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COULD STATIN DRUGS ACTUALLY HARM YOU?


Despite the rosy picture painted in the ads of a miracle cure for high cholesterol and its attendant heart disease, the reality of taking statins may be far less pretty. Dr. Barbara H. Roberts, director of the Women’s Cardiac Center at the Miriam Hospital in Rhode Island, discusses both the benefits and health risks of these popular drugs in this comprehensive guide that finally reveals the questionable science behind the research studies. This honest, patient-friendly appraisal of the most widely used medications in the world may shock you, but it may also save your life.


Offering clear-cut, easy-to-understand information in an easily accessible fashion, Dr. Roberts explains how to take the best possible care of your heart, including:
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[image: Image] The frightening adverse effects of popular drugs


It is time to take charge of your heart health. Learn the facts behind the hype so that you can make informed decisions on a subject vital to your continued health. If you or someone you love either takes a statin or is considering doing so, you need to read this book.


Includes recipes for a delicious and heart-healthy diet, including Wasabi-Roasted Salmon, Pasta with Avocado Sauce, and Lemon-Pineapple Breakfast Muffins.




BARBARA H. ROBERTS, M.D., is a sought-after lecturer who has spoken about heart health in the United States and foreign countries, has been published extensively in medical journals, and whose opinion is often quoted in popular magazines such as Woman’s Day. An Associate Clinical Professor of Medicine at the Alpert Medical School of Brown University and director of The Women’s Cardiac Center at the Miriam Hospital in Providence, Rhode Island, she has received numerous awards and honors. Dr. Roberts has been ranked as one of the Top Doctors for Women in the country by Women’s Health magazine and one of the Top Doctors in Rhode Island by Rhode Island Monthly. She serves on the Woman’s Day Heart Health Advisory Board and is a fellow of the American College of Cardiology. She lives in Jamestown, Rhode Island.
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LEADING CARDIOLOGISTS PRAISE DR. ROBERTS AND THE TRUTH ABOUT STATINS


“This book is being published not a moment too soon. A global campaign is being launched for entire populations to consume statin drugs as antidotes to cardiovascular disease. No voice is as well informed as that of Dr. Barbara Roberts for setting the record straight and for educating the public on this life-affecting issue.”


—Bernard Lown, M.D.
Cardiologist, Brigham and Women’s Hospital, Boston 1985 Nobel Peace Prize recipient
Professor Emeritus, Harvard School of Public Health


 


“Statins have been shown to reduce the risk of cardiovascular disease but they are not without a downside. Dr. Roberts’ book presents the other side of the statin story, the side-effect story, a story that many patients do not hear from their doctors. She reminds us that we have very few longterm studies of these drugs and that we must be aware of their side effects before we follow the advice of some advocates and put statins in the water.”


—Paul D. Thompson, M.D.
Medical Director of Cardiology and the Athletes’ Heart Program
Hartford Hospital, CT
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INTRODUCTION


Statin medicines to lower cholesterol were approved in the United States in 1987. Over the last few decades, I have been prescribing statins for my patients when it was indicated, and, initially, these medicines seemed safe and reasonably well tolerated. But the more I have learned about statins, both from the experiences of my own patients and in the medical literature, the more concerned I have become. As more and more people have taken statins, there have been more and more reports of serious and sometimes fatal side effects. Now that statin use has accelerated, I feel compelled to share the results of my research into this powerful class of medicines. By educating readers about the facts behind the supposed miracle cure, I hope to encourage you to speak freely with your medical practitioners and to make informed decisions about preserving your heart’s health.


Every day, in my practice as director of the Women’s Cardiac Center at the Miriam Hospital in Providence, Rhode Island, I see patients who cannot tolerate statins. Some of them complain about muscle aches and weakness, or tendonitis, while others struggle with frightening memory loss and difficulty concentrating. These side effects may not be as rare as we’ve been led to believe.


In fact, my husband developed severe muscle pain from every statin on the market. He was started on statins after a trip we took to Italy in 1995, when he more or less overdosed on prosciutto di Parma. He came home to a total cholesterol count of over 300. His primary care doctor prescribed various statins over the years, but his muscle aches interfered with his ability to run and lift weights, which he loves to do. Finally, he went on the seafood-vegetarian Mediterranean diet that I describe in this book. His cholesterol levels, from this diet and a nonstatin medicine that blocks the absorption of cholesterol, are now satisfactory.


Some people can take statins and not develop side effects. But how necessary are statins in the first place? Do they really help prevent strokes and heart attacks? Nowadays, doctors are advised to knock down their patients’ cholesterol to very low levels with high doses of statins. But cholesterol, far from being the villain it’s said to be, is a vital part of every cell in our bodies. This waxy fat, produced primarily by the liver, is absolutely crucial for the normal functioning of muscles, nerve cells, and the brain—and it’s also the building block that our bodies use to manufacture many hormones, including the reproductive hormones estrogen and testosterone. How will our muscles, brain cells, and nerves react if they are chronically starved of a chemical that is so necessary for their proper functioning?


These and other important questions about statins need unbiased, scientifically valid answers. Why do women seem to derive less benefit from statins than men do? Why do women report more side effects from statins? What questions should you ask your doctor if he/she wants you to take a statin? How solid is the science that is used to justify treating people with statins? What is now at stake for the pharmaceutical industry (Big Pharma), the US Food and Drug Administration (FDA), the medical profession, and, most important, the people who take statins?


In researching these issues, I pored over the studies that were used to justify treating people with statins. I spoke to my own patients who’d experienced side effects from the drugs, and to other people who’d heard of my interest in statin side effects and contacted me. I educated myself on the interactions among Big Pharma, the FDA, and the medical profession.


The FDA is responsible for reviewing and approving any new prescription drugs that pharmaceutical companies want to sell to the American public. When this approval process is complete, the government agency spells out the specific reasons (indications) why doctors may prescribe the drug. The drug label must describe the approved reasons to use the medicine, along with the conditions under which the medicine should not be used (contraindications). For example, taking statins is contraindicated in pregnancy because these drugs can cause defects in a developing fetus.


The FDA not only certifies all new prescription drugs but also must approve any new use of existing drugs. However, once the FDA approves a drug, physicians can prescribe it for anything they choose. Unapproved indications are called off-label uses of a drug. Doctors can prescribe, but pharmaceutical companies cannot advertise, off-label uses of a drug.


Statins are approved to treat high levels of low-density lipoprotein (LDL) cholesterol (so-called bad cholesterol). In most cases, they are prescribed for people with high levels of cholesterol or with built-up fatty deposits called plaque in their arteries: those who either have or are at risk for atherosclerotic cardiovascular disease (ASCVD). Several scientific studies found that statins lowered the risk of cardiac events in people with established atherosclerosis. (Events is the neutral term we doctors use for really bad outcomes like heart attacks and death.) However, the benefit was modest and was less in women than in men. Furthermore, despite statin therapy, people with ASCVD still had a high residual risk—that is, they had an increased risk of heart attack and stroke even when their LDL cholesterol was brought to very low levels. There were also studies that showed benefits of statin therapy in people without cardiovascular disease but with elevated levels of LDL cholesterol. This benefit was found only in men, however, not women.
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In February 2010, based on a study called the JUPITER trial, the FDA expanded the indication for statin use. It now included healthy men ages fifty and older and healthy women ages sixty and older—even those with normal levels of LDL cholesterol—if they have evidence of inflammation in the body (indicated by elevated levels of a substance called high-sensitivity C-reactive protein, or hsCRP, in the bloodstream), plus one other risk factor for developing heart disease, such as smoking or high blood pressure. JUPITER is an acronym for Justification for the Use of Statin in Prevention: An Intervention Trial Evaluating Rosuvastatin. This new indication for rosuvastatin (Crestor), the statin used in the trial, could add six and a half million healthy people—who exhibit no evidence of ASCVD and have normal cholesterol levels—to the number taking statins.


The trial recruited close to eighteen thousand people who were free of diagnosed heart disease. Half were treated with rosuvastatin and half received a placebo, or inactive “dummy” pill. The people enrolled in the study were then followed for the occurrence of cardiovascular events such as nonfatal heart attacks, stroke, or death due to cardiac disease, or the need for coronary artery bypass surgery or other procedures to improve blood flow to the heart.


The trial was scheduled to last five years but was stopped prematurely “for benefit” after an average follow-up of just under two years. This means that the investigators felt that the benefit of the statin in lowering the risk of cardiovascular events was sufficient to end the trial before it was scheduled to end. So based on the results of this study, the FDA approved wider use of rosuvastatin.


The JUPITER trial was paid for by AstraZeneca, the pharmaceutical company that makes Crestor. The principle investigator, Dr. Paul Ridker, developed the blood test that measures hsCRP, and he receives royalties from its use. Both AstraZeneca and Dr. Ridker stand to make a fortune as this new indication for statin use is implemented.


But are the results of this study all they are cracked up to be? Might the findings have been different if the JUPITER trial lasted five years, as originally specified? Was the FDA correct in approving this new indication for rosuvastatin? Were there differences in the results for women compared to men? The answers to these questions may shock you and make you question your physician if he or she wants to put you on a statin.


In exposing the shoddy science that underlies many of the “guidelines” that doctors are told they must follow in treating their patients, and in exposing the rampant conflicts of interest among the FDA, Big Pharma, medical scientists, medical centers, and professional medical organizations, I risk being declared a pariah in the medical community.


But this story must be told. If you or someone you love takes a statin, please read this book. It might just save your life.





Part 1





ARE STATINS FOR ME?








— Chapter 1 —


My Doctor Wants Me to Take a Statin—What Questions Do I Need to Ask?


Mrs. R.G. is a forty-five-year-old woman who is in good health. She has a yearly checkup with her primary care doctor, who has told her that she needs to lose weight. She works full time as an accountant and has two teenage children. She also cares for her parents, who are in their late seventies and chronically ill: her mother with severe arthritis and her father with blindness from macular degeneration. With little time for exercise, she has gained thirty pounds since graduating from college. She also “de-stresses” by eating cookies and candy. Her most recent cholesterol numbers reveal that her total cholesterol is 255, her triglycerides (another blood fat) are 200 (normal is up to 150), her HDL, or “good,” cholesterol is 50, and her LDL, or “bad,” cholesterol is 165.


Her doctor tells her to go on a low-fat diet and prescribes the statin drug simvastatin (brand name, Zocor) to get her LDL cholesterol down. Within two weeks of starting this medicine, she has severe muscle pain and difficulty concentrating. She goes online and looks up statin side effects. Convinced that she is suffering adverse effects from the simvastatin, she calls her doctor, who orders a blood test to look for muscle damage. The test comes back normal, so her doctor tells her that the statin is not causing her symptoms. Mrs. R.G. stops the statin anyway, and within a few weeks, her muscle pain and difficulty concentrating are gone.


A Brief Primer on Cholesterol


What is cholesterol, and why do we need to be concerned about it if the level is considered high? If your doctor tells you your cholesterol is 250, for example, what does that mean?


In addition to being manufactured in the body, cholesterol is also found in foods derived from animal sources. Cholesterol serves many important functions in our bodies. It’s an integral part of the cell membrane that surrounds every cell in our bodies, keeping all the structures inside the cell from leaking out. It is a building block of other molecules that our bodies need to function, such as vitamin D, and many hormones. Cholesterol is used to make bile acids, which assist in digestion.


Cholesterol circulates in the blood bound to special proteins called lipoproteins, which are classified according to their density. (Lipos is a Greek word meaning “fat.”) So LDL cholesterol is low-density lipoprotein cholesterol (“bad cholesterol”), and HDL cholesterol is high-density lipoprotein (“good cholesterol”). VLDL cholesterol, made up mostly of triglycerides, is very-low-density lipoprotein that, when elevated, increases the risk of ASCVD. Taken together, these lipoproteins are referred to as blood fats or blood lipids. Although cholesterol is absolutely essential for life, high levels of certain lipoproteins (and low levels of HDL cholesterol) can be harmful because they increase the risk of developing plaque in the arteries, the blood vessels through which oxygenated blood reaches all the body’s cells. Atherosclerosis, the name for this process, underlies most heart attacks and strokes.


Our lipoprotein levels are determined both by our genes and by our lifestyles. For example, people who consume diets that are high in starchy carbohydrates will often have high triglyceride levels. Those who eat large amounts of animal fat (found in meat and dairy products such as milk, butter, and yogurt) will often have high levels of LDL cholesterol. There are some people with a rare familial form of high cholesterol who have very high levels of LDL cholesterol even if they are strict vegetarians.


How Cholesterol Is Measured


Cholesterol and triglycerides are usually measured on a fasting sample of blood. You will be told to fast for twelve hours. (You may drink water but should not eat or drink anything that has calories.) A blood sample will be taken and then spun in a centrifuge to separate the red blood cells from the clear part of the blood (plasma). The plasma will then be analyzed by a machine that measures the total cholesterol, the triglyceride level, and the HDL cholesterol. The level of LDL cholesterol is then calculated using a formula. (It can be measured directly, but this is generally not done unless the triglyceride level is very elevated, because in that instance, the calculated LDL cholesterol level is inaccurate.)


The cholesterol values are reported as milligrams per deciliter, abbreviated mg/dl. A gram is a unit of weight, and a milligram is one-thousandth of a gram. A potato chip weighs about 1 gram (1,000 milligrams), so you can see that we’re talking small quantities here. A deciliter is one-tenth of a liter, or about 3 ounces of liquid. So a total cholesterol level of 250 mg/dl means that there is an amount of cholesterol weighing about the same as one-quarter of a potato chip in 3 ounces of plasma.


Evidence-Based Medicine


The patient described at the beginning of this chapter is a composite drawn from many people I have seen in my office over the years. Throughout this book you will read the stories of actual patients who have been harmed by statins, but I used Mrs. R.G. as an example of the patients I often see who are put on statins even though they do not meet the current guidelines for using these medicines. Nowadays, doctors are urged to practice what is called “evidence-based medicine.” In other words, we are urged to use only those medicines or procedures that have been proven by scientifically valid clinical research studies to have more benefits than risks.


In chapter 7, I will discuss the somewhat checkered history of clinical research, but to simplify a complex subject for the purposes of this chapter, when and how to treat cholesterol, based on the best available scientific evidence, is spelled out in the Adult Treatment Panel III guidelines from the National Cholesterol Education Program (NCEP), established by the National Heart, Lung, and Blood Institute. Unfortunately, the guidelines are published in lengthy articles that the average doctor is too busy to read in detail. Many doctors read that the “optimal” LDL cholesterol is under 100, and they come away feeling that anyone whose LDL cholesterol is over that number should be on medicine. The upshot is that many people are taking statin medicines unnecessarily, and a significant proportion of them are being harmed.


Among the well-known side effects of statins are muscle pain and inflammation, and damage to many other organs, including the liver, tendons, nerves, and the brain. And since cholesterol is essential for the normal development of the fetus, pregnant women, or women who might become pregnant, are advised not to take statins.


How Statins Work to Lower Cholesterol


Statins work by inhibiting an enzyme that is crucial to the manufacture of cholesterol by the body. (An enzyme is a specialized protein that helps to speed up a chemical reaction. For example, our digestive enzymes help speed up the breakdown of food into simple chemicals that can then be absorbed into the body.) Statins also increase the uptake of LDL cholesterol by the liver, another way in which they lower the blood level of cholesterol. The enzyme that is inhibited by statins works very early on in the synthetic pathway, (the synthetic pathway is like the assembly line in a factory; it is a set of chemical processes that occur inside cells as the body manufactures molecules it needs to survive). When this enzyme is inhibited the levels of other important molecules, such as coenzyme Q10 (more about that later), can also drop in people taking these medications.


Do I Need to Be on a Statin to Lower My Cholesterol?


So what should you do if your doctor informs you that you need to take a statin? The answer to whether or not you should follow that advice depends on your age, whether you are a man or a woman, and whether or not you have been diagnosed with atherosclerosis. Let me explain.


Atherosclerosis


Atherosclerosis is a form of hardening of the arteries in which plaque accumulates in the walls of arteries, eventually causing the opening of the vessels to narrow. When an artery becomes narrowed enough, the oxygen and nutrients carried by the blood cannot reach the organ supplied by that artery, starving it. For instance, the coronary arteries deliver blood to the heart. If the heart is not getting the amount of blood it needs—especially when it has to work harder, as it does during exercise or times of emotional stress—it is said to be ischemic. The term ischemia means a relative lack of blood supply. Hence, the terms ischemic heart disease (IHD), or coronary heart disease (CHD).


The symptom experienced by people whose hearts are being deprived of oxygen is called angina pectoris. Angina usually feels like a squeezing, burning, or pressure in the chest that is predictably brought on by exercise or emotional stress, and that goes away within about five minutes with rest, relaxation, or a medicine called nitroglycerin.


In addition to obstructing arteries to the point where blood flow is compromised, plaques can also rupture. A plaque that ruptures resembles an abscess or a boil in the wall of an artery. When the plaque material comes in contact with the blood flowing through that artery, the body tries to wall off this material by forming a blood clot (thrombus). If a clot forms over a ruptured plaque, blood flow through that artery can be completely interrupted, and the heart muscle downstream of the clot will die within a few hours if the circulation is not restored. Heart muscle damage from interruption of the blood supply is a myocardial infarction: a heart attack.



Risk Factors


We have a pretty good handle on the risk factors that make the development of atherosclerotic cardio-vascular disease (ASCVD) more likely. Only two of them can’t be modified: your age and your family medical history. You can lie about your age, but, of course, that doesn’t change it. And you might wish you had a different family and a different set of genes (I’ve always wanted to be taller), but we’re more or less stuck with the genes we were born with. All the other risk factors—such as smoking, high blood pressure, abnormal levels of blood fats, diabetes, inflammation, being sedentary, and obesity—are modifiable, avoidable, or treatable.










	Risk Factors for Developing Atherosclerosis







	CAN BE MODIFIED


	CAN’T BE MODIFIED







	Smoking


	Age







	Abnormal levels of cholesterol/triglycerides


	Family history







	High blood pressure


	 







	Diabetes


	 







	Obesity


	 







	Sedentary life style


	 







	Inflammation


	 













The more of those risk factors you have, the greater your chance of developing ASCVD. But the guidelines focus mostly on cholesterol levels. The current guidelines for the prevention of ASCVD state that the “optimal” level of total cholesterol is under 200, the “optimal” level of LDL cholesterol is under 100, and the “optimal” level of triglycerides is under 150. The latter was recently changed to under 100, although 150 is still given as the upper limit of normal. Note that these are “optimal” levels: they are not the levels that everyone needs to reach, especially since for many people, given their unhealthy diet and lifestyles, such levels are achievable only with drugs.










	Table 1. Optimal Levels of Blood Fats







	Total cholesterol


	Under 200







	LDL cholesterol


	Under 100







	Triglycerides


	Under 100











The guidelines that doctors are supposed to follow to prevent ASCVD say that your physician needs to determine the number of risk factors that you have, other than your LDL cholesterol level. Then, based on these, he or she classifies you as being at low, intermediate, or high risk. These other risk factors include age (forty-five years or older for men; fifty-five years or older for women), smoking, hypertension (blood pressure of 140/90 or more, or being on an antihypertensive medicine), low HDL cholesterol (under forty in a man, under fifty in a woman), and a family history of premature coronary heart disease in a male first-degree relative (father, brother, son) less than fifty-five years of age or in a female first-degree relative (mother, sister, daughter) less than sixty-five years of age. (For reasons we don’t understand, women, even at equivalent levels of risk, tend to develop ASCVD ten to fifteen years later than men do.)




Table 2. Major Risk Factors (Other Than LDL Cholesterol) That Modify LDL Goals*


• Cigarette smoking


• High blood pressure


• Low HDL cholesterol (under 40 in men, under 50 in women)


• Family history of premature coronary heart disease


• Age (forty-five and over in men, fifty-five and over in women)


* If HDL is 60 or more, this counts as a “negative” risk factor, and its presence allows you to subtract one risk factor from the total count. (Negative risk factor in this case means that high HDL cholesterol lessens the risk of developing plaque.)





For people who already have ASCVD or its equivalent (diabetes is considered a CHD risk equivalent), the “goal” should be to get the LDL cholesterol under 100. If someone has ASCVD and multiple other risk factors, then an optional goal is an LDL cholesterol under 70.


If a patient has zero to one risk factors—in other words, someone at low risk—then the LDL cholesterol goal is under 160, and the guidelines state that drug therapy should be considered if the LDL cholesterol is 190 or greater.


If someone has two or more risk factors, the LDL cholesterol goal is under 130, * and if someone has established vascular disease or diabetes, the LDL cholesterol goal is under 100. The guidelines state that the first line of therapy in any case is therapeutic lifestyle changes—more on that later in chapter 5.








	Table 3. Three Categories of Risk that Determine LDL Cholesterol Goals







	RISK CATEGORY


	LDL GOAL







	ASCVD and its equivalents


	Under 100 (optional under 70)







	2 or more risk factors


	Under 130







	0 to 1 risk factor


	Under 160











Unfortunately, many physicians don’t read the complete set of guidelines. They read that the “optimal” LDL cholesterol goal is under 100, and willy-nilly they advise anyone with an LDL cholesterol over that number to go on a statin.


These guidelines are written by panels of prestigious medical scientists, many of whom have directed the clinical trials that produced the findings used to justify the recommendations in the guidelines. These trials have included tens of thousands of people from around the globe, and have compared drugs (usually statins) to placebos. Many of these researchers make significant amounts of money by conducting these trials, which are often sponsored by the pharmaceutical companies that make the drug being studied. These same researchers are often on the drug company’s speakers bureaus and get paid handsomely for lecturing on the benefits of its products. The issue of conflict of interest bedevils medical science to a greater extent today than at any time in history.


Are the Guidelines Valid for Women?


There is another problem with the guidelines if you are a woman. The vast majority of the people who took part in the clinical trials that showed the benefit of lowering cholesterol were men. Some clinical trials excluded women, and others had only a small percentage of women participating. In many such trials, there were not enough female participants to determine if statin treatment had a beneficial effect in women.


It used to be thought that you could just take clinical trial results in men and apply them to women. But as more and more women have been studied, it’s become apparent that women may benefit less than men may from certain medicines. Statins are in this category, but the guidelines don’t take the lesser benefit in women into account.


Cardiac Events Despite Statins


And even the most ardent statin supporters have to concede that despite statin treatment, most men and women with ASCVD continue to suffer cardiac events and to die of their disease. They still have a very high residual risk, no matter how low their LDL cholesterol goes. In fact, the absolute risk of having a cardiac event in someone who takes a statin to lower their cholesterol, whether they have ASCVD or not, is only reduced by a few percentage points.


This may be because LDL cholesterol is not the whole story. In fact, most people with atherosclerosis do not have terribly high levels of LDL cholesterol. It’s far more common for them to have a constellation of risk factors called the metabolic syndrome. There are five components of this syndrome, and if you have any three of them, you are given this diagnosis. The five are:


 


1. Abdominal or visceral obesity, defined as having a waist that measures more than forty inches if you are a man, and more than thirty-five inches if you are a women.


2. Elevated triglyceride level of 150 or more.


3. HDL cholesterol less than 40 in men and less than 50 in women.


4. Blood pressure of 130/85 or greater.


5. Fasting blood glucose (sugar) of 100 or more.


 


Since statins target mainly LDL cholesterol levels and have little effect on triglycerides or HDL cholesterol—in fact, high doses of statins usually lower the good cholesterol—there is still a high residual risk of atherosclerosis progressing in people taking the drugs, especially if they continue with unhealthy diets and lifestyles.


As you’ll see in subsequent chapters, if you have established ASCVD, a statin will reduce your risk of having an event like a heart attack by a modest amount. If you are a woman with ASCVD, your risk will be reduced less than it will be in a man. If you are a man who has risk factors but hasn’t been diagnosed with ASCVD, taking a statin to lower unhealthy levels of cholesterol will also lower your risk of future cardiac events by a small amount. But if you are a healthy woman, there is zero evidence that taking a statin will lower your risk of a heart attack or of dying of heart disease.


Based on the results of the JUPITER trial, the FDA has approved the expanded indication for rosuvastatin to include women ages sixty and older and men ages fifty and over who have normal levels of LDL cholesterol, increased inflammation based on an hsCRP blood test result of over 2, and one other risk factor. But I am seeing more and more healthy women in their thirties being put on this drug because their physicians don’t read the fine print. A healthy woman in her thirties can expect to live another fifty years. It makes no sense at all to go on powerful medicines with the potential for serious, life-threatening side effects—for decades—when they have no proven benefit. Especially since you can get all of the benefits of statins without taking them, simply by changing your lifestyle.


Questions for Your Doctor


So what questions do you need to ask your physician if he/she wants you to take a statin?


 


1. Can I try altering my diet first to see if my cholesterol numbers improve? And if so, what diet should I follow?


2. Can you explain to me what my cholesterol numbers mean and how, according to the current guidelines, I meet the criteria for going on a statin?


3. Can you calculate my Framingham risk score and tell me what my risk is of having a cardiac event in the next ten years? (The National Institutes of Health has a website that allows you to figure out your own Framingham risk score, at www.nhlbi.nih.gov/guidelines/cholesterol/risk_tbl.htm#men.)


4. If diet doesn’t get my cholesterol to a healthier level, could I take other, safer medicines than statins?


5. Is the dose of statin you are prescribing considered high, low, or average?


6. You say that my CRP is high and that even though my cholesterol is not elevated, I need to go on a statin. But I do not have any other risk factors, and I’m a fifty-year-old woman. Doesn’t that mean I don’t meet the criteria for being put on a statin?


 


It has never been more important to be an informed patient, asking questions of your physician and insisting on answers that you can understand. Armed with the information in this chapter, you will be better able to determine whether drug therapy to manage your cholesterol levels is really necessary. In the next chapter, I will go into greater detail about the “science” being used to justify the use of statins and the very real limitations of clinical trials.





— Chapter 2 —


When Statins Help Most, and When They May Not Help at All


B.J. is a fifty-year-old teacher who developed sharp chest pain that traveled up to her neck and shoulders. It occurred off and on but was not worse while she was exerting herself. She went to her local hospital’s emergency room and was admitted. B.J. underwent a nuclear stress test in which a radioactive tracer is used to detect areas of the heart that may not receive adequate blood flow during exercise. The results were normal. She had never been a smoker, was not diabetic, did not have high blood pressure, and was slightly overweight. Her parents were in their late seventies; both had high cholesterol but no heart disease. Her total cholesterol was 275, her triglycerides were 165, her HDL cholesterol was 53, and her LDL cholesterol was 189. She was started on simvastatin and developed diffuse pain in her muscles.


B.J. came to me for a second opinion, and I stopped the statin medicine and gave her extensive instruction on a seafood-vegetarian diet. Four months later, she was feeling well, her total cholesterol had come down to 238, her triglycerides had come down to 152, her HDL cholesterol had increased to 60, and her LDL cholesterol had come down to 148. Her goal according to current guidelines is an LDL cholesterol under 160.


[image: Image]


T.C. was a sixty-two-year-old mechanic when he first came to see me in 1998. He had been diabetic for three years, and he was being treated with a fibrate medication for high triglyceride levels.(Fibrates are medicines that target triglycerides but have little effect on LDL cholesterol.) He had smoked three to four cigars per day until a year prior to seeing me, and he had a brother who’d suffered a heart attack in his early fifties. Over the three months prior to his visit, T.C. had developed shortness of breath and heaviness in his chest when he exerted himself. Despite taking his fibrate medicine, his triglyceride level was very elevated at 442. His total cholesterol was 159, and his HDL cholesterol was low at 27.


I sent him for a nuclear stress test. The result was very abnormal, and he underwent a heart catheterization, a diagnostic procedure in which specialized catheters are inserted into arteries and veins and advanced into the heart, enabling doctors to determine if there are obstructions in the arteries supplying the heart, the coronary arteries. The procedure showed extensive blockages in all the major branches of his coronary arteries. A statin medicine was added to his regimen. T.C. was felt not to be a good candidate for either bypass surgery or a balloon angioplasty/stent. (In a bypass operation, either another artery, or a vein is used to bypass a blockage in a coronary artery; in a balloon angioplasty, a specialized catheter with a balloon at its tip is advanced across an arterial narrowing and inflated to widen the artery. This area is then usually treated with a hollow mesh stent, to aid in keeping the artery open.) He did well for the next eight years but then developed increasing shortness of breath on exertion and fatigue. A repeat heart catheterization showed that the narrowing in his left coronary artery had increased. His numbers at that time were a total cholesterol of 147; triglycerides, 192; HDL, 30; and LDL, 79. T.C. received a stent and noticed improvement in his shortness of breath. Since that time (2006), he has done well.
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“Dr. Roberts presents the other side of the statin story.”
~Dr. Paul D. Thompson, Director of Cardiology at Hartford Hospital
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