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 Consent Form for                     Cholesterol-Lowering Treatment Study 

 
The ALLHAT cholesterol-lowering treatment study at  ___________________________________ has 
been explained to me, and I have read the ALLHAT Patient Information Brochure.  I know that I have 
the opportunity to ask any questions that I may have.  I understand that, if I am eligible, I will be invited 
to take part in the cholesterol-lowering study and that I will be expected to participate until the summer 
of the year 2001. 

The purpose of this research study, the procedures to be followed, possible discomforts and risks, and 
expected benefits have been described to me.  It has been explained to me that high blood cholesterol 
is a common condition and that persons with high blood cholesterol are more likely to have a heart 
attack than those who have low cholesterol.  It has been explained to me that I do not have to 
participate in this study in order to receive treatment for my high cholesterol.  I further understand that 
as a participant in this study: 

 1) My cholesterol and its effect on my body will be measured by standard medical tests.  I will be 
eligible for the study if my cholesterol levels are moderately, but not extremely, high and I am not 
already on drug treatment for high cholesterol. 

 2) There are several drugs which lower high cholesterol.  One of these drugs, pravastatin, has been 
chosen for this research study because it is commonly used by doctors when treating patients 
with high cholesterol.  Doctors do not know whether lowering cholesterol levels like mine with 
pravastatin will reduce my chance of having a heart attack.  Whether I receive pravastatin or not 
will be assigned by chance, like flipping a coin, rather than by my doctor. 

 3) If I am assigned to receive pravastatin, my doctor may adjust the dosage or even prescribe an 
additional drug to lower my cholesterol to a satisfactory level.  If I am not assigned to receive 
pravastatin, my doctor may later decide to prescribe a cholesterol-lowering drug if my cholesterol 
rises or my clinical condition otherwise requires it.  In either case, I will continue to receive 
encouragement to follow the recommended heart-healthy diet.  I understand that the ALLHAT 
study will not provide non-study medicines.  If other medications are prescribed, my doctor will 
explain to me any side effects they might have.  No new or “experimental” medicines will be used 
in this study. 

 4) There may be side effects from pravastatin, such as muscle pains or trouble sleeping, other 
allergic reactions, and other side effects.  Inflammation of the liver may occur in a small number 
(about 1%) of patients taking pravastatin.  If I receive this drug, I will be tested for this 
complication at regular intervals throughout the study.  My doctor may perform additional tests to 
confirm this, and may stop my study drug.  Inflammation of the liver disappears when the drug is 
stopped.  The possible side effects that may occur have been explained to me as well as the fact 
that I can ask any questions about these possible side effects and any other aspect of the study 
that I do not understand.  The doctor, therapist, nurses and others involved in my treatment 
under this study will watch closely for such side effects.  If necessary, they will stop the 
medication which appears to be causing such side effects and will give me different medication if 
I need it. 

 5) All information about me, including my medical history, laboratory data and findings of physical 
examinations, will be kept confidential to the extent permitted by law.  My research records, just 
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like hospital records, may be subpoenaed by court order.  In certain instances, 
representatives from the National Heart, Lung, and Blood Institute or the FDA (Food and 
Drug Administration) may need to see my records in order to verify the study data.  Study 
results may be published; however, my identity will not be revealed.  At the end of the study, 
all paper forms with my name or other identifying information will be kept in locked rooms for 
a period of five years and then will be destroyed. 

 6) The ALLHAT researchers are requesting my Social Security Number under Public Health 
Service Act 42 USC 285a.  I understand that my name and Social Security or Medicare 
Number will be used to help the ALLHAT researchers locate me in the future if I cannot be 
located at my home address by my doctor; they may be used to help ALLHAT researchers 
know if I am hospitalized; and they may be used to search vital status records in a follow-up 
study conducted in the future.  I understand that providing this information is voluntary, that I 
may still participate in ALLHAT even if I refuse to provide this information, and that I will not 
be denied any federal right, benefit, or privilege by my refusal to provide this information. 

 7) My name, Social Security Number, Medicare Number, and any other publicly identifying 
information will be kept in computerized records separate from my ALLHAT medical data.  
These records will be kept indefinitely in a locked place and only used for the purposes 
stated in (7) above.   

 8) All medical information about me will be kept in computerized records for analysis with such 
data from all other participants, but these records will not contain my name or Social Security 
Number or Medicare Number, or any other publicly identifying information.  These 
computerized medical records will be kept indefinitely for future use by authorized 
researchers.   

I understand that my participation in this study is entirely voluntary.  I am free to withdraw my 
consent and to discontinue participation in this study at any time.  No penalty or loss of benefits will 
occur if I refuse to participate or if I withdraw from the study.  If I refuse to participate in the 
cholesterol-lowering trial, or if I withdraw from the cholesterol-lowering trial later, I can still 
participate in the blood pressure part of this study and I can still receive treatment for high blood 
cholesterol from my doctor if I need it.   I have been given the names and telephone numbers of 
persons whom I may contact for answers to questions about the study, my rights as a research 
subject, and what to do if I have research-related injuries.  The above points have all been 
explained to me to my satisfaction and, understanding them fully, I hereby give my consent to enter 
this treatment study.  I will be given a copy of this informed consent form. 

__________________________ ________________________________ ______________ 
Printed Name of Participant  Signature of Participant   Date 

 
I have reviewed the patient brochure with the participant and fully explained to the participant the 
nature and purpose of the procedures described above and in the brochure and such risks as are 
involved in carrying them out.   
 
 
_________________________ _______________________________________________ 
Date     Signature of Person Obtaining Consent
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