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B.  Informed Consent Document for “The Effects of Statins on Muscle Performance” 
(STOMP) Study 

 

INFORMED CONSENT FOR PARTICIPATION IN CLINICAL RESEARCH 
UNIVERSITY OF CONNECTICUT 
 
 
PRINCIPAL INVESTIGATOR:  Dr. Paul Thompson, M.D., and Linda S. Pescatello, 

PhD. 
DEPARTMENT:  Preventive Cardiology (Hartford Hospital) Kinesiology (Univ of CT) 
PHONE:   (860) 545- 2899 (Dr. Thompson), (860) 486-0008 (Dr. Pescatello) 
EXPECTED DURATION: approximately 6 months 
SPONSOR (if applicable):  National Institutes of Health (NIH) 
 
 
I. You have been asked to participate as a subject in the research study, The Effects 

of Statins on Skeletal Muscle Function. The purpose, procedures, and length of 
your involvement are stated below:  

 
A. Purpose of research:  

 
Statins (such as Lipitor) are cholesterol-lowering medications that lower 
cholesterol levels and also reduce the frequency of heart attacks, cardiac deaths, 
and strokes.  Unfortunately, statins can cause muscle discomfort or pain called 
“myalgia” in patients treated with these drugs.   These symptoms often cause 
patients who need these medications to stop taking the drug.  Therefore, one of 
the goals of this study is to document how frequently people complain of muscle 
symptoms like aching and cramps.  The cause of statin muscle discomfort is not 
known, but is often increased by exercise.  As a result, this study will also 
determine the effect of 80 milligrams of Lipitor on muscular strength and 
endurance and aerobic exercise performance in comparison to a placebo (“sugar 
pill”).  
 

 
B. Procedures: Your participation will involve the following procedures:  

 
Prior to the start of the study, a detailed explanation of the study will be 
given and you will be interviewed to determine if you meet the 
qualifications necessary to participate. 
You will have your blood pressure measured up to 3 times at each visit 
prior to the start of the study and during V1 and V2 to determine your 
eligibility based on your blood pressure.  Regarding blood pressure 
measurements in the STOMP protocol, if you are on antihypertensive 
medication you must have a blood pressure of <140/90 mmHg or you will 
not be enrolled and will be referred to your physician.  After 3 months, if 
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your blood pressure is <140/90, you may be eligible to enroll at that point.  
If you have mild hypertension, you will be informed of that during 
screening.  You will be enrolled and monitored throughout the study.  If 
your blood pressure remains elevated at the end of the study, you will be 
referred to your physician.  If your blood pressure is 150/100 or greater, you 
will not be enrolled and will be referred to your physician.   

 
If you do not qualify, the doctor or research staff will tell you why. If you do 
qualify, you will be asked to read and sign this informed consent prior to your 
first visit.   

 
1. On Visit 1, you will report to the Human Performance Lab (Gampel 

Pavilion, 2095 Hillside Rd, room 112).  You will be asked to complete a 
physical activity survey, pain symptom questionnaire, and two psychological 
questionnaires.  You will then be escorted to our Exercise Physiology 
Laboratory for the following strength and exercise assessments:  

 
�   The strength of your hands will be measure by asking you to squeeze a 

handgrip device.  We will measure each hand 3 times to get a good 
estimate of your strength. 

 
� The strength of your biceps (upper arm) muscle will be measured using a 

Biodex dynamometer.  It looks like a universal weight lifting machine.  
You will be seated on the machine and a Velcro strap will secure you to 
the seat at the hips and across your upper body to prevent extra 
movement throughout the testing.  Your wrist will be placed snugly 
between two padded supports and a wide strap placed across the lower 
arm.  You will warm up by performing 10 biceps curls at a light 
intensity and 10 curls at a moderate intensity.  The actual test will 
consist of 3 sets of 3 biceps curls with a 5-minute rest between each set.   

 
� The strength of your thigh muscle will also be measured using the Biodex 

machine.  You will be seated with your arms folded across your chest 
and you will be secured by Velcro straps at the thigh, hips, and upper 
body to prevent extra movement during the testing.  You will warm up 
by performing 10 knee extensions (like kicking a ball) at a light 
intensity and 10 knee extensions at a moderate intensity.  The actual test 
will consist of 3 sets of 3 extensions with a 5-minute rest between each 
set.  

 
 

2. On visit 2 you will report to the exercise physiology lab at Hartford Hospital 
(85 Jefferson Street, Suite 704) having fasted (no food or beverage other 
than water.  You will have blood taken from one of your arm veins for 
analysis. Blood tests will be performed for liver safety assessments, as well 
as cholesterol levels, muscle proteins, and vitamin D.  If your TSH (thyroid 
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test) or other lab results are outside of the study limits, they will be repeated 
to confirm the initial results at another date, prior to performing any 
additional study procedures. This will require an additional study visit. Some 
of the blood taken during the study will be saved and stored (archived).  One 
of the tubes of blood drawn will be used for DNA analysis to compare the 
variation and patterns in genes in your sample with that in samples from 
other people, including subjects with other conditions or diseases.  All 
information indicating that the sample came from you (such as your name, 
birth date and social security number) will be removed.  Next, your vital 
signs (blood pressure, heart rate, breathing rate), height, weight, and waist 
circumference will be measured.  You will then undergo a maximal aerobic 
test on a treadmill to determine your fitness level.  You will wear electrodes 
on your chest to monitor your heart rate and the electrical activity 
(electrocardiogram-“ECG”) of your heart.  You will also breathe through a 
snorkel-like mouthpiece, so that your breath can be collected and analyzed 
for oxygen and carbon dioxide.  During the test you will be asked to exercise 
until you cannot go any further.   

 
3. Based on your health history and/or the initial maximal aerobic test results 

on visit 2 our staff may require the presence of a medical doctor for your 
second and third maximal aerobic tests (visits 3 and 6).  If this is the case, 
those tests may be scheduled at Hartford Hospital or the Human 
Performance Lab at Gampel Pavilion depending on physician and equipment 
availability.  All other testing will still take place at the Human Performance 
lab, as listed below.  

 
4. On visit 3, you will report to the Human Performance Lab in Gampel 

Pavilion.  You will repeat the muscular strength tests from visit 1 and 
perform a knee endurance test on the Biodex machine.  For this test you will 
perform 30 consecutive maximal knee extensions (like kicking a ball). You 
will undergo a maximal exercise test on a treadmill to determine your 
aerobic fitness level (note- as mentioned above, this test may be scheduled at 
Hartford Hospital, if it than it would be visit 4).  This test will be similar to 
visit 2 except no electrodes will be attached to your body.  You will still 
breathe through a snorkel-like mouthpiece, so that your breath can be 
collected and analyzed for oxygen and carbon dioxide.  During the test you 
will be asked to exercise until you cannot go any further.  You will be given 
a special watch to wear, called an activity monitor.  It will monitor your 
movements for the next 24 hours.  The research coordinator will show you 
how to use it.  

 
5. Visit 4 will take place at the Human Performance Lab.  You will repeat the 

arm and leg strength testing including the knee endurance test on the Biodex 
machine.  You will be given a cholesterol lowering diet handout and asked 
to follow this diet as best possible during the study.  At this visit you will 
receive your randomly (similar to that of a flip of a coin) assigned study 



68 
 

medication to take daily at bedtime for 3-months.  This is a double-blind 
study, which means that neither you nor the doctor will know if you are 
assigned to take a placebo (like a “sugar pill”) or 80 milligrams of Lipitor.   
The capsules will look identical.  Your study drug assignment can be found 
out if medically necessary.  Please note, if you performed your second 
maximal aerobic test at Hartford Hospital, then this would be visit 5. 

 
6. Someone from our research staff will contact you twice per month to 

monitor your use of the study drug and to ensure that you have not 
experienced any health issues.  If you have had any problems that the study 
doctor considers clinically significant, you will be asked to return to the 
clinic for blood testing within 48 hours.  Throughout the study, you will be 
instructed to call our 24-hour beeper in case of an emergency.   

 
7.  If at any time you experience muscle discomfort or aching (“myalgia”) 

related to the study medication, you may be invited to participate in another 
optional part of this study.   This additional part of the study requires that Dr. 
Thompson or the Preventive Cardiology Fellow, both medical doctors, 
perform a needle biopsy on one of your legs.  This is done after giving local 
anesthesia to the skin and muscle with Novocain.  A small incision will be 
made in the skin of the upper thigh.  A needle, the size of a lead pencil, will 
be inserted into the muscle and a small "plug" of tissue (about the size of 
three grains of rice) will be removed.  The muscle samples will be frozen 
and analyzed for gene activity.  This type of gene analysis does not reveal 
anything significant about your genetic profile or that of your family.  This 
will be performed at Hartford Hospital. 

 
You may also be invited to participate in this additional part of the study if 
you have not had such muscle problems to serve as a “control”, or 
comparison subject.  Your biopsy sample would be compared to samples 
from participants who did experience muscle discomfort.  The procedure for 
the biopsy is the same as described above. This part of the study is not a 
requirement; it is completely voluntary.   

 
8. Visit 5 will take place after 3 months.  You will report to the Human 

Performance Lab at Gampel Pavilion to have blood drawn for liver and 
muscle safety testing.  If any of the blood work results are high and the study 
doctor considers them clinically significant, you will be asked to return to 
the clinic for blood testing within 48 hours.  You will bring in any unused 
study medication and empty bottles to measure your pill compliance.  You 
will be given another 3-month supply of the study medication.  Please note if 
you performed all of your maximal aerobic tests at Hartford Hospital, then 
this is visit 6. 
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9.  Again, someone from our research staff will contact you twice per month 
for the remainder of the study to monitor your use of the study drug and to 
ensure that you have not experienced any health issues.  

 
10. Visit 6 will take place after 3 months (a total of 6 months after you entered 

the study).  You will report the Human Performance lab at Gampel Pavilion 
having fasted (no food or beverage other than water) for at least 12 hours.  
We will measure your vital signs, height, weight, and waist circumference.  
You will then have blood taken from one of your arm veins for analysis.  
You will complete the physical activity survey and pain symptom 
questionnaire.  You will then repeat the arm and leg strength testing, 
including the knee endurance test.  You will repeat the maximal treadmill 
exercise test as in visit 3 (please note, as described in item 3 above, if you 
performed both maximal aerobic tests at Hartford Hospital, then your third 
one must also occur at Hartford Hospital, if so, then this is visit 7 and the 
maximal aerobic test would be visit 8).  If you are performing your maximal 
aerobic test at Hartford Hospital, then vital signs, height, weight, and waist 
circumference, as well as the blood draw will occur then, not at the Human 
Performance Lab.  After the exercise testing, you will wear the activity 
watch for 24 hours. 

 
11. Visit 7 is your final visit; it will take place at the Human Performance Lab in 

Gampel Pavilion no less than 72 hours after visit 6.  You will repeat the arm 
and leg strength testing on the Biodex machine, without the knee endurance 
test.  You will also return the activity monitor.  You will bring in any unused 
study medication and empty bottles to measure your pill compliance.   
Please note- if you completed all three of your maximal aerobic treadmill 
tests at Hartford Hospital, your total visits will be 9, as opposed to 7. 

 
12. Altogether, during the study, approximately 4.5 tablespoons of blood (45 ml) 

will be taken.  This is approximately one fourth the amount taken when 
someone “gives blood”.   

 
13. You will be contacted, by phone, 2 weeks after your final visit to monitor 

any changes in your health status 
 

14. You may be invited to participate in another optional part of this study.  The 
purpose of this sub-study is to gather pilot data on statin patients. In this sub-
study, the cognitive function sub-study, you will be asked to complete a 
series of cognitive tests and an MRI scan at the end of the study (while you 
are still on the STOMP study drug or placebo) as well as two months after 
you have been off of study drug or placebo following study completion. If 
you participate in this sub-study, an additional 4 teaspoons of blood will be 
drawn at your STOMP Visit 5 and again after you have been off of the study 
drug for 2 months. Conducting this study will help us to understand the 
chronic effect of statins on cognitive function. Your agreement to participate 
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is optional and entirely up to you.  You will receive the same treatment and 
care under the main study whether or not you decide to participate in the 
Cognitive Function Sub-Study.  You will be compensated $200 for your 
time and effort associated with this study.  You will receive the $200 in the 
form of a check 6-8 weeks after your last study visit.  If you stop your 
participation for a medical reason deemed important by the study doctor, 
your time will be compensated $50 for each visit that you have completed.  
You will not receive compensation for your time and effort if you do not 
complete the study for other reasons.   

 
 
Of the item(s) listed above, the following is/are experimental: 

 
Lipitor is an approved drug and one of the most prescribed medicines in the 
whole world.  Maximal treadmill tests are done commonly in medicine.  
Nevertheless, this entire study is experimental because none of this would be 
done to you if you were not participating in the study. 

   
 

C.    Duration of Participation: This study will take place in both the Human 
Performance Lab in Gampel Pavilion at the University of Connecticut and the 
Preventive Cardiology Department at Hartford Hospital.  Your participation will 
last approximately 6 months and you will be asked to participate in a total of 7-9 
study visits. 

 
II.  The possible risks, discomforts and side effects of the procedures are described 

below, including safeguards to be used for your protection:  
 

1. Atorvastatin is an FDA approved drug for reducing high cholesterol and is in 
a class of drugs called “statins.”  Atorvastatin is generally well tolerated. 
Side effects commonly reported are: Constipation, gas, upset stomach, 
abdominal pain, headache, muscle pain, joint pains, rash, loss of strength and 
abnormal increases of liver blood tests.  If you suffer from any of these 
symptoms, or any other symptoms, you should report them to the STOMP 
Research Team by contacting Health/Fitness Research lab during normal 
business hours at 486-2812.  Additionally, you will be given a phone number 
that you may call outside of normal business hours if symptoms are severe 
and/or intolerable such as severe muscle cramps, flu symptoms, or black or 
brown urine.  The member of the STOMP research team that receives your 
call will record your symptoms and immediately contact Dr. Thompson who 
will contact you promptly and advise you. 

 
2. Statins (such as Lipitor) may cause severe muscle problems called 

rhabdomyolysis, which is a breakdown of muscle leading to muscle pain, 
kidney failure requiring dialysis and even death.  This problem happens once 
in every 10 million prescriptions.  This risk may be increased by exercise, 
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but this should not happen in this study because of the close medical 
attention you will receive. 

 
3. Statins can also cause abnormalities in tests of liver function.  This is really a 

measurement, and not a medical problem, that usually goes away without 
stopping the medicine, and almost never leads to a long-term problem. 

 
4. Other side effects that are not known at this time could occur during your 

treatment.  This could include allergic reaction.  A severe allergic reaction 
can be life threatening.  You will be informed of any changes in the way the 
trial is done and of any newly identified risks to which you may be exposed.  
You will be informed in a timely manner if other information becomes 
available that may be relevant to your willingness to continue your 
participation in this trial. 

 
5. Exercise and exercise testing can cause a heart attack and even sudden death.  

This happens once in 10,000 tests in people with heart disease and much, 
much less in healthy people.   The research staff will observe you closely 
during the exercise testing sessions to minimize the possibility of injury and 
a clear explanation of all procedures and equipment will be given to you. 

 
6. You will almost certainly become sore and tired and possibly weak from the 

exercise sessions.  These feelings should go away in 5-6 days.  If you do not 
perform strenuous exercise for 3 days following the exercise, the tiredness 
will go away faster.  If the symptoms do not go away after 7 days or if you 
experience black or brown urine, contact Dr. Pescatello’s team immediately 
with the cell phone number provided to you.  The team member who takes 
your call will contact Dr. Thompson who will promptly contact you to 
advise you. 

 
7. The risk of serious injury (such as a muscle pull or strain) is very small, but 

can happen.   
 

8. During the collection of blood samples you will feel pain where the needle is 
inserted and you may have bruising at the puncture site. There is also the 
risk of infection, but this is very rare.   Dizziness and/or fainting sometimes 
occur during or shortly after blood is drawn.  A person trained in taking 
blood will draw your blood sample to minimize these risks.  

 
9. Fasting (nothing to eat or drink except water) for 12 hours before each visit 

could cause dizziness, headache, stomach discomfort and rarely fainting. 
 

10. There are no known side effects associated with ECGs, other than possible 
skin irritation where the ECG patch was applied. 
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III.   You may get no personal benefits out of participating in this study although:  
 
1. Study medication may lower your LDL (bad cholesterol) level.  
2. You may contribute to our knowledge of how Lipitor and exercise affect 

muscle. 
 
IV. This is a study and not a treatment for a condition that you may have.  Consequently, 

you are only deciding whether or not to participate in how the cholesterol drug called 
Lipitor along with exercise affect muscle.  If you want to find a treatment for any health 
problem, you should discuss this with Dr. Thompson or your own doctor and not 
volunteer for this study. 

 

V. Dr. Thompson, Dr. Pescatello and their staff are willing to answer any questions 
you may have concerning the procedures herein described. You should not sign this 
consent until all of your questions about the study have been answered. If you have 
questions about the research in general, you can call the University of Connecticut 
Institutional Review Board at (860) 486-8802, or Dr. Laurine Bow, Vice President 
for Research at Hartford Hospital, at (860) 545-2893. 

 
If you have questions about the treatments during the research project or if you have 
a research-related injury or emergency, you should call Dr. Paul Thompson, M.D. at 
(860) 545-2899.   
 
If you have questions about your rights as a research subject you may call the 
University of Connecticut Institutional Review Board at (860) 486-8802 or the 
Institutional Review Board at Hartford Hospital at (860) 545-2893 and speak to an 
IRB representative. 

 
 If you have any confidential issues to discuss, such as problems or complaints, you 

may call Patients Relations at Hartford Hospital (860) 545-1400 and talk to 
someone who is not connected with the research.  

 
 
VI.   Your participation is voluntary and you may refuse to participate and/or withdraw 

your consent and discontinue participation in the project at any time without penalty 
or loss of benefits to which you are otherwise entitled. Your decision whether or not 
to participate will not affect your future medical care at the Cholesterol 
Management Center or any other program at Hartford Hospital.  Your decision will 
also not affect how Dr. Pescatello or her staff feels about you since they realize that 
participation in such projects is totally voluntary. 

 
 
VII. You will be reimbursed up to $720 for your time and effort at the end of the study. 

You will receive your payment in the form of a check within 6-8 weeks of 
completing the study.  This will be reported to the Internal Revenue Service as 
income received.  If you stop your participation for a medical reason deemed 
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important by Dr. Thompson your time will be compensated in full.  You will not be 
reimbursed for your time and effort if you do not complete the protocol for other 
reasons. 

 
VIII. Your confidentiality will be guarded to the extent possible.  Your records 

will be maintained in accordance with applicable state and federal laws. 
However, private identifiable information about you may be used or 
disclosed for purposes of this research project.  You may request that your 
records be released to your own doctor.  Your blood samples will be stored 
in small tubes labeled only with an identification number.  Therefore, your 
identity will never be revealed to anyone or be connected with genetic 
information from your samples.  They will be stored in a locked freezer until 
all study testing has been completed.  Only Dr. Thompson and members of 
his research staff will have access to this freezer.   
 
The cells, blood, or other specimens resulting from this study may be valuable for 
scientific research.  May the University of Connecticut, and collaborating sites 
Hartford Hospital, and University of Massachusetts Amherst retain your specimens 
after the end of this research project with identifying information for use in future 
research? 
 
_____ YES        my samples may be saved for future research without identifying 
information. 
 
_____ NO         my samples must be destroyed at the end of this research project. 
 

The information that may be used or disclosed as part of the research includes 

the following: 

 

1. Your study records 
 

This information may be used or disclosed by: 

 

1. Dr. Thompson and researchers working under his supervision. 
 

The information may be disclosed to: 

 

1. The Hartford Hospital Department of Research Administration 
2. The Hartford Hospital Institutional Review Board 
3. The University Human Subjects Review Committee of the University of 

Massachusetts 
4. Researchers working under the direction of Dr. Hoffman at Children’s 

National Medical Center. 
5. Researchers working under the direction of Dr. Benjamin Levine and Dr. 

Ronald Haller at the University of Texas Southwest Medical Center.   
6. The U.S. Food and Drug Administration 
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7. The Data Safety Monitoring Board 
 

The purpose(s) of the use or disclosure of this information is (are): 

 

1. To answer the research questions 
2. To ensure the study is being conducted properly and that your rights as a 

participant are protected. 
 

The use or disclosure of the information is permitted until completion of the study 
and analysis and publishing of the results. 
 
By signing this consent you are agreeing to the use or disclosure of your protected 
health information as described above.  If you do not agree to the use or disclosure 
of the information as described and therefore do not sign this consent, you cannot 
be in the study.   
 
If, after signing the consent, you change your mind, you have the right to revoke 
your consent, in writing.  However, you may be withdrawn from the study. 
 
Once private information is disclosed, it is subject to redisclosure by the recipient, 
and no longer can be considered protected. 
 
You may obtain a copy of the Hartford Hospital Privacy Notice for a complete 
description of the Hospital’s privacy practices for protected health information.  
You have the right to review the Notice before signing this consent.   

 
The results of this research trial may be presented at meetings or in publications; 
however, your identity will not be disclosed in these presentations. 

 
 

IX.    In case of any injuries as a direct result of taking part in this research project, you 
will receive help in the following way: 

 
If you have medical insurance, the hospital will collect fees for medical treatment 
from your insurance company.  If you are not fully covered or are uninsured, 
Hartford Hospital will cover these expenses.  The hospital will not pay medical 
expenses at other hospitals or pay for pain and suffering, travel, lost wages, or other 
indirect costs of taking part in this project. 
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X. Signatures 

 
I have been given a copy of this informed consent form to keep.  I have read it, and I 
hereby voluntarily agree to participate in the research study, The Effects of Statins on 

Skeletal Muscle Function, and consent to the performance of the above procedures upon 
me.  
 
________________________________________________________________________ 
Participant's Signature // Date   

 
             
Legally authorized healthcare representative // Date 
 
_____________________________________________________ ___________________ 
Person Obtaining Consent // Date  
 
              
 
Witness (person observing the explanation of the above information to the participant) - 
optional unless consent is presented orally. 
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C.  Paffenbarger Physical Activity Questionnaire Data Entry Protocol 
 

Before entering the data from the questionnaire first walk through each question to be 
sure everything has been entered.   
 
Fill in any blanks.  Use the guidelines below to aid you in filling in the most accurate 
response.  “Protocol” refers to this document. 
 
Question                Possible solution 
 
Question #1              Post questionnaire 
 
Question #2             Question #7, post questionnaire 
 
Question #3              Post questionnaire 
 
Question #4 (see data entry log below for more)           Question #6-8, protocol  
 
Question #5              Post questionnaire 
 
Question #6              Post questionnaire 
 
Question #7           Question #6, 8, post questionnaire 
 
Question #8 (see data entry log below)   Question #1-7, post questionnaire, protocol 
 
Any changes that need to be made should be written on the original questionnaire.  Do 
not cross out or erase any existing data.  Just note what was entered on the database, an 
explanation for the change, your initials, and the date.  This information will also go on 
the data entry log sheet.  See examples listed under “Examples of problems encountered 
when examining questionnaires” at the end of this document. 
 
Data entry site: 

 
Enter the link below into your web browser; it will take you to the data entry page. 
 
http://10.239.3.35:95/login.aspx 
 
The data entry page mimics the actual Paffenbarger Physical Activity Questionnaire.  So 
each item on the Questionnaire has a corresponding box to enter to on the web data entry 
page. 
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Additional data entry guidelines: 

 
All subject ID’s should be entered in the following format: 
 
Site location (UC, UM, or HH) followed by a dash “-“ then the number.  For example 
UC-312.  Do not leave out the dash.  Note there are no spaces between the dash and the 
location or number. 
 
For question #1 
 

If nothing is entered or a note is written by the subject akin to “walk to and from 
class 3d/wk the default will be 12 blocks. 
 

For question #3 
 

If the amount of flights/day is greater than 40, we will assume the subject 
misunderstood the question and answered in steps, as 10 steps is equal to 1 flight.  
We will correct it by dividing the answer by 10, so 50 flights would be 5 flights.  
If the question is left blank, the default will be 1 flight. 

 
For question #4: 
 

The drop down list may not contain all activities that are written on the 
questionnaire.  Many of the common “missing” activities are listed in table 1, use the 
substitutions listed when encountering them on a questionnaire.  Substitutions for 
activities not listed should be brought to the lab meetings for discussion. 
 
Activities that appear on the web entry for #4 with light, moderate, vigorous options 
but where the questionnaire does not specify refer to question #7 and use the 
following guidelines to determine which intensity to enter. 
 
<3 – Light 
3-5 – Moderate 
5> - vigorous 
 
If a questionnaire lists amount of times per year, or how long as a range, for instance 
35-40x per yr or 35-45 minutes, then enter the average, so 37.5x/yr and 40 minutes 
for those two examples. 
 
For activities listed that have an options such as low impact or hi-impact aerobics 
and no indication is given as to which it is then split the times per year and enter both 
activities.  See example 4 below.  
 

For question #7 
 

If the subject marks the RPE chart in between 2 numbers, rather than circling the 
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most appropriate number then: 
 
If the preceding number is odd, round up, if it is even, round down.  For example if 
the questionnaire indicates intensity between 3 and 4, you would enter 4 on the 
database. 
 
If the question is left blank, look at question 6, if the subject answered “yes” to 
engaging in activity long enough to break a sweat, get your heart thumping, or get 
out of breath, then we will consider the effort to be vigorous, circle 6.  If they 
answered no, then use question 2 to estimate an answer.   
 
 If Question 2=  then …   
  a  Choose 0.5  
  b  Choose 2 
  c  Choose 3 
  d  Choose 5 
      for question 7. 
 

For question #8 
 

Both columns, weekday and weekend day should each add up to 24 hours.  If  they 
do not, examine questions #1, 2, 3, 4, 5, 6 to find out how active this person is, for 
instance, how many blocks, flights do they cover/day (#1-2), what activities do they 
do and how often (#4).  Do they think they get enough exercise, what activities they 
do daily that gets their heart pumping, and brings on a sweat (#6).  Use these to make 
your best judgment on where to add or subtract hours (depending if the total was < or 
> 24).   
 
To be most consistent, we can generally assume, if the columns total is <24, the extra 
hours should be added to light, or sitting.  This is the most likely activity that goes 
unnoticed by the individual.  The only time extra hours should go into moderate, or 
even vigorous is if: 

1)  Vigorous and/or moderate hours are blank AND the individual indicates 
regular participation in sports on questions 4 and 6. 
2)  The amounts entered in vigorous and/or moderate are less than what is 
indicated in question 4. 

 
For example, subject X indicates in question 4 that they play soccer 150 times 

per year for 2 hours each bout, and run 200 times per year, 45 minutes each 

bout.  In question 8, vigorous hours during the week are blank, and weekend is 

1.  According to question 4, 150 times per year is roughly 3 days per week, and 

running 200 times per year is nearly 4 times per week.  So, on average they are 

spending 9 hours per week (2 hr x 3 + 45min x 4) in moderately vigorous 

activity.  In this case, enter 1 hour in the vigorous weekday column.  The 

running however, may or may not be vigorous per se but because the PPAQ 

MET ranges from 4 to 10, we can justify adding another hour to the vigorous 
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weekend column, thus the total per week, on average would be 9. 

 
Most importantly, make sure to fill out the data entry log for each subject entry, any 
judgment you make on questions #4 or #8 must be written into the notes section, as well 
as any notes written on the hard copy.  Anytime a change or clarification is made on the 
original hard copy, circle the change, so it is clear what to enter into the database.  For 
example, if a subject writes 8-10 blocks per day for question #1, you should cross it out 
with a single line and write 9, with a circle around it.  See example 3 below.  
 

Examples of problems encountered when examining questionnaires 

 
Example 1: 
 

Subject XX enters an 8 on question #7 (when you exercise, how hard do you 

work, circle on following scale).  Yet, the subject listed no activities or exercise 

in question 4 or 6 and listed zero hours per week doing vigorous activity for 

question 8.   

 
It is likely that the subject did not fully understand the question.  If this subject spends 
little or no time doing vigorous activity and did not list any exercise in #4 or #6 it is 
likely they are sedentary and do not exercise or exert themselves very much.  In this case 
a 3 for #7 would be more appropriate.  Circle a 3 and then write a brief note such as:   
 

Subject listed 8 (vigorous) but did not list any exercise #4, #6, or time spent 

performing vigorous activity in #8, so I entered a 3 in the database, MK 6/26/07. 

 
*note this info will also be written on the data entry log sheet. 
 
Example #2: 
 

Subject XY lists “running” 2-3 time per week for question #6, yet nothing is 

listed in question #4.  Since this activity is something the subject performs 

regularly it should be listed in #4, so we must figure out the name, intensity, 

number of times/yr, and hours/minutes performed. For type of activity, we list 

running.  Times per year would be 130 (2.5 times/wk x 52 wk/yr).  For intensity 

we can examine question #7.  The subject circled a 6 (according to our protocol 

this is vigorous).  Estimates of hours and/or minutes performed should come 

from question #8.  Note how many hours/wk is spent doing vigorous exercise.  In 

this case the person listed 1 hour/day during the week and .5/day on the 

weekends.  It is likely, since no other activities are listed anywhere on the 

questionnaire that time listed in the vigorous category primarily pertains to the 

subject’s running.  Though the subject indicated 2-3x per week in #6, 30-60 

minutes daily is too much, (there are some other activities, perhaps done 

intermittently that were not borne out on the questionnaire); since the 

questionnaire is a general indication, we must estimate.  We will not concern 

ourselves with the extra vigorous activity on the days the subject does not run.  
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In this case on days the subject runs it is for 30 or 60 minutes of vigorous 

exercise, so 45 minutes is a fair estimate to put for time in #4.  Leave “years 

participation” blank.  

 

 
 
 
The entry for #4 should read: 

       number of     

Sport, recreation, or other physical activity    times/ year     hours    minutes    

participation 
 
a. Running (vigorous)         130                            45    
 
The notation you write on the questionnaire should resemble the following: 
 

Question 4 was blank but question six listed running as a regular activity.  I 

listed running from #6, vigorous intensity from number #7, 130 times/yr from #6 

(2-3/wk x 52 wk/yr), and 45 minutes from #8 (subject indicated 30-60 min 

vigorous activity/day), MK 6/26/07 

 
This case is an example, it would have been more difficult to predict if the hours listed 
for vigorous exercise was considerably higher (for instance 3-4 hours/day) or if question 
#7 was also entered incorrectly (in this case see example 1 above).  In such cases, follow 
the protocol as best as you can, make your best estimate; note the change and how/why 
you did it.  In the case where the hours/min for cardio exercise cannot be estimated with 
reasonable accuracy (walking, running, biking, swimming< etc), enter 30 minutes as a 
default. 
 
Example #3: 
 

Question 8 was not correctly filled out, as both weekday and weekend hours did 

not total 24.  See below. 
 
    Usual weekday hrs/day Usual weekend hrs/day 

a. Vigorous   3-4    1 

b. Moderate   2-3    1 

c. Light     5    2 

d. Sitting     5    2 

e. Sleeping or reclining   8    8 
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Total    23-27    14 

 
In this case, we can take the middle values for the range of the Vigorous and 

Moderate during the week numbers.  This way the total adds to 24.  The subject 

indicates considerably less Vigorous and Moderate activity on the weekend than 

during the week, as both are 1 hour, compared to 3.5 and 2.5.  Since sleeping is 8 

hours for both weekday and weekend, we will assume the subject purposely sleeps 

8 hours a day regardless if it is a weekend or not.  So we can assume that the 

extra 10 hours needed to make the weekend column total 24 can be put into light 

and sitting activity.  In both columns the subject put the same values for light and 

sitting activity, so we can assume that they spend the same amount of time doing 

both, so the remaining 10 can be split equally between the two (5 and 5).  See 

below.  Note the notation. 

 
Usual weekday hrs/day Usual weekend hrs/day 

a. Vigorous   3-4 3.5   1 

b. Moderate   2-3 2.5   1 

c. Light     5    2     7 

d. Sitting     5    2     7 

e. Sleeping or reclining   8    8 

 
Total    24    24 

 
 
Note that in spite of the examples given, there will inevitably be some instance where it is 
not clear how to proceed.  These instances can always be brought to the attention of the 
lab group for discussion. 
 
Example 4: 
 

Subject XY enters aerobics as the lone activity for question #4, 300 times/year, 

for 35 minutes.   The options in the web drop down menu are hi- or low-impact. 

There is no indication in question #4, 5, or 6 as to which type of aerobics was 

performed.  Check question 7, if they indicate a degree of exertion 5 or greater, 

we will assume hi-impact aerobics, if degree of exertion is lower than 5, assume 

low impact.   In the rare case that question 7 is not clear,  we should split this 

into two entries, one for low- and one for hi-impact aerobics, each for 150 

times/yr for 35 minutes. 
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Addendum 

 
Note, as of 8/9/07, any notation to changes made in any questionnaire, that are covered in 
the protocol can be written as: 
 
Q#(1-8) adjusted according to protocol.  (your initials) (date you entered it). 
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Table 1 

 
Paffenbarger PA data entry substitutions on question #4 for activities not listed 
 
Activity from questionnaire         Substitution to enter into database 

Running (with no intensity listed)    See Q #7, anything <3 use running/jogging 

                         3-5 use 8 min/mile, >5 use <7 min/mile 

Running – light                running/jogging 

Running – moderate                       running 8 min/mile 

Running - hard/heavy/vigorous                  running <7 min/mile 

Biking/cycling (with no intensity listed)       See Q#7, follow protocol for question #4 

Billiards/pool          Croquet (2.5 METS) 

Snowboarding        Downhill skiing 

Rollerblading          Roller-skating 

Team sport not listed (ultimate Frisbee, European team handball)               Soccer  

Cardio              Health Club 

Cheerleading              Gymnastics  

Motorcycle racing (not riding but off road/dirt track racing)                     Horseback riding  

Paintball          Soccer 

Tae Bo              Hi-impact aerobics 

Dance Dance Revolution (DDR)          Hi impact aerobics 

Elliptical training                Bicycling moderate (8 METS) 

Skiing                   Downhill Skiing 

Workout at gym        Health club 

Marching band (1 fall season = 48 times/yr, 3 hours)             Walking 

Dodgeball          racquetball 

Colorguard             dancing 

Spinning       vigorous or moderate bicycling 

Broomball           hockey 

Step aerobics         low-impact aerobics 
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Kickball            Baseball 

Any sport, intramurals        Soccer 

Hurling             Lacrosse 

Camogie 
 


