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PRACTICE
It can be hard to decide whether you should change your recommendations based on
new study findings.

Marketing may create buzz about an outcome that is statistically significant...but may not
actually be clinically important.

For example, a study p-value of less than 0.05 indicates that the findings are STATISTICALLY
significant...and are likely due to a real difference and not chance alone.

But this doesn't automatically mean that the results are CLINICALLY significant...and make a
meaningful difference to patients. P-values don't describe the size of the effect...or the
likelihood that a patient will have these results.

Instead, consider the actual difference in outcomes to evaluate if results are clinically
meaningful...since big studies may have the statistical power to detect very small
differences.

For example, insulin degludec (Tresiba, etc) causes fewer episodes of severe hypoglycemia
than insulin glargine (Lantus, etc)...but the difference in patients with type 2 diabetes is less
than one episode per patient per year.

GLP-1 agonists (Victoza, etc) are linked to gallbladder disease...but the risk is only about
one in 357 patients treated for about 3 years.

And the small benefit of adding Xarelto (rivaroxaban) 2.5 mg BID to low-dose aspirin to
prevent CV events in patients with stable CV disease is about equal to the increased risk of
major bleeding.

In these cases, statistically significant results may not be important enough to change your
recommendations.

See our commentary, Applying Study Results to Patient Care, for more strategies to help 
patients weigh pros and cons of meds.

(For more on this topic, see Clinical Resource #331112 at PharmacistsLetter.com.)

Primary Reference – Eikelboom JW, Connolly SJ, Bosch J, et al.  Rivaroxaban with or without
aspirin in stable cardiovascular disease.  N Engl J Med 2017;377:1319-30.
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






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DISCUSSION QUESTIONS 
OVERVIEW OF CURRENT THERAPY 
 
1. What is known about self-monitoring of blood glucose (SMBG) and how it affects patient 

outcomes? 

ANALYSIS OF NEW STUDY 
 
2. What type of study was this?  How were the patients selected for inclusion? 

3. How were the study groups defined? 

4. How were the outcomes evaluated? 

5. What were the outcomes of this trial? 
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6. What were the strengths and weaknesses of this study?   

7. Were the results expressed in terms we care about and can use? 

HOW SHOULD THE NEW FINDINGS CHANGE CURRENT THERAPY? 
 
8. Do the results change your practice?  How? 

APPLY THE NEW FINDINGS TO THE FOLLOWING CASE  
 

H.S. is a 61-year-old Caucasian female with a past medical history of obesity and 
hypertension that’s well controlled on amlodipine 10 mg daily.   She’s in clinic today to 
follow-up on lab work from her last visit, which was notable for a glucose of 247 mg/dL.  
Although H.S. doesn’t have symptoms of diabetes, she is concerned about her elevated 
glucose result, since her husband has diabetes and is on insulin therapy.  
 
You obtain a point-of-care A1C on H.S. and it returns at 10.1%.  You explain to H.S. that she 
does have diabetes and discuss treatment options.  She does not want to be on insulin if it 
can be avoided, as she has seen her husband have to check his blood sugar many times 
per day, deal with multiple injections, and also combat episodes of hypoglycemia. 
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9. What treatment should you consider first-line to treat H.S.’s diabetes?  What other 

medications should be considered for patients with type 2 diabetes? 

You discuss diet and exercise modifications and also start H.S. on metformin 500mg daily, 
with the plan to titrate up to 1,000 mg twice daily over the next four weeks.  You also discuss 
starting H.S. on atorvastatin 80 mg daily, since her estimated ten-year CV risk is above 7.5%.  
However, you hold off on recommending low-dose aspirin for primary CV prevention, since 
the net benefit for H.S. is likely small.  You continue H.S.’s amlodipine since her hypertension 
is well-controlled.  

 
H.S. agrees to start metformin and atorvastatin.  She also asks how often she should check 
her blood sugar, since she is used to seeing her husband check frequently. 

  
10.  How often should patients with type 2 diabetes check their glucose?  How should you 

advise H.S.? 

You advise H.S. to check her glucose three to four times a week in the morning before she 
has eaten.  You ask H.S. to record her results, and to bring them with her to clinic visits.   

 
H.S. returns in 1 month for follow-up and brings a log of her fasting sugars. She has 
successfully titrated metformin to 1000mg twice daily, has changed her dietary habits, and 
is walking 20 to 30 minutes daily.  She has lost 8 pounds since her last visit and is pleased with 
her progress. You note that her blood sugar log shows a decrease in her fasting sugars over 
the last month, with results generally160 to 180 mg/dL.   

 
11. Should you consider medication changes for H.S. at this time?   
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