Bypassing the Evidence: A Critical Analysis of Several Questionable Medical Treatments for Atherosclerosis.
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Over 570,000 coronary artery bypass-grafting (CABG) surgeries were performed in the US in 1999 at an average cost of $45,000. In order to diagnose the extent and location of major blockages in the arteries over 1.3 million angiograms are done each year at an average cost of about $12,500 each. Total cost for diagnosis and treatment with these two medical procedures is about $45 billion dollars annually.  In 2004 more than a million Americans underwent percutaneous transluminal angioplasty (PCTA) with an average cost of over $30,000 each.  The cost of PCTA is going up because of the popularity of more expensive drug-eluting stents to prop open arteries. The total cost for the diagnosis and surgical treatment of coronary artery disease (CAD) exceeds $100 billion annually. All this expense would perhaps be justified if these procedures were proven to be safe and effective treatments for advanced CAD that prevented deaths from heart attacks or other cardiovascular diseases (CVD). But growing scientific evidence suggests the vast majority of heart surgeries to open or bypass clogged heart arteries does little or nothing to prevent heart attacks and can often have adverse consequences leading to disability or death. 

Scientific evidence now refutes the theoretical basis originally used to justify both of these surgical procedures. It is now apparent both CABG and PCTA (a.k.a. percutaneous coronary intervention or PCI) in most patients have little or no impact on the overall risk of death from CVD disease and are unlikely to favorably impact all-cause mortality. Indeed, for many patients both of these procedures offer little benefit other than reducing angina (chest pain that often results from severely narrowed heart arteries). Of course, angina is usually treated just as effectively with diet, exercise and medications in the long term and potential candidates for these surgeries are rarely informed of these medical options. While CABG or PCTA may control angina more quickly than diet, exercise, and medication their benefits diminish over time whereas dealing with the cause of the disease rather than the symptom usually results in less angina in the long term.

Justification for Heart Surgeries Now Being Questioned

The presumed health benefit of doing CABG and PCTA has been used to justify the million plus angiograms done each year in the US. The medical rationale for doing angiograms is to detect major blockages (narrowing) of the coronary arteries, which then get bypassed (CABG) or opened with angioplasty (PCTA). Because heart attacks or myocardial infarcts (MI) occur more commonly in people with more and larger atherosclerotic plaques, cardiac surgeons and interventional cardiologists had long assumed that the most narrowed sections of the coronary arteries (by these plaques) would be involved in most MIs. This has assumption has now been discredited. Most angiograms done in older Americans find at least one coronary artery that is 50% to 70% or more narrowed from the growth of atherosclerotic plaques. Given the now discredited assumption that heart attacks generally occur in the sections of the arteries that are the most narrowed by atherosclerotic plaques it no longer makes any sense to surgically open with PCTA these narrowed sections of the arteries and prop them open with stents. In most cases bypass surgery does little to reduce the risk of a fatal CVD event too and often leaves the patient with permanent damage to their brain, kidneys, and/or other organs.

Armed with the patient’s angiogram showing the blood flow through the patient’s coronary blood vessels the cardiologist or cardiac surgeon then points to the section(s) narrowed the most by atherosclerotic plaques and informs the patient that his/her heart is like a “ticking time bomb that could go off at any time”. After scaring their patients with the angiograms showing narrowed sections of coronary arteries, most doctors then go on to strongly encourage their patients to undergo one of two types of surgery. If the doctor is a cardiac surgeon it is usually a bypass operation (CABG) that gets pitched. The bypass procedure grafts a blood vessel surgically removed from some other part of the patient’s body to a diseased coronary artery creating an alternative route for blood to flow around the narrowed section of the diseased artery. The other procedure angioplasty (or PCTA) involves running a long tube from a large blood vessel in the leg all the way up into the heart’s coronary arteries. At the end of this tube is a balloon that can be expanded once in place to push open the narrowed section(s) of the coronary arteries. Because this procedure does not remove the plaque and in fact damages the artery wall it is not uncommon for these plaques to grow quickly after the PCTA procedure and again reduce blood flow through the diseased section of the artery. This rapid re-growth is due at least in part to the damage PCTA does to the lining of the arteries. Increasingly today stents are then placed in the opened up section in the hope of preventing this section of the artery from quickly narrowing again. More  many of these stents have been  coated with eluting drugs that inhibit them from narrowing again, which is called restenosis. While these drug eluting stents (DES) do greatly reduce restenosis there is little reason to believe they are preferable to the older bare metal stents for preventing heart attacks, strokes, and heart failure. In fact, the majority of studies on these DES suggest if anything their use may actually modestly increase the risk of cardiovascular events including fatal and nonfatal MIs. 

The original medical rational for both CABG and PCTA stemmed from the belief that blood vessels gradually clog up much like water pipes in an older home. It was believed that some sections of the coronary arteries became so narrowed they would limit blood flow to part of the heart muscle often causing angina. While this is true it was also believed these advanced atherosclerotic plaques also posed an imminent threat of a MI. This turned out to be incorrect. Again, the assumption was that when the artery becomes so narrowed it reduces blood flow to part of the heart this triggers a heart attack. The simplistic notion was that your arteries are kind of like the water pipes in an old home that have become so clogged over time that they either need the “Roto-Rooter” man (PCTA) to reopen the most narrowed sections or a new set of pipes to bypass or replace the sections most narrowed (CABG). However, it has now been shown that patients who had angiograms, and then later had a heart attack, in only about 10 to 15% of the cases did those heart attacks occur in a section of artery that was even 70% or more narrowed by atherosclerotic plaque.    Simply put, in the vast majority of MIs the most blocked section(s) of the coronary arteries do not usually trigger or cause the heart attack. The fact that the most narrowed sections of the coronary arteries is rarely the site of a MI seriously undermines any rational basis for doing most angiograms, CABG and PCTA procedures.

In a recent CME course, Dr. Steven Nissen states “So you can put a stent in a coronary artery, but unless you treat this [CAD] as a systemic disease, unless you change the metabolic melieu that caused this disease to develop, you will not change the outcome. This is the reason why every single study I’m aware of involving stenting, angioplasty, or any other intervention, including drug-eluding stents to treat stenosis does not change the prognosis. The risk of death from MI is exactly the same after the intervention as it was before intervention.” The scientific evidence questioning the benefits of PCTA and CABG in most patients has continued to strengthen since Dr. Nissen made that statement to a group of heart doctors back in 2003.

Cardiology Textbooks Undermine Old Rationale for Heart Surgeries

But isn’t there a danger that these narrowed sections in the arteries will eventually become 100% blocked and so shut of the blood supply to part of the heart muscle? The simple answer is no. Even cardiology textbooks now state that most heart attacks result in sections of arteries where the lumen is less than 50% narrowed by atherosclerotic plaques. They also point out that even if an artery gradually becomes 100% blocked that this does not necessarily cause a heart attack. This is because atherosclerotic plaques grow very slowly so the heart has time to grow new smaller blood vessels (called collaterals) around this blocked artery. In effect, the heart can do its own “bypass operation” if need be. Large, stable plaques rarely trigger MIs although they can lead to stable angina when the heart is working hard due to exercise or stress. However, about 85% of all PCTA procedures are done for patients with stable coronary artery disease and many of these do not even have angina. 

Most heart attacks result from the sudden rupture of a cholesterol-rich atherosclerotic plaque. This can trigger the formation of a blood clot large enough to suddenly shut off the blood supply to part of the heart. Because blood clots form quickly there is no time for the heart to grow collateral blood vessels. Without fresh blood, the part of the heart receiving little or no blood malfunctions and eventually dies. If a large enough section of heart muscle is damaged this can disrupt the normal pumping action of the heart resulting in an MI. Plaque rupture is often associated with inflammation that can be triggered within the plaque by damaged and dying cells. It seems likely that both CABG and PCTA cause more acute damage to coronary blood vessels that may very well increase inflammation and might hasten the rupture of a cholesterol-enriched plaque. By contrast, lowering serum cholesterol sufficiently with diet and/or drugs can remove cholesterol from atherosclerotic plaques. This would be expected to stabilize the plaques and reduce the risk of rupture, clot formation (thrombosis) and a subsequent MI. Weight loss has also been shown to lower high sensitivity C-reactive protein (hsCRP) levels. When it is elevated hsCRP is a marker for chronic inflammation in the arteries and an increased risk of an MI.  CVD risk factors such as elevated non-HDL-cholesterol levels, homocysteine (Hcy) levels, and hsCRP and low HDL-C levels promote the growth of plaques. These same risk factors are involved in making the existing plaques more likely to rupture. High blood pressure and insulin resistance  appear to be involved in promoting the growth of atherosclerotic plaques. They  may also be involved in destabilizing plaques and increasing the risk of plaque rupture and MI.  These CAD risk factors  are all favorably impacted by a diet low in saturated and trans fat, salt and cholesterol. In addition if the diet is also  high in fruits, vegetables, whole grains, and moderate amounts of nonfat dairy products and omega 3 rich foods such as seafood and some nuts and seeds then the risk of a fatal CVD event is further reduced. 

“First Do No Harm”

A central tenet of modern medicine is that no treatment should become a standard practice until it has been proven to be more efficacious than doing nothing. Unlike a healthy diet, CABG is not without risk. About 3% die during the operation or within a month due to complications. That’s about 18,000 deaths a year in the US. Several thousand more deaths each year result from angiograms and PCTA. One long-term follow-up study found that after five years following CABG surgery 42% of patient suffered from a significant decline (20% or greater) in one or more of several cognitive skills. CABG is also associated with a greater risk of kidney failure. Angiograms, CABG and PTCA invariably further damage already diseased blood vessels. This may very well accelerate the growth of more plaque and possibly increase the risk of dying of a heart attack in the long term. Perhaps all these risks are justifiable if CABG and PCTA were proven to prevent heart attacks and reduce overall mortality. However, growing research suggests that neither CABG nor PCTA improve overall life expectancy. Earlier studies that found some benefit in people with the most severe blockages in the biggest coronary arteries failed to assess the changes in other risk factors for CVD which patients often make following these procedures. Therefore, any reduction in CVD events could actually result from the lifestyle changes and/or better compliance with CVD medications after these procedures are done rather than from the procedures themselves. In addition to these lifestyle changes surgery itself is known to have a powerful placebo effect and this could also bias results. To properly demonstrate efficacy, there must be placebo group that is randomly assigned to undergo a sham operation. Following the sham or real operation, patients must be assigned an identical cardiac rehab program. None of the studies to date on CABG or PCTA suggesting they were beneficial for most patients undergoing these procedures have had a proper control group and none have properly controlled for all known confounding variables. Given the huge costs and risks of these procedures, properly designed and controlled studies are long over do.

Controlled Study Proved First Surgical Treatment for CAD Useless

Should CABG and PCTA prove to be of little or real value for treating CVD in most patients this will not be the first surgical procedure adopted by the medical profession to treat angina and advanced CAD that was subsequently proven to be no better than a sham (pretend) procedure. Long ago, there was a surgical procedure that entailed making an incision in the chest and then the ligation (tying off) of the internal thoracic artery (a.k.a. mammary artery). Like bypass surgery and angioplasty today, the proponents of ligating the mammary artery back then were convinced it was useful for reducing angina and cutting the risk of CVD events. Their conviction stemmed mainly from the dramatic reduction of angina in most patients who underwent this procedure. The idea behind this surgery was that by restricting the flow of blood through the internal thoracic artery this operation would force more blood to flow through the narrowed coronary arteries. This would be kind of like putting a damn across one branch of a river forcing more water to flow through the other branches of the river. In theory, this diverted blood flow would supply more oxygen to the heart and reduce angina (chest pain) and possibly also reduce the risk of a heart attack. 
The ligation of the internal mammary artery operation’s popularity was increasing rapidly throughout the 1950s as more and more doctors learned the procedure. The growing epidemic of MIs in the US after World War II triggered a growing demand for medical intervention. Because many patients reported a reduction in angina after the operation it was assumed that this ligation procedure was effective. However, in 1959 the New England Journal of Medicine published the results of a controlled study that was done to determine if the reduction in angina was really due to the operation itself or was due to the placebo effect. In this study, surgeons assigned patients randomly to two groups. One group got the increasingly popular internal mammary artery ligation procedure. The other group had the same incision made in their chest but their arteries were not ligated. To the surprise of many doctors, it turned out that the patients who got the sham (pretend) operation had the same reduction in angina as those that got the normal ligation procedure. Simply put, despite the strong belief of most patients and their surgeons that this operation was beneficial for treating angina, the only impact this operation was having was that of a placebo. Could the same be true for the far more popular and costly CABG and PCTA procedures today?

Will Doctors Have the COURAGE to Tell Their Patients PCTA Doesn’t Prevent MIs?

The largest and best controlled study to date examined the efficacy of PCTA in a group of over 2000 patients with stable angina randomly assigned to either optimal medical therapy or optimal medical therapy plus PCTA. The primary outcome was death from any cause and nonfatal MIs. The Clinical Outcomes Utilizing Revascularization (COURAGE) trial data found that there were 211 primary events in those receiving PCTA and 202 events in those who received only medical therapy over a median follow up was 4.6 years (2.5 to 7 years range). The authors of the study stated “As an initial management strategy in patients with stable coronary artery disease, PCI did not reduce the risk of death, myocardial infarct, or other major cardiovascular events when added to optimal medical therapy. The results of the COURAGE trial did find the only modest benefit of PCTA vs. OMT was a modest increase on patients who reported they were free from angina. At 1 year 66% of those who had the PCTA were free of angina compared to 58% in the OMT only group. By 5 years even this modest reduction in angina was no longer statistically significant. The results of this study are consistent with the results of several smaller studies, which also found no benefit from PCTA for patients with stable CAD. 

We now know that after bypass surgery patients are more likely to quit smoking, exercise and eat a healthier diet after the procedure. They are also more likely to take medications to lower serum cholesterol levels and reduce the risk of blood clots. All of these changes reduce the risk of another heart attack irrespective of whether or not the person underwent bypass surgery. It seems likely that the statistical correction of data that suggested fewer deaths or heart attacks following bypass surgery for these changes in lifestyle CVD risk factors would eliminate all or certainly most of the supposed benefit of bypass surgery itself. 

A five-year randomized controlled trial comparing the impact of CABG,  PCTA, or medical therapy alone on patients who had stable multi-vessel CAD and an average age of 60y. Total mortality over the next 5 years was not significantly different between the 3 groups. Of the 194 subjects who underwent  PCTA initially 24 died of heart attacks and another 7 suffered a stroke over the following 5 years. Of the 203 subjects assigned to medical treatment alone 25 died of a heart attack and 7 had strokes over the next 5 years. Of the 198 patients who underwent CABG there were 16 deaths from heart attacks and 12 strokes during the 5 years of follow up. None of these differences were statistically significant but there seemed to be a greater tendency for strokes to occur in the CABG group but this also appeared to be somewhat less likely to suffer a heart attack or die from a heart attack than those in the other two groups. However, CABG in these patients with multi-vessel disease was significantly less likely to require a repeat surgical procedure to reduce angina than those treated with PCTA or medical therapy alone. 

Diet & Lifestyle Changes Reduce CVD and Total Mortality

The high expense and frequent adverse effects associated with CABG and PCTA should make one question the risk/benefit and certainly the cost/benefit ratios of these expensive invasive procedures under most circumstances. Lifestyle changes, which address the cause of CVD appear to be a far safer and also more efficacious alternative to PCTA or CABG for most patients who underwent these procedures. 

A study examined the impact of various therapeutic strategies in 409 patients with proven CAD. The therapeutic interventions included lifestyle changes such as a very low fat, near vegetarian (VLFNV) diet, a moderate AHA-style diet, or little or no diet change. Other therapeutic interventions included drug therapy to improve blood lipids and smoking cessation in those using tobacco at entry. Patients were categorized blindly according to prospective, predefined criteria. They were classed as “poor” treatment if there was little or no change in diet, no lipid-drugs taken, and failure to quit smoking. “Moderate” treatment included an AHA-style diet and lipid-drugs or a VLFNV diet alone with no lipid-drugs. Those classed as “maximal” treatment adhered to a VLFNV diet, took lipid lowering drugs, exercised, and quit smoking when recommended. Over 5 years of follow-up coronary events occurred in 6.6% of those in the “maximal” group, 20.3% of those in the “moderate” group, and 30.6% of those in the “poor” treatment classification group. Results are shown in Figure 2. In addition, the size and severity of reduced blood flow to parts of the heart improved significantly in the maximal group while blood flow to the heart muscle became worse in those following the “moderate” or “poor” treatment strategies. The authors conclude: “Intense lifestyle and pharmacologic lipid treatment reduce the size/severity of myocardial perfusion abnormalities and cardiac events compared with usual care cholesterol lowering drugs. Perfusion changes parallel treatment intensity and predict outcomes.”
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Figure 1. Sdringola S, et al. J Am Coll Cardiol. 2003;41:263-72.

Diet and Lifestyle Changes Appear to be Both Safe and Efficacious 

In contrast with all these expensive and unproven and disproved medical treatments of angina and CAD, there is good evidence that medical nutritional therapy can be effective in treating CVD and it poses far less risk to the patient’s overall health. For example, a 12 year study published in the Journal of the American Medical Association way back in 1960 showed that even older people who had already had at least one heart attack could dramatically reduce their overall chance of dying by adopting a very low-fat, near vegetarian (VLFNV) diet.  In this study the control group continued to consume a typical American diet. A five-year follow of patients taught to follow a VLFNV at the Pritikin Longevity Center showed a significant reduction in CVD risk factors and a marked reduction in reported angina. More recently, Ornish demonstrated that a VLFNV diet coupled with other lifestyle changes could actually reverse (or regress) atherosclerotic plaque in most subjects and cut the rate of CVD events over 5 years by more than 50%.  

More recently a study examined the impact of dietary counseling in a group of 202 patients who had recently survived a MI. Half of the patients received no special dietary counseling. The other half were randomly assigned to one of two dietary counseling groups. One group of 50 patients received dietary counseling to adopt the NCEP-Step 2 diet and another 51 patients were instructed to follow a Mediterranean diet with the same restrictions on saturated fat and cholesterol as the NCEP Step 2 Diet (<7% SFA & <200mg/day cholesterol). In both of the intensive diet counseling groups total study end points (mostly CVD-related end points) were reduced by 60% over 4 years of follow up compared to patients who received no dietary counseling. The patients that got the more intensive dietary counseling were much less likely to suffer a CVD event or die than the control group during the 4 years of follow-up. By contrast, among those simply treated with standard medical therapy several died form CVD in the ensuing 4 years and far more developed unstable angina and suffered MIs than those receiving usual medical care consisting of a single dietary consult by a RD before leaving the hospital.  (See Table 1. below shows outcome data from this clinical trial in more detail).

Table 1. Four Year Outcomes Data According to Dietary Counseling Assignment

Study End Points
Mediterranean diet  [51 pts.]
AHA step II diet  [50 pts.]
Usual Care [101 pts.]


Cardiac death 
0 
0 
3 


All deaths 
0 
0 
7 


MI (heart attack)
1 
3 
8 


Congestive heart failure admissions 
0 
0 
3 


Unstable angina 
4 
4 
20 


Stroke 
3 
1 
2 


Total events 
8 
8 
40 


Growing scientific evidence indicates that a healthier diet, particularly when coupled with exercise and other lifestyle changes, can dramatically reduce CVD events and total mortality in people with advanced coronary disease. This reduction in CVD events appears to be due primarily to the improvement of known and suspected CVD risk factors. When the diet is very low in saturated fat, trans fat, and cholesterol and high in fiber there is also fairly compelling evidence indicating that a VLFNV diet and lifestyle counseling can reverse the build-up of the atherosclerotic plaque. Reversing the cause of the disease makes far more sense than simply treating the symptom, which appears to be the most one can expect from PCTA in stable angina patients. Today, symptom relief is the primary rationale for CABG, PCTA and chelation therapy. However, it should be noted that none of these medical treatments has been shown to reduce total mortality and only CABG has been shown to reduce the risk of dying from a heart attack in patients with advanced left main coronary artery disease. So for selected patients there is a proven benefit in terms of CVD mortality at least from CAGB. Of course, CABG carries much more serious adverse effects than PCTA and cost more too.. Data from the Pritikin Longevity Center [20] and the Lifestyle Heart Trial suggests many patients referred for CABG can often dramatically reduce their incidence of angina while cutting their risk of cardiac events by about 50% with the majority avoiding CABG for at least 5 years. This reduction in angina is similar to what CABG provides but without the significant adverse impact of the surgery. If combined with statins and other medications the benefits appear even greater. [18 Judy this needs to be smaller print and elevated like other references].

There is certainly sufficient data to conclude a VLFNV diet coupled with exercise and other lifestyle interventions (e.g. smoking cessation and stress management) is safer and in most cases probably more effective at preventing heart attacks and strokes than PCTA or chelation therapy and in many cases CABG as well. Unlike these medical procedures, a VLFNV diet appears to directly treat the cause of most heart attacks, namely atherosclerosis. Nevertheless, more and more Americans are being subjected to CABG, PCTA and chelation therapy by the medical profession every year. Billions of dollars are now being spent each year by patients, insurance companies and taxpayers (mostly to fund Medicare, the Veterans Administration and Medicaid) for these now questionable medical treatments for atherosclerosis. They do nothing to treat the cause of the disease or reduce the risk of having or dying from a heart attack in most cases. By contrast, medical nutritional therapy, which directly addresses the known underlying cause of atherosclerotic disease remains severely under funded and routinely criticized as impractical and ineffective by most physicians. 

Oddly enough, the American Heart Association (controlled by heart doctors) now warns Americans in a position paper in one of their journals not to adopt a VLFNV diet. This warning from the AHA seems odd given the fact that only a VLFNV diet has been shown to reverse even advanced atherosclerosis in human subjects and primates and also dramatically reduce the overall mortality rate in people with advanced atherosclerotic lesions and a previous history of MI. It is doubtful that either CABG or PCTA are as safe or as effective as a VLFNV diet for treating and preventing deaths from heart attacks and strokes.

There is a real need for more definitive studies regarding the risks and benefits of CABG. Such studies, to be convincing, must rule out placebo effects (with sham surgery) and must also carefully control confounding variables (e.g. dietary changes, changes in medication use, smoking cessation, weight loss, exercise, etc.) known to influence CAD morbidity and mortality. Such definitive studies have never been done and may never be done for CABG so unresolved questions remain about its overall risks and benefits. However, we do now have very convincing evidence showing that chelation therapy is of no value in treating atherosclerotic diseases and PTCA is of minimal value for the majority of patients (approximately 85% in 2005) with stable angina who undergo this procedure each year. 

There is certainly substantial but not definitive scientific evidence demonstrating that PCTA in patients with stable coronary artery disease and angina do usually experience at least some reduction of this symptom of their disease. However, until PTCA is subjected to clinical trail comparing it to a sham procedure even the extent of this possible benefit remains unknown. Clearly PTCA has now been proven to be of no benefit for reducing heart attacks and other CVD events or deaths. In fact PTCA may even modestly increase the risk of future MIs, particularly if drug-eluting stents are used. 

All of these medical interventions are known to damage the body so they have proven risks. Indeed, more than 20,000 Americans die each year from CABG, PCTA and angiograms and more than 40% of people undergoing CABG suffer long-term and probably permanent loss of cognitive function and many others end up with failing kidneys as a result of CABG.

Is Chelation Therapy for Atherosclerotic Diseases Another Alternative?

Another medical treatment adopted by many physicians to treat patients with angina and atherosclerotic disease is called chelation therapy. This medical procedure involves an intravenous drip of ethylenediamine-tetra-acetic acid (EDTA). Typically this chelation procedure is performed several times over a period of several months. As with CABG and PCTA, most patients undergoing chelation therapy report they have fewer and less severe problems with angina. Not surprisingly there are plenty of anecdotal reports in which patients believe the chelation therapy was effective for reducing their angina and many cases in which the patient ends up believing that chelation therapy had saved their lives. However, chelation therapy for atherosclerotic disease has been subjected to several controlled clinical trials in which the chelating agent (EDTA), was compared with a placebo (saline drip). In all three studies, chelation therapy was shown to be no more effective than the placebo for either reducing objective measurements of CVD or patient symptoms.   However, unlike the internal thoracic artery ligation technique, which was quickly abandoned by mainstream medicine once it was clearly shown to be no more effective than a placebo, chelation therapy continues to be used by many doctors despite evidence from well-designed studies that showed it was of no benefit. According to a Congressional investigation of quackery aimed at the elderly a quack is “anyone who promotes medical schemes and remedies known to be false, or which are unproven, for a profit.” According to this definition, it is clear that any physician still promoting or utilizing chelation therapy to treat CVD is a quack. 

One could now also argue that neither PCTA nor CABG is proven to be safe and effective treatment for coronary artery disease in the majority of patients in which they are performed. At best these procedures appear more effective for relieving angina than typical medical therapy alone. Of course, even this benefit is questionable because CABG and PTCA have never been compared to a sham operation (a proper placebo). This is important because earlier research has found sham operations do significantly reduce angina symptoms in many patients and the testimonials of many patients undergoing chelation for angina clearly demonstrate that placebos are often quite effective for reducing angina. However, as the internal artery ligation procedure in the past and chelation therapy today show reducing angina (a symptom of the underlying the disease) is not the same as reducing the risk of heart attacks, strokes and other CVD events. Even if PTCA can be shown to reduce angina there is a cheaper and safer alternative treatment. Except in very severe cases treating the angina episodes with nitroglycerine and other vasodilators while aggressively treating the cause of the disease (atherosclerosis) with diet, lifestyle and other appropriate medication would likely be safer, more effective, and less costly than PCTA.

Questionable “Ethics” Block Needed Research

Heart doctors have long claimed that it would be unethical to subject their patients to sham procedures because even a sham procedure would carry some risks albeit far less than either CABG or PCTA. This is the same argument made by quacks that promoted laetrile and other useless cancer treatments. Medical doctors routinely expose research subjects to experimental cancer drugs that are far more damaging to the body than would be sham surgery mimicking CABG or PCTA. A recent editorial in the New England Journal of Medicine refuted the frequent argument against placebo surgery that the researcher has a duty to do no harm to his subjects. This editorial pointed out that this argument against placebo surgery “reflects a commonly articulated moral stance with regard to clinical research, it confounds the ethics of clinical research with the ethics of clinical care. The randomized controlled trial is not a form of individual therapy: it is a scientific tool for evaluating in groups of research participants, with the aim of improving the care of patients in the future.” This editorial was inspired by a recent placebo (sham surgery) controlled study that evaluated the use of arthroscopic surgery for the treatment of osteoarthritis of the knee. Like CABG and PCTA, this procedure had been growing in popularity because most patients reported less knee pain after the procedure just as most CABG and PCTA patients report reduced angina after these procedures. However, when this arthroscopic procedure was compared to a sham operation it was surprisingly determined to work no better than a placebo. Arthroscopic knee surgery for osteoarthritis does not address the cause of the disease any more than CABG or PCTA address the known and suspected causes of atherosclerosis, plaque rupture, thrombosis and MI. CABG and PCTA are now medically justified in the vast majority of patients solely on the claim they reduce a symptom (angina) of the underlying disease. However, neither procedure has undergone a proper controlled clinical trial using a sham procedure as the placebo.

The time is past due for medical procedures such as CABG and PCTA to be subjected to carefully controlled clinical trials to determine if they can be justified by a proper risk-benefit analysis even as a treatment for angina. Ideally this should be done long before such procedures become common. Another increasingly common treatment for severe angina is percutaneous transmyocardial laser revascularization (PTMR). A prospective randomized trial at 17 medical centers examined 141 subjects in who attempted recanalization had previously failed. One group was assigned to aggressive non-surgical medical management and the other half received PTMR. In this study great care was taken to blind both the patients and caregivers to the treatment assignment using heavy sedation, dark eye goggles and restricted access to the catherization laboratory. After 6 months of follow-up, angina and exercise capacity had improved to the same extent in both groups. Nor were there any difference in MIs, mortality or need for additional revascularization. In this study PTMR proved to be no better than less costly and invasive medical treatment with statins and other drugs. 

It is now clear that surgery has a powerful placebo effect. Because of this, subjective reports of improvement after chelation therapy, CABG, PCTA or PTMR cannot be taken as proof of effectiveness. Should any medical procedure prove to be better than a placebo (sham procedure) in a properly controlled and designed study it’s overall benefits must be weighed against its projected costs. A cost-benefit analysis needs to be done to determine whether or not the billions of dollars spent these medical procedures could be more effectively utilized educating the public via public health organizations and/or via individual or group medical nutritional therapy to reduce morbidity and mortality from CVD.

Summary and Conclusions

Chelation therapy for treating cardiovascular diseases should be considered health fraud and physicians who use this procedure should have their medical licenses revoked and also should be criminally prosecuted. The only known benefit of the currently popular CABG and PCTA procedures in most CAD patients is that they appear to reduce angina, at least in the short term. In some cases they may be effective for motivating patients to eat better, quit smoking, exercise more and take their cholesterol-lowering and other medications because it is hard to stay in denial of atherosclerotic disease after undergoing heart surgeries. On the other hand, it may be that by taking away the patient’s symptom of disease (angina) patients are led to believe they have been cured and no longer need to try to eat better, exercise, lose weight, quit smoking and take their medications. It is clear neither of these procedures do anything to slow, stop or reverse what causes most heart attacks and strokes - namely the growth and eventual rupture of atherosclerotic plaques. These plaques grow in response to a typical American diet and other lifestyle factors. Research in both primates and humans has shown that a VLFNV diet alone or in combination with drugs is usually effective for regressing or reversing the cause of most MIs, namely atherosclerosis. Such treatments we now know stabilize existing plaques reducing the risk of rupture and MIs long before there is appreciable regression. It has also been shown to improve most of the established CAD risk factors and also has been shown to dramatically reduce all cause mortality among patients with advanced coronary artery disease. Could the billions of dollars heart doctors, medical equipment makers, and hospitals collect annually from these medical procedures be blinding them from the mounting scientific evidence that both CABG and PCTA are at best relatively useless for preventing heart attacks and death and frequently cause serious harm?
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