
Overview of 30-Month Follow-Up 
MOST  Operations Manual  page 1 
 

 
Overview of 30-Month Follow-Up  Version 1.0p 

March 2010 

 
 

OVERVIEW OF 30-MONTH FOLLOW-UP 
 
 
TABLE OF CONTENTS 
 
1.  Introduction ....................................................................................................................................2 
2.   Preparation for the first follow up clinic visit..............................................................................3 
2.1   Participant preparation .................................................................................................................3 
2.2 Second follow-up clinic visit preparation .....................................................................................4 
3.  Order of Exams ..............................................................................................................................5 
4.  Priority of exams ............................................................................................................................5 
5.   Procedure checklist and exit interview.........................................................................................5 
Appendix 1   MOST Second Follow-up Pre-Visit Instructions / Fasting Participants..........................7 
Appendix 2   MOST Second Follow-up Pre-Visit Instructions / Non-Fasting Participants .................9 
Appendix 3   Data from Prior Visits Report Second Follow up Telephone Interview ........................10 
Appendix 4   Data from Prior Visits Report Second Follow up Clinic Visit ........................................11 
Appendix 5   MOST Second Follow-up Participant Results .................................................................12 
Appendix 6   MOST Second Follow-up Knee Imaging Participant Results Report............................13 
Appendix 7   From National Institute on Aging - Arthritis Advice ......................................................15 
Appendix 8   Equipment Calibration – Summary..................................................................................18 
Appendix 9   Second Follow-up Clinic Visit Procedure Checklist ........................................................19 
 



Overview of 30-Month Follow-Up 
MOST  Operations Manual  page 2 

 

 
Overview of 30-Month Follow-Up  Version 1.0p 

March 2010 

1.  Introduction 
 

The second follow-up visit for all MOST participants includes a telephone interview, a self-
administered questionnaire to be filled out at home, a self-administered questionnaire to be filled 
out in clinic, and a clinic visit that will include an examiner-administered interview (including a 
medication inventory) and the following exams: 
 

Blood pressure 
Weight 
20-meter walk 
Chair Stands 
Knee X-ray 
Knee MRI 

 
Selected participants will also have the following measurements: 
 

Fasting specimen collection (urine and phlebotomy) 
Knee and hip examination 
1.5 T Knee MRI 
Coping Strategies Questionnaire  
DXA whole body and hip scans 
Isokinetic Strength (Cybex) 
Disability and Environmental Barriers Telephone Interview 
Hip/waist circumference measurements 
Thigh ss-CT scan 
Gait assessment (Iowa only) 
400-meter walk (Iowa only) 
Functional Disability Index Survey (Iowa only) 

 
Parent Study: A subset of participants will have a 1.5 T MRI scan for the 1.0 T/1.5 T MRI 
validation study.  A subgroup of participants will have a fasting blood draw and urine specimen 
collection. To determine whether a participant is potentially eligible for specimen collection or a 
1.5 T MRI study, look at the 30-month Data from Prior Visits Report. The eligibility for the knee 
and hip examination will be determined after the in-clinic examiner-administered interview. 
 
Laxity and Malalignment Ancillary Study: The same randomly selected participants who had 1.5 
T MRI scans at baseline will have bilateral 1.5 T knee MRI scans at the 30-month follow-up 
visit.  The 30-month Data from Prior Visits Report will tell you which participants had a baseline 
1.5 T MRI scan. 
 
Knee Pain and Disability: The same selected participants who had a Disability and 
Environmental Barriers Telephone Interview at baseline will have the telephone interview at the 
30-month follow-up visit.  Julie Keysor at Boston University will work directly with the clinic 
staff to determine who is selected for the telephone interview.  These interviews will be 
conducted by staff at Boston University. 
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Correlates of Knee Pain Ancillary Study: A subset of participants will have a 1.5 T MRI scan 
with gadolinium in one knee and complete the self-administered Coping Strategies 
Questionnaire. To determine whether a participant is potentially eligible for the gadolinium 1.5 T 
MRI, look at the 30-month Data from Prior Visits Report.  
 
Body Composition and Functional Analysis of Knee Osteoarthritis in relation to Obesity 
Ancillary Study: A subset of participants will have hip and waist circumference measurements, 
thigh ss-CT scans, and whole body DXA for this ancillary study.  Neil Segal at the University of 
Iowa will work directly with the clinic staff to determine who is potentially eligible for this 
ancillary study. 
 
Ethnic Differences in the Role of Vitamin D to Achieve and Maintain Musculoskeletal Health 
Ancillary Study: A subgroup of participants at the University of Alabama at Birmingham will 
have whole body and hip bone density and isokinetic leg strength measurements. Starting in 
December 2006, all UAB participants who have not yet had the 30-month clinic visit will be 
potentially eligible for this ancillary study. 
 
Person-Specific Biomechanical Modeling For Prediction of Incident Knee Osteoarthritis 
Ancillary Study: At the University of Iowa, a subset of participants will perform isokinetic leg 
strength measurements, a gait assessment, and the 400-meter walk, and complete a Functional 
Disability Index Survey.  Neil Segal at the University of Iowa will work directly with the clinic 
staff to determine who is potentially eligible for this ancillary study. 
 

2.    Preparation for the first follow up clinic visit 

2.1   Participant preparation 
 
Each participant who comes to the MOST clinic visit will have been told about the contents of 
the visit during the phone conversation to schedule the clinic visit.  Reminder letters should be 
mailed approximately 7 to 10 days prior to the visit to emphasize the following: 
 
• date and time of the clinic visit   
 
• that participants take all of their regular medications, as usual  
 
• that participants should bring loose shorts 
 
• if participants use glasses, that they bring both their reading glasses and any glasses that 

are used for longer distances 
 
• that participants who wear hearing aids should bring or wear them to the clinic  
 
• that participants bring in prescription and non-prescription medications that they have 

taken in the last 30 days only. 
 
• those participants who, during the follow-up telephone interview, reported having surgery or 

reported having an injury with a metal object since their last visit, and who said that their 
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doctor said it was safe to have an MRI, should be reminded to bring documentation that it is 
safe for them to have an MRI 

 
• Also, note that there are special instructions for participants who will be coming into the 

clinic fasting (see Appendix 1). 
 
Ideally, reminder phone calls should be made the day before the clinic visit.  Please see examples 
of a reminder letter in Appendices 1 (for fasting participants) and 2 (for non-fasting participants). 
Note that the reported length of the visit will vary depending upon whether or not the participant 
is scheduled for the 1.5 T MRI. 
 

2.2  Second follow-up clinic visit preparation 
 
At the time of the clinic visit, the following should be available for each participant: 

 
• A Data from Prior Visits Report \ Second Follow up Clinic Visit should be generated 

with information that will be needed for the clinic visit (see Appendix 4) 
 
• Your local MOST participant contact information with the participant’s contact 

information (address, phone number, next of kin, contacts, etc.) 
 
• A Second Follow-up Clinic Visit Workbook preprinted with the acrostic and MOST 

enrollment ID number (this workbook includes the MOST interview).  
 
• Be sure to prepare floating forms if participant is having 1.5 T MRI, Isokinetic Strength, 

or DXA measurements 
 
• A MOST Participant Results Report to give the participant at the end of their clinic visit 

(Appendices 5 and 6) 
 
• The participant’s chart.  Field centers should also keep “progress notes” in the 

participant’s chart.  Progress notes may be used to record examiner comments and 
questions, and to document protocol problems and their resolution.  Each entry should be 
dated and signed by the examiner recording the note. 
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3.  Order of Exams 
 

 
MEASUREMENT 

Order of Exams: 
Required / Suggested / Anytime 

Self-administered Home 
Questionnaire completed and 
checked 

Anytime 

Self-administered Clinic 
Questionnaire completed and 
checked 

Anytime 

Clinic Interview Workbook 
administered 

Required-needs to be completed before the knee, 
and hip examinations. 

Consent and change clothes Required-consent signed before anything else 
happens 

Blood Pressure Required-performed before blood draw  

20-meter Walk Suggested-done either after or at least one hour 
before MRI; done just before isokinetic strength 
as a warm-up 

Chair Stands Suggested-done either after or at least one hour 
before MRI; done just before isokinetic strength 
as a warm-up  

Knee and Hip Examinations Required-done after Clinic Interview 

Knee X-ray Anytime 

Knee MRI Required-done after weight and either before or 
at least one hour after the isokinetic strength 
exam.  
Suggested-done either before or at least one hour 
after the chair stands and 20-meter walk. 

Specimen Collection (selected 
participants) 

Suggested-done early during the visit (fasting 
blood draw) 

Laboratory Processing Required-done immediately after blood draw 

DXA Anytime-done at UAB only 

Isokinetic Strength Required-performed after knee MRI or at least 
one hour before MRI; done at UAB only 

 

4.  Priority of exams 
 
The exams administered during the second follow-up clinic visit are ALL high priority with the 
exception of the blood pressure measurement. In the rare instance that a participant chooses to 
have a shortened visit you can omit the blood pressure measurement.   

 

5.    Procedure checklist and exit interview 
 
At the end of the second follow-up clinic visit, an exit interview should be performed to: 
 

• Thank the participant.  Be sure the participant knows how much we appreciate their 
participation. 

 
• Answer questions.  Some participants may have questions about various examinations.   
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• Make sure the Second Follow-up Clinic Visit Workbook Procedure Checklist is 

completed (Appendix 9); i.e., the header information including the MOST ID #; Acrostic, 
Date Form Completed, and Staff ID#. Confirm whether each measurement was 
completed. Review the workbook and complete the Procedure Checklist appropriately.  
Record on the checklist whether or not a test was completed, was partially completed, 
whether or not the participant refused a test, or whether the test was not done for some 
other reason. 

• Provide selected results (Appendices 5 and 6).  Participants will be given the following 
results: 

 
 Blood Pressure.  Tell the participant their blood pressure and advise them about when 

to repeat the measurement. See the blood pressure operations manual for reporting 
instructions. 

 
 Weight.  Weight in pounds should be provided. 
 
 Knee x-ray. Let the participant know that they will receive the x-ray results report at 

a later date. Important abnormalities will be reported to participants. 
 
 National Institute on Aging Arthritis Advice.   
 
 MR image of their knee from baseline (if available).   
 

• Let participants know that this is the last funded year of the study and that future funding 
will be sought and we hope to have future contact with them. 
   

Suggested script:  "Although this is the last funded year of the study, we are applying for funding 
and hope to see you in the future." 
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Appendix 1  MOST Second Follow-up Pre-Visit Instructions / Fasting Participants 
 
Dear         : 
 
Your appointment for your MOST Second Follow-up Clinic Visit has been scheduled for:  
 ,   at  a.m. at XXXXXXXXX, XXXXXXXX (a map is enclosed).  Parking is available 
XXXXXXXXXXXXXXXXXXXXX.  
 
Please be sure to review these instructions for your upcoming clinic visit, since they are very 
important for the success of your tests: 
 
• Read all enclosed materials.   
 
• Please use the ball-point pen that we have sent to you when you fill out the 18-page 

questionnaire. Please bring the completed questionnaire with you to the clinic. 
 
• Please do not eat or drink anything but water, prescription medications, and vitamins after 

midnight the night before your visit.  
 
• Take all your regular medications and vitamins, as usual.  
 
• Drink plenty of water before you come into the clinic. 
 
• We will collect a urine sample from you.  Collection will be the second void of the day 

(whenever possible).   
 
• The visit may take about [1 to 2 hours if no 1.0 T MRI] [2 to 3 hours if 1.0 T MRI] [include 

additional time if selected for 1.5T MRI studies].  Feel free to bring a morning snack with you.   
 
• Wear comfortable shoes for walking.  It would be helpful if you wear a short-sleeved shirt or 

blouse, since this will make taking your blood pressure easier. Do not wear pantyhose or 
girdles. You will be asked to change clothes for some tests.  If you have a pair of shorts (no 
tight biker shorts), please bring them with you, so we can easily examine your knee. 

 
• If you have glasses, bring both your reading glasses and any glasses that you use for longer 

distances. 
 
• If you have a hearing aid, bring it with you. 
 
• A plastic bag has been provided for the prescription AND non-prescription medications that 

you have taken in the last 30 days only. Include eye drops, shots, supplements, vitamins, pain 
medications, laxatives or bowel medicines, cold medications, cough medications, antacids or 
stomach medicines, and ointments or salves. Please bring these with you to the clinic. 
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• If you were asked to bring in medical documentation that it is safe for you to have an MRI, 

please bring this with you to your clinic visit.  
 
Thank you again for your very valuable help in this important research study!  We look forward to 
seeing you.   
 
Please call XXX-XXXX if you have any questions about your visit. 
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Appendix 2  MOST Second Follow-up Pre-Visit Instructions / Non-Fasting Participants 
 
Dear         : 
 
Your appointment for your MOST Second Follow-up Clinic Visit has been scheduled for:  
 ,   at  a.m. at XXXXXXXXX, XXXXXXXX (a map is enclosed).  Parking is available 
XXXXXXXXXXXXXXXXXXXXX.  
 
Please be sure to review these instructions for your upcoming clinic visit, since they are very 
important for the success of your tests: 
 
• Read all enclosed materials.   
 
• Please use the ball-point pen that we have sent to you when you fill out the 18-page 

questionnaire. Please bring the completed questionnaire with you to the clinic. 
 
• Take all your regular medications and vitamins, as usual.  
 
• Drink plenty of water before you come into the clinic. 
 
• The visit may take about [1 to 2 hours if no 1.0 T MRI] [2 to 3 hours if 1.0 T MRI] [include 

additional time if selected for 1.5T MRI studies]. Feel free to bring a morning snack with you. 
 
• Wear comfortable shoes for walking.  It would be helpful if you wear a short-sleeved shirt or 

blouse, since this will make taking your blood pressure easier. Do not wear pantyhose or 
girdles. You will be asked to change clothes for some tests.  If you have a pair of shorts (no 
tight biker shorts), please bring them with you, so we can easily examine your knee. 

 
• If you have glasses, bring both your reading glasses and any glasses that you use for longer 

distances. 
 
• If you have a hearing aid, bring it with you. 
 
• A plastic bag has been provided for the prescription AND non-prescription medications that 

you have taken in the last 30 days only. Include eye drops, shots, supplements, vitamins, pain 
medications, laxatives or bowel medicines, cold medications, cough medications, antacids or 
stomach medicines, and ointments or salves. Please bring these with you to the clinic. 

 
• If you were asked to bring in medical documentation that it is safe for you to have an MRI, 

please bring this with you to your clinic visit.  
 
Thank you again for your very valuable help in this important research study!  We look forward to 
seeing you.   
 
Please call XXX-XXXX if you have any questions about your visit. 
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Appendix 4  Data from Prior Visits Report Second Follow up Clinic Visit  
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Appendix 5  MOST Second Follow-up Participant Results 
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Appendix 6  MOST Second Follow-up Knee Imaging Participant Results Reports 
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Appendix 7  From National Institute on Aging - Arthritis Advice 
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Appendix 8  Equipment Calibration – Summary 
 
Please see the MOST website to download the calibration logs summarized below: 
 

Blood Pressure Daily Automated Oscillometric Device 
Task 1: Check that device is turned off after each participant. 
Task 2: Check that air is squeezed from cuff 

Daily Sphygmomanometer Equipment Check log 
     Task 1: Check Sphygmomanometer for correct zero. 
     Task 2: Check the dial to make sure that it starts at zero and comes back to zero.  
Monthly Automated Oscillometric Device 

Task 1: Check for cracks or tears in cuff or tubing. 
Task 2: Check that all cuff sizes are available. 

Monthly Sphygmomanometer Equipment Check Log 
 Task 1: Check that the needle rises smoothly and that the dial does not bounce noticeably when the 

valve is closed. 
Task 2: Check the dial to make sure that it starts at zero. 
Task 3: Check the cuffs, pressure bulb, and stethoscope tubing for cracks or tears. 
Task 4: Check stethoscope diaphragm for cracks. 
Task 5: Check pressure control valve. 

Cybex 350 For step by step calibration instructions, see Appendix 1 in operations manual chapter 3M, 
Isokinetic Strength.  Each clinic will have certified weights for calibration. These should be 
followed once a week when isokinetic strength is being measured (varies by clinic).  A reading of 
178-182 ft-lbs is acceptable.  High or low values may indicate bouncing of weights during 
calibration while arm is moving.  If out of range, repeat calibration once, making sure weights fall 
smoothly, followed by verification.  If the calibration and verifications range is still not correct, call 
CSMI (781-255-1292). 

Dolorimeter Daily Dolorimeter Calibration Log 
     Task:  Examiner should recalibrate pressure daily before performing joint  
                 Exam. By pushing thumb against rubber pad until 1.4 kg of pressure 
                 is applied; and pushing fore/index fingers against rubber pad until  
                 1.4 kg of pressure is applied.  

DXA Phantom 
 Local Hologic Tissue Bar – 1 time/week 
 Local Hologic Spine Phantom 3 to 5 times/week and always on day participants are scanned 
 Local Hip Phantom – 3 times/week 
 Local Whole Body Phantom – 3 times/week 
 Whole Body Air Scan 1 time/week 
OrthOne 
temperature 

Daily OrthoOne Temperature Log 
 Task:  Check am and pm OrthOne room temperature 

Scale Monthly Scale Calibration Log 
     Task 1: Check for "float" of beam with both counterweights in zero position. 
     Task 2: Calibrate with 50 kg weight 
     Task 3: Check linearity using volunteer and 5 and 10 kg weights (volunteer   
                  alone, volunteer plus 5, 10, 15, and 20 kg weight [or use lb alternatives]) 
                  Reading should be within   .2 kg 

X-ray beam angle Monthly X-ray Beam Angle Log (for each angle: 5, 10, and 15) 
     Task 1: Angle tube so that it is at [5][10][15] degrees caudal according to the dial. 
     Task 2: Place inclinometer on top of x-ray tube. 
     Task 3: On the inclinometer, read off the actual degrees of this beam angle. 
     Task 4: If above reading is not [5][10][15] degrees caudal, adjust the beam angle so that the  
                  inclinometer reads [5][10][15] degrees and mark this on the x-ray tube. 
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