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Researchers Under-report Drug Safety Problems 

WSSG thanks Agency for Healthcare Research and Quality (AHRQ) for this article  

Why engage in an 
‘evidence-based’ practice? 
Many clinicians have al-
ways engaged in an evi-
dence-based practice (EBP) 
or attempted to keep abreast 
of contemporary develop-
ments in medicine. How-
ever, the evolution of medi-
cal information systems and 
vast expansion of medical 
knowledge requires refined 
new skills to identify, evalu-
ate and implement the most 
recent and relevant state-of-
the-art information in pa-
tient care.  
Sackett et al articulate rea-
sons why we should engage 
in EBP:1 
• New types of evidence 

are now being gener-
ated, which, when we 
know and understand 
them, create frequent, 
major changes in the 
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Randomized controlled trials (RCTs)—the gold standard for evaluating medications—appear to 
largely under-report or even neglect to report problems involving drug safety, according to 
researchers supported by the                  continued on page 2continued on page 2continued on page 2 
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U.S. Agency for Healthcare Research and Quality 
(AHRQ). 

  Their study in today’s Journal of the American Medical As-
sociation (JAMA) found that, on average, medical journal 
articles about drug trials devote only a third of a page to 
safety information—such as side effects of medications 
and the frequency and  reasons for patient withdrawals—
roughly the same space they devote to naming the    con-
tributors and their affiliations. 

  “Adequate reporting of drug safety problems is critical   
because clinical trials have  traditionally been the founda-
tion of high-quality, evidence-based medical practice,” said 
AHRQ Director, John M. Eisenberg, M.D., whose agency 
is leading federal research efforts to improve patient 
safety. 

  According to the study’s authors, John P.A. Ioannidis,     
M.D., of Tufts University School of Medicine and Greece’s     
University of Ioannina School of Medicine, and              

way we care for our patients. 
• We need this new evidence 

daily, but we fail to get it  
• Because of this, both our up-

to-date knowledge and our 
clinical performance deterio-
rate with time  

• Traditional continuing medi-
cal education does not im-
prove our clinical perform-
ance 

• EBM has been shown to keep 
its practitioners up to date 

 

important and 
‘strongest’ articles for 
my practice.  

• Implementing the find-
ings in the care of a pa-
tient or patients by ei-
ther forming a new 
practice pattern (e.g. 
consistent and 
‘overwhelming’ evi-
dence against a thera-
peutic intervention 
from the literature or no 
positive effect ever 
demonstrated) or sup-
porting the practice pat-
tern begun or to begin 
with the patient.  

We have found in our prac-
tice that another very impor-
tant constellations of func-
tions for the EBP approach 
revolve around patient edu-
cation and informed con-
sent.  These include: a) To 
fully inform the patient 
about the various options 
for treatment or interven-
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Traditional 
continuing 
medical 
education does 
not improve our 
clinical 
performance 

What are the components of 
practicing EBP? 
Friedland et al state EBM ‘ is the 
practice of making medical deci-
sions through the judious identifi-
cation, evaluation and application 
of the most relevant information.4  

They state the three central comp o-
nents as 1. Medical decision-
making techniques access to medi-
cal information and assessment of 
the validity of medical informa-
tion.4  These components can more 
simply be stated as follows: 
• The art of asking clear, con-

cise and relevant questions 
about ones patients that are 
readily answerable with a lit -
erature search. 

• Efficiently and effectively 
searching the available litera-
ture for articles that might an-
swer the question(s). 

• Evaluate the merits of the most 
relevant articles from the 
search result, and assessing the 
validity and value of the most 
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adequately explained in only 
39 percent and 29     per-
cent, respectively, of drug 
trial reports, and a further 
11 percent and 8 percent, 
respectively, had partially 
adequate reporting. 

 Also, while the numbers of 
patients in each trial study 
arm who had to be with-
drawn because of drug tox-
icity were cited in 75 per-
cent of trial reports, the 
specific reasons  for these 
discontinuations were given 
only 46 percent of the time. 

  According to the authors,   
major strides have been 
made in standardizing the 
collection, analysis and re-
porting of efficacy data in 
clinical trials, but efforts to 
evaluate and improve the 
quality of analysis and re-
porting clinical trials, re-
porting of safety data lag 
behind.   

Joseph Lau, M.D., of The 
New England Medical Cen-
ter, the quality of safety  
reporting also appears to be 
inadequate. 

The researchers examined 
safety reporting  in 192 ran-
domized drugs trials, each 
involving a minimum of 100 
patients and at least 50 pa-
tients in each study arm. 
More than 130,000 trial 
subjects were involved 
overall. The trials tested 
medications for seven areas: 
HIV therapy; antibiotic ther-
apy for acute sinusitis; 

thrombolysis-clot dissolving 
drugs—for heart attack; 
non-steroidal anti-
inflammatory drugs for 
rheumatoid arthritis; high 
blood pressure treatment in 
the elderly; antibiotic treat-
ment of Helicobacter pylori, 
a major  cause of stomach 
ulcers; and selective decon-
tamination of the gastroin-
testinal tract.   

  The severity of medication 
side effects and drug toxic-
ity revealed by abnormal 
laboratory test results, was 

tions (e.g. the literature 
search on the various surgi-
cal options available for a 
shoulder instability with 
Bankart lesion & SLAP 
tear.); b) to aid decision-
making with the patient 
about of various interven-
tions such as complemen-
tary or alternative medicine  
(e.g. glucosamine or os-
teoarthritis, magnets for 
pain relief); and c) to pro-
vide the patients with a 
framework for the practice 
pattern that you, as a clini-
cian, propose to use in their 
condition (e.g. manipulation 
in low back pain).  
 
In closing, there will always 
be a gap between research 
and clinical practice.  Mait-
land calls this gap the 
‘permeable brick wall. Crit-
ics of EBP, such as Tonelli 
and DiFabio, are correct in 
asserting the primacy of ex-
pertise in practice; however, 

the synthesis of clinical ex-
perts examining the evolv-
ing evidence for practice, 
through research, creates an 
brilliant model for orthopae-
dic manual physical therapy 
practice in the 21st Century.  

Details are in “Reporting of 
the Safety of Medications in 
Randomized Trials is Ne-
glected: An Evaluation of 
Seven Medical areas,” pub-
lished in the January 24, 
2001, issue of JAMA. 
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 the evolution of 
medical information 
systems and vast 
expansion of medical 
knowledge requires 
refined new skills to 
identify, evaluate and 
implement the most 
recent and relevant 
s t a t e - o f - t h e - a r t  
information in patient 
care.  
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