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ORBITA trial 
230 enrolled Dec 2013 - Jul 2017 in 5 UK sites 

30 patients exited 

200 patients randomized 
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ORBITA: Trial design 
230 pts with stable angina (mean duration ~9 months) 
Single vessel angiographic stenosis suitable for PCI 

Enrolled at 5 UK sites over 3.5 yrs; 200 pts randomized  

Al Lamee et al, Lancet 2017 

Follow-up was only 6 
weeks; 85% of placebo 
patients crossed over to 
stents after 6 weeks! 



Primary endpoint result 
Change in total exercise time 
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p=0.001 
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p=0.235 

Error bars are standard errors of the mean 
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ORBITA was a Positive Trial for Stenting 

• In patients with stable, symptomatic, single vessel CAD 
(>70% stenosis), compared to placebo,  

    PCI patients had: 
• Increased exercise time  
• Decreased angina 
• Decreased ischemia 
• Decreased hard serious adverse events (SAEs) 
 

 
 
 



In patients with good functional capacity at baseline (treadmill time = 8 min), PCI improved 
exercise time compared to placebo: 28.4 vs 11.8 sec.  
 This  is a 240% improvement! 
 (note: if this was a pharma study they could charge $100,000 per injection!) but p= 0.20. 
  
 
 
 
 

ORBITA Primary Outcome 

With 800 pts, p value would have been <0.05.  

Also, exercise time is a soft endpoint…many patients later said they were afraid to exercise 
because they did not know if they still had a coronay obstruction or not.  
 
 



Change in peak stress wall motion index score improved by 0.05 in the PCI 
group but deteriorated by 0.02 in the placebo group (p<0.0001).  
 
-0.05 Vs 0.02  Delta = 0.07, a 350% improvement in one index of ischemia!  
 

Assessing Ischemia 

ORBITA was a positive trial for stents! 



ORBITA LOVE 

• Rasha and colleagues called patients 1-3x per week  
• Aggressively up-tritated medications  
• Unrealistic in the real word 

RASHA 
LOVE 

ORBITA was positive for stenting despite: 



  

  SCRIPPS CLINIC 

How would the results of this small study change if 
patients with FFR >0.8 and IFR >.89 were excluded? 

While the mean FFR was excellent at 0.69, not all patients had FFR <0.8 

Begs the question: 

Not all lesions in ORBITA were very high risk 







Free of angina =  
49% Vs 29%, p = 0.006 
 
NNT to eliminate 
angina = 5 

29% 

49% 
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Answer: 
“In the first Lancet paper we only looked at physician-reported CCS class of angina i.e. CCS 0 
whereas in the second paper we looked at a new analysis in Circulation which had not been 
pre-specified in the protocol and therefore was not done for the Lancet paper- this time we 
present patient-reported freedom from angina. So they are indeed two different things.” 

Question: 
“Rasha, I suspect the answer to my question has something to do with the particular statistical analysis used but 
from the first presentation (Lancet) vs the second (Circulation) the Freedom from Angina data is a little 
different. The first report has Anginal Class = 0 at about 39% compared to the second report that has 
Freedom From Angina at about 49%. The first report has a negative p value vs p=.006 for  the second 
paper.  Is there a statistical reason for the difference? Or maybe Anginal class of 0 is different than Freedom 
from angina?” 

Same study, same patients, same follow-up period, different paper 5 months later = 
opposite results! 
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• At the end of the 6 week blinded treatment phase of the trial, 85% of 
placebo patients in ORBITA elected to cross over to PCI? 
 

• But you wont find that data point, or any data regarding the fate of 
ORBITA patients after the 6 week endpoint in the Lancet paper or 
accompanying editorial 

 
• I give the ORBITA investigators tremendous credit. ORBITA was a 

superbly conducted trial. 
 

• But if they had included the 85% cross over rate at 6 weeks in Lancet, it 
would have helped mitigate the irresponsible media frenzy. 

 
 

 

The ETHICS of ORBITA: 
Sham, Scam or maybe Shame? – The Shame of early cross-over 
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85% of ORBITA Placebo Patients 
Received Stents at Six Weeks! 

• Of course, the placebo patients may just have been victims of the 
oculo-stenotic reflex. 

• Placebo patients may have done well without ever getting stented. 
• But, as I see it: 

• Its often said the ORBITA investigators had the COURAGE 
to do a sham trial enrolling patients with lesions like this 

• I say they also had the BRAINS to get placebo patients 
stented after only 6 weeks of medical therapy! 

  



3) Ethics of a Sham Trial 

The HOLIE CHUTE trial 

Group A Group B 



The Ethics of a Sham Trial:  
14.7% Placebo Vs 3.8% PCI pts had a serious adverse event 

Exclude 4 SAEs (conversion to PCI in 4 Placebo patients): 
10.5% Placebo Vs 3.8% PCI pts had a serious adverse event 

The “Alvin Test.” Would you have enrolled your 
father in this trial? 

 4 (3.8%)           14 (14.7%) Total SAEs 

Placebo patients received no benefit from the 
trial. Was the information learned from the trial 
so important it was worth harming  over 10% of 
placebo patients? 

The ORBITA data should strongly deter 
future sham trials 

The chi-square statistic is 7.2715. The p-value is .007  

The chi-square statistic is 3.4564. The p-value is .063  



Ethics of 
Journaliasm 



Ethics of Journalistic Responsibility 

David L Brown, M.D. and Rita F Redberg, M.D.  



“Its [stents] just like a sugar pill” 
 
“This is a great example of a device that got on the 
market without ever having a high-quality trial 
behind it” -  Rita Redberg 



Ethics in the Academic Publishing World 

• How could the Lancet reviewers, editors and editorialists let the 
ORBITA paper be published without disclosing the 85% cross over 
rate at 6 weeks??? 

• What kind of conflicts of interest do journals have, and do they ever 
have to disclose them? 

• Publish ORBITA, fuel the media frenzy, increase your Impact Factor. 
•  Remember, the impact factor is used to sell ads! 
• $$$$$$$$ 
 



What is the Take Home Message of ORBITA? 

How will ORBITA change my practice? 
• I will be a little more open to initial medical 
management of modest lesions in small vessels 

• If I am about to leave on vacation and I am referred a 
patient with this lesion: 

After ORBITA, maybe I don’t have to delay my travel plans. Maybe, I  
can go on vacation and stent it when I get back to town 
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Conflicts that have endured my entire life that should end 

• Israeli's Vs Palestinians 
• India Vs Pakistan  
• Racism 
• North Vs South Korea 
 

 
 
• Revascularization Vs Medical Treatment for angina 

 
 



an oxygen molecule: O2 



Revascularization Therapy For Angina: 

                Open the artery 
Stents increase oxygen supply 

The Liberated Heart 
 

YOUR HEART VESSELS EXPAND! 



YOUR HEART 
IS IN 4 POINT 
RESTRAINTS! 

Beta-blockers, Nitrates, 
Decrease Oxygen Demand 

The Repressed Heart 

Medical Therapy For Angina: 



  

  SCRIPPS CLINIC 

Think About It!   

•  Are you a demand cutting cardiologist who 
wants to repress the heart? 

• Or  
• Are you a supply expanding cardiologist who 
wants to liberate the heart?  
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THE HEART 
REPRESSOR?  
  

•THE HEART 
LIBERATOR? 
  

Rasha, which are you? 
 



www.NBPAS.org 
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