
 

Correcting the myths about missing drug
trials

July 31 2015

Not all drug trials get published. This is a problem because doctors,
journalists, and others look to published data for the fullest picture of
whether and how a drug works, and in whom.

The international AllTrials campaign launched a US branch this week.
We need better reporting of clinical trials: Although we have legislation
supposedly mandating trials to be published, many still aren't. A 2012
study found that only 22% of trials complied with the law. According to
Alltrials.net, the FDA hasn't ever fined anyone for violating the law.

The last time I wrote about publication bias in drug trials—just a quick
pointer tothis excellent Salon piece by Rob Waters—some readers just
didn't get it. Here are a few of the comments that show why we need to
communicate better about why publication bias is a problem:

"There's really no use for the data if it shows that [a drug] doesn't work."
(here)

"People generally aren't interested in failure. Failure isn't progress." (here)

"So drug co's don't waste their time publishing tests of products that don't
work? #efficient #Scary #journalism #WellDuh" (here)

These readers assume the missing trials are unimportant ones. If a
handful of trials show that a drug works, and only those get published,
don't we have the information we need?
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http://www.alltrials.net/
http://blogs.biomedcentral.com/bmcblog/2015/07/30/alltrials-us-campaign-officially-launched/?
https://medicalxpress.com/tags/clinical+trials/
http://dx.doi.org/10.1136/bmj.d7373
http://dx.doi.org/10.1136/bmj.d7373
http://www.alltrials.net/find-out-more/faq/#ref5
https://medicalxpress.com/tags/drug/
http://vitals.lifehacker.com/studies-aren-t-everything-we-know-some-drug-trials-nev-1704251641
http://vitals.lifehacker.com/studies-aren-t-everything-we-know-some-drug-trials-nev-1704251641
http://www.salon.com/2015/04/25/drug_companies_arent_telling_you_the_whole_truth/
http://vitals.lifehacker.com/right-i-was-sort-of-on-the-right-track-there-s-real-1704291462
http://vitals.lifehacker.com/disclaimer-i-m-a-clinical-scientist-at-a-drug-company-1704287347
https://twitter.com/amgpdel/status/598940334442315776


 

No, we don't. Say there's an antidepressant, and half the trials show that
it works and half show that it doesn't. (Why the difference? Maybe they
were done on different patient populations, or maybe some were done
with better methodology than others.)

Trials aren't just for the FDA to read at approval time.

Researchers build their future projects on what has and hasn't
worked in the past—which they know about from published
studies and data sets.
Writers like me look up studies to understand the evidence
behind how and whether a drug works.
Doctors read summaries of the latest studies to find out what
drugs are more effective than others, and how best to use them.
(I know because I write a lot of these summaries.)
Reviewers, like those that write the Cochrane reviews, collect
and compare trials to figure out the big picture of a treatment's
effectiveness. (Not surprisingly, the Cochrane group is a major
sponsor of Alltrials.)

In addition to answering the question "Does this drug work?" published
data also helps answer questions like "Does this drug work better than
these older ones?" and "How do the benefits stack up against harms?"
(data that theNNT presents very clearly, by the way—mostly based on
Cochrane reviews.)

If a large fraction of the trials for an antidepressant are missing, we
could end up with a skewed view of how well it works. That's exactly
what happened with antidepressants as a class, according to this study led
by Erick Turner. Trials published in journals painted a much rosier
picture of the drugs' effectiveness than the data submitted to the FDA.
And we don't know if the FDA had complete data, either; Alltrials
suggests that regulators often don't.
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http://search.medscape.com/news-search?newSearchHeader=1&queryText=skwarecki
http://www.cochrane.org/what-is-cochrane-evidence
http://www.thennt.com/
https://medicalxpress.com/tags/trials/
http://www.nejm.org/doi/full/10.1056/nejmsa065779
http://www.alltrials.net/find-out-more/faq/


 

Evidence-based medicine is only as good as the evidence it's based on.
Hiding data skews the understanding that doctors and researchers rely
on; it isn't harmless.
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