011;
12: 278. [PubMed][CrossRef]

18. Chahal J, Tomescu SS, Ravi B et al. Publication of sports medicine-related
randomized controlled trials registered in ClinicalTrials.gov. Am J Sports Med 2012;
40: 1970-7. [PubMed][CrossRef]

19. Fanelli D. Negative results are disappearing from most disciplines and countries.
Scientometrics 2012; 90: 891-904. [CrossRef]

20. Kanaan Z, Galandiuk S, Abby M et al. The value of lesser-impact-factor surgical
journals as a source of negative and inconclusive outcomes reporting. Ann Surg
2011; 253: 619-23. [PubMed][CrossRef]

21. Toannidis JPA. Contradicted and initially stronger effects in highly cited clinical
research. JAMA 2005; 294: 218-28. [PubMed][CrossRef]

22. Shamliyan TA, Kane RL. Availability of results from clinical research: failing
policy efforts. J Epidemiol Glob Health 2014; 4: 1-12. [PubMed][CrossRef]

Failure to report results of registered trials of treatments for shoulder complaints | Tidsskrift for Den norske legeforening


http://dx.doi.org/10.1136%2Fbmj.f2865
http://dx.doi.org/10.1136%2Fbmj.f2865
http://dx.doi.org/10.1136%2Fbmj.f2865
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23766480&dopt=Abstract
http://dx.doi.org/10.1136%2Fbmj.f2865
https://www.who.int/ictrp/results/jointstatement/en/
http://www.isrctn.com/
https://www.clinicaltrialsregister.eu/
http://dx.doi.org/10.1056%2FNEJMsa1012065
http://dx.doi.org/10.1056%2FNEJMsa1012065
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21366476&dopt=Abstract
http://dx.doi.org/10.1056%2FNEJMsa1012065
http://dx.doi.org/10.1136%2Fbmj.k3218
http://dx.doi.org/10.1136%2Fbmj.k3218
http://dx.doi.org/10.1136%2Fbmj.k3218
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30209058&dopt=Abstract
http://dx.doi.org/10.1136%2Fbmj.k3218
http://dx.doi.org/10.1002%2F14651858.CD008742.pub2
http://dx.doi.org/10.1002%2F14651858.CD008742.pub2
http://dx.doi.org/10.1002%2F14651858.CD008742.pub2
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24338903&dopt=Abstract
http://dx.doi.org/10.1002%2F14651858.CD008742.pub2
http://dx.doi.org/10.7326%2F0003-4819-153-4-201008170-00263
http://dx.doi.org/10.7326%2F0003-4819-153-4-201008170-00263
http://dx.doi.org/10.7326%2F0003-4819-153-4-201008170-00263
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=20621893&dopt=Abstract
http://dx.doi.org/10.7326%2F0003-4819-153-4-201008170-00263
http://dx.doi.org/10.1016%2Fj.arth.2011.11.005
http://dx.doi.org/10.1016%2Fj.arth.2011.11.005
http://dx.doi.org/10.1016%2Fj.arth.2011.11.005
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22226609&dopt=Abstract
http://dx.doi.org/10.1016%2Fj.arth.2011.11.005
http://www.clinicaltrials.gov/
http://dx.doi.org/10.1186%2F1471-2474-12-278
http://dx.doi.org/10.1186%2F1471-2474-12-278
http://dx.doi.org/10.1186%2F1471-2474-12-278
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22151841&dopt=Abstract
http://dx.doi.org/10.1186%2F1471-2474-12-278
http://dx.doi.org/10.1177%2F0363546512448363
http://dx.doi.org/10.1177%2F0363546512448363
http://dx.doi.org/10.1177%2F0363546512448363
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22679295&dopt=Abstract
http://dx.doi.org/10.1177%2F0363546512448363
http://dx.doi.org/10.1007%2Fs11192-011-0494-7
http://dx.doi.org/10.1007%2Fs11192-011-0494-7
http://dx.doi.org/10.1097%2FSLA.0b013e31820d9b04
http://dx.doi.org/10.1097%2FSLA.0b013e31820d9b04
http://dx.doi.org/10.1097%2FSLA.0b013e31820d9b04
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21270633&dopt=Abstract
http://dx.doi.org/10.1097%2FSLA.0b013e31820d9b04
http://dx.doi.org/10.1001%2Fjama.294.2.218
http://dx.doi.org/10.1001%2Fjama.294.2.218
http://dx.doi.org/10.1001%2Fjama.294.2.218
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=16014596&dopt=Abstract
http://dx.doi.org/10.1001%2Fjama.294.2.218
http://dx.doi.org/10.1016%2Fj.jegh.2013.08.002
http://dx.doi.org/10.1016%2Fj.jegh.2013.08.002
http://dx.doi.org/10.1016%2Fj.jegh.2013.08.002
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24534330&dopt=Abstract
http://dx.doi.org/10.1016%2Fj.jegh.2013.08.002

23. DeVito NJ, Bacon S, Goldacre B. Compliance with legal requirement to report
clinical trial results on ClinicalTrials.gov: a cohort study. Lancet 2020; 395: 361-9.
[PubMed][CrossRef]

24. Saito H, Gill CJ. How frequently do the results from completed US clinical trials
enter the public domain?—A statistical analysis of the ClinicalTrials.gov database.
PLo0S One 2014; 9: e101826. [PubMed][CrossRef]

25. Chapman SJ, Shelton B, Mahmood H et al. Discontinuation and non-publication
of surgical randomised controlled trials: observational study. BMJ 2014; 349: g6870.
[PubMed][CrossRef]

26. Riveros C, Dechartres A, Perrodeau E et al. Timing and completeness of trial
results posted at ClinicalTrials.gov and published in journals. PLoS Med 2013; 10:
1001566, discussion e1001566. [PubMed][CrossRef]

27. TranspariMed. Victory for medical transparency: Europe upholds access to
Clinical Study Reports. https://www.transparimed.org/single-post/2020/01/22/Court-
of-Justice-Clinical-Study-Reports Accessed 2.6.2020.

28. TranspariMed. Denmark to introduce sanctions for non-reporting of clinical trial
results. https://www.transparimed.org/single-post/2020/03/10/denmark-eudract-
clinical-trial-regulation Accessed 2.6.2020.

29. TranspariMed. Federal court rules that U.S. institutions must make clinical trial
results public. https://www.transparimed.org/single-post/2020/02/26/FDAAA-
clinical-trial-applicability-fines Accessed 2.6.2020.

30. Trials Tracker FDAAA. https://fdaaa.trialstracker.net/ Accessed 2.6.2020.

31. TranspariMed. German universities report record number of clinical trial results.
https://www.transparimed.org/single-post/2020/05/22/Germany-clinical-trials-
research-waste Accessed 2.6.2020.

32. De nasjonale forskningsetiske komiteene. Generelle forskningsetiske
retningslinjer. https://www.forskningsetikk.no/retningslinjer/generelle/ Accessed
2.6.2020.

Publisert: 23 November 2020. Tidsskr Nor Legeforen. DOI: 10.4045/tidsskr.20.0254
Received 22.3.2020, first revision submitted 8.6.2020, accepted 6.10.2020.
Published under open access CC BY-ND. Downloaded from tidsskriftet.no 14 July 2026.

Failure to report results of registered trials of treatments for shoulder complaints | Tidsskrift for Den norske legeforening


http://dx.doi.org/10.1016%2FS0140-6736(19)33220-9
http://dx.doi.org/10.1016%2FS0140-6736(19)33220-9
http://dx.doi.org/10.1016%2FS0140-6736(19)33220-9
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31958402&dopt=Abstract
http://dx.doi.org/10.1016%2FS0140-6736(19)33220-9
http://dx.doi.org/10.1371%2Fjournal.pone.0101826
http://dx.doi.org/10.1371%2Fjournal.pone.0101826
http://dx.doi.org/10.1371%2Fjournal.pone.0101826
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25025477&dopt=Abstract
http://dx.doi.org/10.1371%2Fjournal.pone.0101826
http://dx.doi.org/10.1136%2Fbmj.g6870
http://dx.doi.org/10.1136%2Fbmj.g6870
http://dx.doi.org/10.1136%2Fbmj.g6870
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25491195&dopt=Abstract
http://dx.doi.org/10.1136%2Fbmj.g6870
http://dx.doi.org/10.1371%2Fjournal.pmed.1001566
http://dx.doi.org/10.1371%2Fjournal.pmed.1001566
http://dx.doi.org/10.1371%2Fjournal.pmed.1001566
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24311990&dopt=Abstract
http://dx.doi.org/10.1371%2Fjournal.pmed.1001566
https://www.transparimed.org/single-post/2020/01/22/Court-of-Justice-Clinical-Study-Reports
https://www.transparimed.org/single-post/2020/01/22/Court-of-Justice-Clinical-Study-Reports
https://www.transparimed.org/single-post/2020/03/10/denmark-eudract-clinical-trial-regulation
https://www.transparimed.org/single-post/2020/03/10/denmark-eudract-clinical-trial-regulation
https://www.transparimed.org/single-post/2020/02/26/FDAAA-clinical-trial-applicability-fines
https://www.transparimed.org/single-post/2020/02/26/FDAAA-clinical-trial-applicability-fines
https://fdaaa.trialstracker.net/
https://www.transparimed.org/single-post/2020/05/22/Germany-clinical-trials-research-waste
https://www.transparimed.org/single-post/2020/05/22/Germany-clinical-trials-research-waste
https://www.forskningsetikk.no/retningslinjer/generelle/

