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Section I. Conducting the Visit – Mom Portion
The Mid-Teen mom visit has the following components and questionnaires. These are listed in the order
they should be conducted. If the mom has limited time, every effort should be made to complete the
anthropometry measurements and DXA scans. The other visit components can be done during a home
visit.
Visit Component
Location
Teen baby tooth collection
Fenway or Home
Blood draw and oral glucose tolerance test (OGTT)
Fenway or Home
– 5 tubes
Urine collection
Fenway or Home
Anthropometry – height, weight, bioimpedance,
Fenway or Home
skinfolds, MUAC, waist & hip circumferences
DXA body scan – total body, lumbar spine, and hip
Fenway Only
Blood pressure
Fenway or Home
Handgrip strength
Fenway or Home
Mid-Teen Interview – family medical history
Fenway or Home
Mid-Teen Questionnaire – for Parents
Fenway or Home
ASA24 – 24-hour diet recall
Fenway or Home

a. Tooth Collection Protocol
Protocol

Project Viva will collect teen participants’ deciduous (i.e., baby) teeth for analysis to measure pre- and
post-natal exposures, such as exposure to environmental chemicals.
RAs will collect teeth either during an in-person visit or through a separate mailing, if the participant
forgets to bring the teeth to the in-person visit.
When collecting during the in-person visit:
1. Participants will indicate whether they have baby teeth to give during informed consent. If the
participant has baby teeth to give:
a) Open the Tooth Collection Form (TO17) in REDCap. Ask the participant questions 1 and 2
on the form.
b) Wearing gloves, transfer teeth to the numbered storage tubes; seal lid and label each
tube with a small ID label. During the transfer of each tooth, ask participant question 3
from the Tooth Collection Form (TO17) – when did the tooth fall out and how confident
are you that the tooth is from your Project Viva child.
2. Place all tubes in a biohazard bag and label the outside of the bag with a participant ID label.
After the visit is complete, place the biohazard bag in the designated cabinet.

When collecting in a separate mailing:
1. Give participant the Tooth Collection Form (labeled with participant ID label), 5 labeled storage
tubes, and a padded return mailer.
2. The secondary RA will follow-up with the participant via email or text (starting with the
participant’s stated preference) every 2 weeks. Follow-up attempts will stop after 4 reminders
with no response, teeth are returned, participant states they could not find teeth, or participant
states they are no longer interested in donating teeth.
3. Upon return of the teeth, all storage tubes should be placed in a biospecimen bag, labeled with
participant ID, and stored in the designated cabinet. The Tooth Collection Form should be
entered in the Mid-Teen REDCap Database.
Materials

•

2 large labels (for collection form and
biospecimen bag) and 5 small labels (for
storage tubes)
5 numbered storage tubes
Biohazard bag (for storage of tubes)

•
•

Additional materials (if collecting in a separate
mailing):
• Tooth Collection Form (TO17)
• Padded USPS return mailer (pre-labeled)

FAQ
1.

What if I don’t know if the teeth I have stored are from my Project Viva teen?
a. We would still love to collect the teeth from you! There is a question on the Collection
Survey to indicate how confident you are that the teeth are from [TEEN’S NAME].
Laboratory analysis can determine whether a tooth is from a male or female, which may
help us determine whether the tooth belongs to your Project Viva teen (this is why we ask
about other children of the same sex).

2.

I have all of [TEEN’S NAME]’s baby teeth. How many do you need?
a. We would like to collect as many teeth as you are willing to give us (but no more than 5
teeth). The bigger the tooth, the better! Please send us at least 1 molar, if possible. For
analysis, it’s best to have several teeth and preferably a mix of molars and smaller teeth.

3.

Will I receive my teen’s teeth back after you’ve used them?
a. The teeth will be partially or completely destroyed upon analysis, so you will not receive the
teeth back when we are done analyzing them.

4.

What if my teen’s tooth has a filling in it? Do you still want to collect the tooth?
a. We would prefer teeth without fillings. However, if that is all you have available we would
still like to collect the tooth, even if it has a filling in it.

5.

I don’t have any of my teen’s baby teeth, but he/she is about to have his/her wisdom teeth
removed? Do you want those teeth?

a. Unfortunately, because wisdom teeth develop later in life, we cannot measure the same
prenatal and early life exposures from them that we can for baby teeth. But thank you for
your offer!
Supporting Documents
1. Tooth Collection Form (TO17)
2. Tooth Collection Reminder Email and Text

b. Phlebotomy Protocol & Script
Introduction

During the Mid-Teen visit, we will collect less than 2 tablespoons of blood from the mom. The phlebotomist will
be sure to use standard universal precautions to minimize the risk of exposure to blood. This includes the use of
protective barriers such as medical gloves. Gloves should be changed and disposed after contact with the
participant. The phlebotomist will use a sterile retractable butterfly needle that minimizes the risk of accidental
injury to the phlebotomist. Hands or other skin surfaces should be washed immediately if contaminated with
blood or other bodily fluids.
The phlebotomist will maintain a good rapport with the mom throughout the blood draw to keep her at ease.
The phlebotomist should calmly explain that they will be taking 4 tubes of blood during the regular blood draw
portion of the visit. (If mom agrees to the OGTT, she will have an additional venipuncture 2 hours after finishing
a 75-gram glucose beverage). The phlebotomist or mom RA should answer any questions regarding the blood
draw and glucose tolerance test prior to commencing the blood draw. The phlebotomist will be sure to follow
protocols and scripts. During the blood draw the phlebotomist will watch and address any sign of distress in the
mom.
Protocol

The Phlebotomist/RA should administer pre-blood draw questions. For mom consent to be established, the
Phlebotomist/RA will talk to the mom about what will take place. If the mom demonstrates concerns, the
Phlebotomist/RA will take the time necessary to alleviate fear and encourage the draw. If the mom refuses the
draw, the Phlebotomist/RA will mark this on the MBL17. He/she will not administer any portion of the blood
draw or OGTT, and will move on to the next portion of the visit.
The Phlebotomist should monitor the mom’s physical and emotional state for the entire duration of the blood
collection procedure. If the mom becomes emotionally distraught or is displaying symptoms of faintness
(paleness, perspiration, loss of muscle tone, hyperventilation, nausea), the Phlebotomist will discontinue the
blood draw immediately. The Phlebotomist will stay with the participant during the episode of faintness,
ensuring that the participant resides in the supine position (laying horizontally on back) and is not at risk of
falling or injuring herself on nearby equipment. During Fenway visits, if the Phlebotomist feels that the
participant should be assessed by another health care professional, the Phlebotomist should instruct the other
Research Assistant to call a study physician to the visit room. In any circumstance, if the Phlebotomist or other
Research Assistant feel that the participant requires emergency medical attention, he/she should call 911
immediately. If the participant experiences adverse side effect from the blood draw, such as vomiting, the
Phlebotomist/RA will NOT administer the glucose tolerance test.
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If the mom agrees, the Phlebotomist will proceed to palpate for the best vein in the antecubital region, the
region of the arm in front of the elbow. If there is not a palatable vein, ask the mom for permission to try on
another part of the arm. Do not draw from the hand unless certain that the mom is comfortable and the
phlebotomist feels confident in his/her ability to get a sample for that area. Phlebotomist will collect 3 tubes
from mom regardless of her fasting status.
Tips for a difficult stick:
1) Make sure to keep the mom calm and build a good rapport with her. Being scared causes
vasoconstriction: smaller veins.
2) Stop to let the mom drink water. More liquid builds up blood volume: larger veins
3) Try the left arm - it is closest to the heart and should have a slightly higher blood volume than the right.
More blood: larger veins.
4) Put the tourniquet on and let the arm dangle below the heart for 10 seconds, bring it back up to a flat
surface and continue to palpate for veins. Gravity will bring more blood to the hand and enlarge the
veins. Never leave the tourniquet on for more than a consecutive minute.
5) Have them pump their fists or wiggle their fingers like they are playing the piano. This action requires
more blood to travel to the area: larger veins.
6) Use a hot pack if one is available. Heat causes vasodilatation: larger veins.
Blood tubes should be drawn in the following order: 10 mL purple top, gray top (do not draw gray top tube if
participant is not fasting), green top.
Collection details for each tube are as follows:
Purple-top tube
Additive: EDTA (anticoagulant)
Used for: Whole blood hematology determinations
Directions for collection: Fill tube until blood flow stops (tube should be at least ¾ of the way full); gently
invert the tube 8 – 10 times after collection to mix EDTA and blood
Gray-top tube
Additive: Sodium fluoride
Used for: Glucose determinations
Directions for collection: Fill tube until blood flow stops; gently invert the tube 8 – 10 times after
collection to mix sodium fluoride and blood
Green-top tube
Additive: Heparin
Used for: Plasma determinations
Directions for collection: Fill tube until blood flow stops (tube should be at least ¾ of the way full); gently
invert the tube 8 – 10 times after collection to mix heparin and blood
If phlebotomist is unable to get the blood on the first try, he/she should only conduct a maximum of two more
sticks (if the mom is willing) before deeming the draw unsuccessful (3 in total). Each blood tube should be
labeled and inserted into a foam sleeve and placed into a biospecimen bag. The 10 mL purple top tube and the
green top tube should be placed into one biospecimen bag for transport to Channing Laboratory. The gray top
tubes (2 in total, if participant completes fasting blood draw) should be placed into a separate biospecimen bag
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for transport to Children’s Hospital. Remember to write mom’s date of birth on the blood labels, as well as the
date, RA initials and the name of the visit. All this information should also be recorded on the blood collection
form. The second RA can begin filling out the labels and form while the Phleb/RA is drawing the blood. The tubes
should be stored in a cooler with an icepack until transport to the labs or placed in the refrigerator in the visit
room until there is an RA available to transport the sample to the labs. Blood must be processed at the labs
within 24 hours after collection and urine must be processed within 48 hours after collection. Both urine and
blood delivery logs should be completed and placed in the delivery log bin.
HVMA Lab Protocol

The RA will take the mom to the HVMA lab. The RA will tell the front desk they are from Project Viva, they need
a blood draw and that nothing should be logged. The RA should instruct the lab to draw the tubes in the correct
order. The RA should remain with the participant the entire time. After the tubes are collected, the RA should
label them and place them in a cooler with ice packs to be transported to Channing Laboratory (or back to
refrigerator in Visit Room until a RA is available to deliver samples to Channing).

EMSI Protocol

Please refer to the EMSI Protocol for additional information regarding the visit.

Equipment

Gloves/ Purell
Tourniquets*
Alcohol wipes*
Butterfly needles*

Band-Aids/ Gauze*
Sharps Container
Blood tubes*
Labels*

Biospecimen Bag*
Cooler/ Icepack*
Foam Sleeves*
Desiccant packets*

* Starred items need to be brought to the Kenmore lab.
Script

Have you ever felt dizzy or faint during or after a blood draw? If so, I will ask you to lie down on the DXA table.
Now I’m going to put this rubber band on your arm. It’s going to feel tight. How does that feel? Ok, now I’m
going to feel around for a vein. (Instruct the mom accordingly if needed; make fist; pump arm; wiggle fingers).
I’m just going to clean the area around the blood draw with this wipe.
Please stay nice and still and hold your arm out straight like this. Now I’m going to insert this little butterfly
needle into your arm.
Great! You’re almost done. We just have one more tube to go.
You’re all done. Thanks for your help.
Supporting Documents Not Included in the Protocol

1.
2.
3.
4.

Mid-Teen Blood Collection Form – Mom (MBL17)
Channing Laboratory Delivery Log – Mom
Children’s Laboratory Blood Delivery Log – Mom
EMSI Protocol
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c. Oral Glucose Tolerance Test (OGTT)
Introduction

The Oral Glucose Tolerance Test (OGTT) is used to measure how well the body processes sugar. It can only be
completed with moms who have agreed to complete the blood draw portion of the mom visit AND the glucose
test. The OGTT involves an additional venipuncture, beyond the first fasting blood draw the mother completes.
The phlebotomist will be sure to use standard universal precautions to minimize the risk of exposure to blood
during repeat blood draw.
The oral glucose tolerance test will not be completed with participants who meet any of the following criteria:
(1) Have not fasted for 8 hours at the time of the blood draw; (2) Have been diagnosed with diabetes; (3) Are
pregnant. If mom meets any of the exclusion criteria, the Phlebotomist will conduct the initial blood draw,
collecting the green top, purple top, and gray top tubes. The Phlebotomist/RA will NOT administer the glucose
beverage or complete a second venipuncture.
Protocol

The RA should administer the exclusion criteria questions, if he/she has not done so prior to completing the
initial blood draw. If any of the exclusion criteria are met, do not administer glucose beverage and do not
complete a second venipuncture. For mom consent to be established, the Phlebotomist/RA will talk to the mom
about what will take place. If the mom demonstrates concerns, the Phlebotomist/RA will take the time
necessary to alleviate fear and encourage the process. If the mom refuses to complete the OGTT, the
Phlebotomist/RA will mark this on MBL17, and move to the next visit component. If the mom experienced
adverse side effects to the blood draw, such as vomiting, the Phlebotomist/RA will mark this on MBL17, and will
NOT administer OGTT.
The glucose beverage should be administered soon after the first blood draw. The test takes approximately 2
hours in its entirety, and mom must remain fasting for the duration of the test. If the mother is completing the
OGTT, the Phlebotomist/RA should take care not to offer the mom a snack or beverage (excluding water)
following the first blood draw.
After the mom’s first blood draw, she will drink a 75-gram glucose beverage. Mom will have five minutes to
finish the entire beverage. Record the time that mom begins drinking the beverage and start the timer with 5
minutes on the clock. Mom should periodically be reminded of the time she has remaining to finish the
beverage. RA should record the time again when mom completes the entirety of her glucose beverage. If after 5
minutes, mom still has drink remaining, the RA should assess the amount of fluid remaining and record that on
MBL17. Once the participant has finished the beverage, the RA should set the timer for 2 hours.
Two hours after completing the drink, mom will complete a second blood draw. The phlebotomist must draw
blood two hours after beverage consumption (+/- 15 minutes). During this time, the phlebotomist will collect
only one gray top tube. The phlebotomist will follow the protocol for a proper blood draw as outlined above.
If mom exhibits extreme physical symptoms as a result of glucose beverage consumption (such as vomiting),
instruct her to discontinue consumption immediately. If adverse side effects result from the blood draw, the
phlebotomist should discontinue the draw. If the Phlebotomist/RA feels that the participant should be assessed
by another health care professional, the Phlebotomist/RA should instruct the other Research Assistant to call a
study physician to the visit room. In any circumstance, if the Phlebotomist or other Research Assistant feel that
the participant requires emergency medical attention, he/she should call 911 immediately.
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Script

This test measures how your body metabolizes, or processes, sugar. You may have had completed a similar exam
during pregnancy. For this test, we need you to drink the entire bottle of this sugary beverage. You have 5
minutes to complete the bottle. I’m just going to set this timer, so we can keep track of how much time is left.
Please let me know when you’re finished.
…You have 2 more minutes to finish that bottle. How are you feeling?
Great, thank you for finishing that. The phlebotomist will draw one more small tube of blood from you in two
hours. You are welcome to drink as much water as you’d like during this time, but I’ll ask you to refrain from
eating or drinking anything besides that. In the meantime, let’s carry on with the rest of the visit.
(After two hours pass) We are going to complete your second blood draw now. Please sit here. I’m going to put
this rubber band on your arm. It’s going to feel tight. How does that feel? Ok so now I’m going to feel around for
a vein. (Instruct the mom accordingly if needed; make fist; pump arm; wiggle fingers). I’m just going to clean
the area around the blood draw with this wipe.
Please stay nice and still and hold your arm out straight like this. Now I’m going to insert this little butterfly
needle into your arm.
Great! You’re all done. Thank you.
Equipment

Gray top blood tube*
75-gram glucose beverage*
Gloves/ Purell
Timer*
Tourniquets*
Band-Aids/Gauze*
Alcohol wipes*
Sharps Container
Butterfly needles*
Labels*
* Starred items need to be brought to the Kenmore lab.

Biospecimen Bag*
Cooler/ Icepack*
Foam Sleeves*
Desiccant packets*

d. Urine Collection
Protocol

The urine collection should be completed after the Mid-Teen Visit consent has been signed, and when the mom
is able. Ideally the sample will be collected following the mom’s 8-hour fast, just before the blood draw and
glucose test. If the mom is fasting, she should be encouraged to drink water so as to avoid dehydration. If the
mom is not fasting, the sample may be collected at any point in the visit. If the mom says she needs to go to the
bathroom, the urine collection procedure should be described and administered immediately. If the mom is
able to provide a sample before the blood draw, the phlebotomist should use this time to identify an
appropriate area for the draw and set up the equipment, as applicable.
The RA will place a mom label on the urine cup prior to giving it to the mom. If the sample was collected in the
home, the sample may be kept in a cooler with an ice pack along with the blood tubes (if applicable) until
transported to the Channing Laboratory. RAs should record, in the comments section of the MPE17, if there is
blood visible in the urine sample.
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Equipment

• Sterile urine cup
• Biospecimen bag
• Labels
Script

[TO MOM] We are going to need a urine sample. If you can, fill it up to the sticker.
After you go in the cup, make sure the lid is screwed on very tight, wipe the outside and put the cup into this
plastic bag. Then bring the bag back to me. Do you have any questions?
I’ll show you where the bathroom is.
[GIVE CUP AND BAG TO MOM]
Supporting Documents Not Included in the Protocol

1. Mid-Teen Urine Collection Form – Mom (MPE17)
2. Urine Delivery Log - Mom

e. Mother Anthropometry Protocol and Scripts
Introduction

During the Mid-Teen Visit, the following measurements will be collected from Viva Moms: height, weight,
bioimpedance, circumferences and skinfolds. Moms will be asked to change into a Viva t-shirt and scrubs prior
to the anthropometry measurements.
If the Research Assistant has not already done so, he/she should wash his/her hands (or use hand sanitizer) and
remove any obstructive jewelry or sharp objects from his/her being, and confirm that a signed consent has been
obtained. The Research Assistant should carefully describe all measurements and should follow the protocols
and scripts outlined below for each measurement.
Good rapport helps to secure a successful set of complete measurements. The Research Assistant should
maintain a warm demeanor and be respectful of the mother’s personal space. While taking measurements in a
standard order is preferred, the Research Assistant should use her judgment in determining when breaks and/or
changes in measurement sequence are best.
All measurements should be read out loud and repeated until they are recorded on the form.
Adult Standing Height and Weight/Bioimpedance

The participant’s weight/bioimpedance and height measurements are taken as a set because they both require
the participant to take off her shoes. Weight is measured using a Tanita Scale. Height is measured using a Shorr
Board.
Preparing for the Measurements

The equipment used for these measurements needs to be carefully handled and placed in the visit environment.
If the Research Assistant is working in the Viva offices, he/she should confirm that the equipment is assembled
and stationed correctly. If working outside Viva offices the following should be noted:
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• The scale should be placed on a hard, flat surface. Uneven and carpeted surfaces are unsuitable for the
scale measurement.
• After assembling the Shorr Board, it should be placed firmly against a flat wall or door, and on top of a
flat, hard surface. The Research Assistant should verify that the board is stable before taking any
measurements. Whenever possible, avoid placing the board against any protrusions in the wall, such as
molding. If placing the board against a door, the Research Assistant should take measures to assure that
the door will not be opened, and should recruit the mother’s help in assuring the door will remain
closed.
Preferably, the participant should be wearing a Viva t-shirt and scrubs, so as not to skew the weight
measurement. Bulky clothing should be avoided whenever possible, so as not to interfere with the
measurements. Additionally, barrettes or other hair ornaments, braids, or hats should be removed whenever
possible. An optimal height is taken when the measuring plate can rest flat against the top of the participant’s
head. If the participant is unwilling or unable to cooperate with the dress and hair requirements for any reason,
the Research Assistant should still take the measurements, noting the discrepancy in the comments section.
This includes using a small rigid ruler to estimate the difference in height caused by any hair obstruction.
Regardless, the Research Assistant should record the type of clothing the participant was wearing directly on the
Mother Anthropometry Form (MA17).
Taking the Measurements

This set of measurements should be taken in the sequence indicated on the Mother Anthropometry Form:
standing height, weight, and bioimpedance. Standard protocol calls for the Research Assistant to work from the
right side of the participant’s body when reading measurements. Though the weight and height measurements
are the least intrusive, some participants will be reticent to have their weight taken. The Research Assistant
should use her best judgment in this case.
Adult Standing Height Protocol

• Guiding the participant by the elbow, assist her onto the board. The participant’s feet should be flat
against the base of the board so that her body weight is evenly distributed.
• Ask the participant to position her feet and legs into one of the following configurations:
o Both knees and feet together
o Knees together and feet apart
o Knees apart and feet together
o Knees and feet apart, thighs together
• Position the participant’s arms so that they are hanging freely by her sides, with the palms facing the
thighs and ask her to stand up straight.
• After the legs and arms are positioned, move the feet so that the mid-axillary line (from the middle of the
shoulder to the ankle bone) is parallel to the back of the board. This may require that the participant
move her feet away from the back of the board or rotate her shoulders back.
• Ask the participant to stand up straight. At this point, her feet, head or buttocks may or may not be
touching the back of the board. Correct positioning does not always necessitate that all points come
into contact with the back of the board, but rather the mid-axillary line is parallel. However, one point
must touch the back of the board.
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• Be sure that the participant is standing up straight, not leaning or slouching.
• Firmly cup (with a rounded, not a “V” grasp) the participant’s chin with the left hand so that your hand
goes around her ear but is not covering the ear, or the mouth. Your hand/arm should also not be
touching the participant’s chest.
• Using the fingertips of your right hand, gently grasp the back of the participant’s head.
• Place the participant’s head into the Frankfort Plane. The Frankfort plane is determined by: Looking at
the side of the participant’s head, draw an imaginary line from the bottom of the eye orbit to the
participant’s ear hole. Position the head so that the imaginary line is parallel to the floor and
perpendicular to the Shorr Board.
• Before removing left hand from the participant’s chin, re-check the positioning of the participant’s head
while simultaneously picking up the headpiece with your right hand.
• Once the positioning of the head is confirmed, position the headpiece firmly on top of the participant’s
head with sufficient pressure to compress the hair and make contact is made with the skull.
• Directly face the measuring index, when taking the reading. Measure the height in centimeters, to the
nearest millimeter.
• Call the measurement out loud in a low, audible voice until recorded.
• Remove headpiece and release grasp of participant’s chin. Escort the mom off of the board.
• Check the recording for accuracy and legibility. Record any braids, hair ornaments, or hats that the mom
was wearing when the measurement was taken.
Adult Standing Height Script

Okay! We are going to start the visit today by taking some body measurements. Let’s get started with the
height measurement. Can you take off your shoes and remove your hat/ponytail/barrettes? This will allow us to
get the most accurate measurement possible.
Thanks! Now, I’d like you to step onto this board and face me, so we can see how tall you are.
Okay, now please move you feet all the way out to the sides of the boards.
Then walk your feet together until you feel your thighs, knees or ankles touching.
Great! Now, let your arms hand down by your sides. I’m just going to check and make sure you are lined up
from the side. Keep looking straight ahead. [RA adjusts by asking the mom to move feet forward or backward.]
Now I need to adjust your head. Is okay if I touch your face?
Here comes the headpiece. You’ll feel it touch your head lightly as I take the measurement.
Great! We’re done with the measurement. You can step off the board.
Adult Weight and Bioimpedance Protocol

• Bioimpedance should not be attempted on anyone who has a pacemaker. If a participant has a
pacemaker, mark it on the MA17 and switch the Tanita scale to “weight only” before taking the weight
measurement.
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• Make sure the Tanita scale is on a stable flat surface. If the scale is not level either move to a new
location or adjust the feet to make it level.
• Ask the participant to go into the bathroom and pass urine.
• Clean metal footpads with an alcohol swab and turn the scale on.
• The first prompt asks for the weight of the participant’s clothing. Enter 0.0 for all participants.
• Administer fitness question (MA17).
• Select STANDARD if mom does not exercise for 10 hours/week or if heart rate > 60 (select ATHLETIC if
mom does exercise for 10 (+) hours/week AND pulse is < 60)
• Enter the mom’s age in years.
• Enter the mom’s standing height in centimeters to the nearest centimeter. (.4 and below round down, .5
and above round up)
• Enter 00 for goal fat %.
• Ask the mom to slowly step onto the scale and stand as stand as still as possible. It is essential that the
mom stands on the metal plate with clean bare feet. Typically nylons do not need to be removed. If the
mom is wearing nylons and the machine is not picking it up, place a drop of rubbing alcohol in the
reservoirs on the footplates to facilitate the reading. Heels should be placed directly on the posterior
electrodes and the front part of the foot should be in contact with the anterior electrodes, with the feet
parallel. The mom should be standing unassisted and without touching anything. Ask her to look
straight ahead.
• The mom should stand up as straight as possible. Leaning to one side or forward can affect the weight
recorded.
• Once the printer prints out the results, check for printing errors. If there are printer errors, fix and repeat
the measurement protocol. If there are no errors, instruct the mom to step off of the scale.
• Using the printout results, record the mom’s weight, impedance, % fat, fat mass, fat free mass and total
body water to 2 decimal places onto the MA17. In addition, staple the printout onto the data sheet.
Record the type of clothing the mom was wearing during this measurement on the form, as well.
• Check the recording for accuracy and legibility.
Adult Weight and Bioimpedance Script

The next thing we will do is measure your weight and body composition. It is recommended that no one with a
pacemaker or who is currently pregnant stand on this scale. Do you have a pacemaker? Are you currently
pregnant?
Since the scale measures total body water, in order to get the most accurate results possible, it’s important that
you try to go to the bathroom if you can. Would you mind trying to use the restroom? [If the mom refuses, move
on and make a note on the form.]
In order for the scale to work, I also need you to take off your socks. It will only take a minute and you can put
your shoes and socks back on when we’re done.
Okay. Step right here onto the scale with one foot on each metal footpad. Please stand up tall, and I’ll let you
know when you can step off.
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Thank you. You can step down now and put your shoes and socks back on. Here’s your receipt. We can’t
interpret these results for you but if you have any questions about what the letters mean let me know.
• Body Type –
Standard or Athletic based on resting heart rate.
• Height –
Height in centimeters
• Weight –
Weight in kilograms
• BMI –
Body Mass Index, calculated using weight and height (kg/m2)
• Fat % –
Percent of body that is made of fat
• BMR –
Basal metabolic rate in both kilojoules and kilocalories.
• Impedance –
Measurement of the flow of electric current through the body, measured in ohms
• Fat Mass –
Weight of the fat in the body
• FFM –
Fat free mass, or weight of everything in the body except the fat
• TBW –
Total body water, about how much the water in the body weighs
Troubleshooting

If the Tanita scale display indicates an error, and no other scales are available, the Research Assistant should still
take the measurement, indicating the problem in the comments section. After the visit the Research Assistant
should consult the user’s manual for possible interventions. At the very least, the RA should attempt to get a
weight measurement. This can be done by switching to the “weight only” setting. The RA should note that
there is no printout for “weight only” and the weight must be recorded on the form at the time the
measurement is taken
The Tanita Scale measures a maximum weight of 400 pounds. If the Research Assistant/participant is concerned
that the participant’s weight is above this threshold, the Research Assistant should use his/her best judgement
in moving forward with the measurement. If the participant is not willing to have her weight measured, this
should be coded on the form. If she is willing, and the weight is indeed above threshold, this should be coded
on the form as well. The Research Assistant should reassure the participant that he/she does not need to share
the weight measurement with the participant, if the participant does not want to know her weight. The
importance of getting a complete set of measurement data should be stressed as the Research Assistant works
to negotiate a comfortable compromise with the participant. As with all measurements, the Research Assistant
should inform the participant about each step before proceeding with the protocol. Standing height must be
completed prior to bioimpedance, as height in centimeters must be entered in the bioimpedance scale.
The height boards should be examined for any damage. Any damaged height board should be sent to Weigh and
Meausure, LLC, 17802 Shotley Bridge Place, Olney, MD 20832 for repair, or replaced with a new board.
Adult Waist and Hip Circumferences

The Research Assistant should measure the waist and hip circumferences of enrolled Viva mothers. These
measurements are taken using a Gulick II measuring tape (a retractable measuring tape with a tension sensing
spring on the end) and will help to determine the mother’s waist-to-hip ratio, intended for use in future
analyses.
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Preparing for the Measurements

Ideally, the waist circumference measurement should be taken directly on the skin. The Research Assistant
should explain the importance of standard and accurate measurement protocols and then ask the mother to
expose the pertinent areas around her waist for measurement. The Research Assistant should record whether
the measurement was taken directly on the skin or over clothing on the Mother Anthropometry Form (MA17).
Taking the Measurements

Participants may express some discomfort or embarrassment about the waist circumference measurement. The
Research Assistant should remain mindful of the “intrusive” nature of this measurement by ensuring privacy,
only asking the mother to undress or expose herself with minimal necessity, while maintaining a positive
rapport. It is important for the Research Assistant to tell the mother what will occur during each step of the
measurement. The Research Assistant should work quickly, but not so fast that the accuracy of the
measurement is called into question. If the Research Assistant is not confident that the measurement is
accurate, the Research Assistant should attempt to repeat the measurement. If this is not possible, any
concerns should be recorded in the comments section.
Waist Circumference Protocol

• Ask the participant to stand erect and still with her arms crossed in front of her chest (hold shirt up if
necessary) and abdomen relaxed.
• Sit on the right side of the participant.
• Identify the top of the iliac crest along the mid-axillary line on one side of the participant by palpating
(with the pads of fingers) the pelvic bone. Mark just above the site with a self-adhesive reinforcement
sticker.
• Repeat the above instruction on the mother’s left side.
• Gently place the measuring tape over the two circles. Ask the mother to hold one side of the tape with a
light pincer grasp.
• Adjust the tape so that it is in a level, horizontal plane.
• Tighten the tape by simply pulling on the end of the tensioning mechanism until the calibration red bead
is just seen.
• Re-check that the tape is in a level, horizontal plane.
• At the end of the mother’s natural exhalation, read the tape to the nearest tenth of a centimeter.
• Call the measurement out loud until it is recorded.
• Check the recorded measurement for accuracy and legibility.
• Release the tape and remove the stickers.
Waist Circumference Script

The next measurement is your waist circumference. If it’s okay, we’d like to take this measurement directly on
your skin.
Can you lift up your shirt a little bit for me, just so I can see your waist? You can cross your arms and hold up
your shirt, like this. Great, this won’t take long.
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I’m going to find the top of your hip bone and mark it with a sticker on both sides. Can you show me where you
think the top of your hip bone is on this side?
Great, can you turn this way so I can do the same thing on the other side? [RA guides the mom to turn away
from him/her.]
Just breathe normally and relax your stomach. Now, I’m just going to wrap this tape around you and take the
measurement.
Can you hold this side for me with a pincher grip so the tape can still slide through? Try not to push in.
Okay, all set. You can let go of your shirt and take off the stickers. Thank you!
Hip Circumference Protocol

•
•
•
•

•
•
•
•
•
•

The mom should wear only light clothing, such as the Viva incentive scrubs.
Position the mom so that she is standing erect, arms at her side and feet pressed together.
Sit or squat to the side of the mom, so that eyes are level with her hips.
Place the measuring tape around the hips, anchored at the maximum protuberance of the buttocks. If
necessary, ask her to gather up any excess fabric towards the front of her body that may be interfering
with the measurement.
Adjust the tape so that it is in a horizontal plane.
Tighten the tape by simply pulling on the end of the tensioning mechanism until the calibration mark is
just seen.
Read the measurement to the nearest tenth of a centimeter.
Call out the measurement repeatedly until it is recorded.
Release the tape from the mom’s body.
Check the recorded measurement for accuracy and legibility.
Hip Circumference Script

Now we’re going to measure your hips just like we did for your waist, using this measuring tape.
Your job is just to hold still, and I’m going to wrap this around your pants. That’s it! Thank you!
Troubleshooting

The Gulick II measuring tape must be free of kinks or tears in order to obtain an accurate measurement. The
Research Assistant should check the measuring tape prior to every visit. If any damage is present, the tape
should be replaced.
Mom Mid-Upper Arm Circumference, Triceps Skinfold, and Subscapular Skinfold

The mom’s mid-upper arm circumference (MUAC), tricep skinfold, and subscapular skinfold measurements are
taken as a set because the measurement sites are physically proximal on the body. The MUAC measurement is
taken using a MUAC tape and the skinfold measurements are taken using the Holtain Caliper.
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Preparing for the Measurements

Ideally, these measurements should be taken directly on the skin. The Research Assistant should record
whether each measurement was taken directly on skin or alternatively over clothing on the Mom
Anthropometry Form (MA17). Any complications or departures from standard protocol should be noted in the
comments section. Moms may be asked to remove their bra if it cannot easily be maneuvered to expose the
location site during the subscapular skinfold measurement. If a RA is unable to obtain a subscapular skinfold
measurement due to obstruction of the site, this should be noted in the comments.
Taking the Measurements

The standard sequence for taking this set of measurements is: MUAC, tricep skinfold, and subscapular (back)
skinfold. Before beginning the measurements, the Research Assistant should check to make sure that the
caliper is calibrated. Proper calibration is reflected when the needle of the caliper is aligned with the zero on the
face of the dial. The calibration block will also be used to verify that the tongs of the caliper align with the 10mm
and 20mm stop on the calibration block.
Per protocol, these measurements are taken on the right side of the mom’s body. If for any reason, the
measurement cannot be taken on the right side, the Research Assistant should follow the same protocol and
measure the mom’s left side. The Research Assistant should denote if she measured the mom’s left or right
side, as indicated on the Mom Anthropometry Form (MA17).
This set of measurements calls for precise positioning of the participant’s body. Each measurement requires the
Research Assistant to follow a detailed set of instructions to ensure that the measurement data has integrity.
The Research Assistant is challenged to maintain rapport with the participant while also paying careful heed to
these measurement protocols, drawing on his/her ability to multi-task but also focus attention. The Research
Assistant should use clear, simple language when giving instructions to the participant. He/she should also work
quickly, but not so fast that the accuracy of the measurement is compromised. If the Research Assistant
questions the measurement’s accuracy, he/she should still record the measurement on the form, and note her
concerns in the comments section. In this case, whenever possible, he/she should return to this measurement
and attempt to obtain a more accurate reading later in the visit.
Mom Mid-Upper Arm Circumference (MUAC) Protocol

•
•
•
•
•
•
•

Move behind the mom
With the mom standing, position her right arm so that it is flexed at a 90-degree angle at the elbow. The
mom’s palm should be facing up and her fingertips pointing straight ahead.
Locate the acromial process on the right shoulder by palpating firmly with the pads of the index and
middle finger.
Place and hold the zero end of the open MUAC tape on the acromial process with left thumb.
Extend the tape down the midline of the back of the arm, past the tip of the olecranon process at the
elbow (taking care not to bend the tape around the elbow).
Measure the distance between the acromial process and the olecranon process to the nearest tenth of a
centimeter. This is your length (L).
Divide this number by two to obtain the vertical midpoint. (L/2= midpoint)
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•
•
•
•
•

•

•
•
•
•
•

Replace thumb (on acromial process) with index (or middle) finger and slide thumb down the length of
the measuring tape and hold at the midpoint (olecranon process).
Place a sticker at the vertical midpoint.
Now, the sticker is at the vertical midpoint and the mom’s arm is still bent. Kneeling directly behind the
mom, move the reinforcement sticker left or right so that it is also at the horizontal midpoint.
Instruct the mom to relax her arm and position her arm so that it is extended down, and separated
slightly from the side of the body.
Standing to the right of the mom, place a closed MUAC Tape (remember to use the small, flip tape
designated circumference measures) around the upper arm, perpendicular to the long axis of the arm at
the marked point.
The MUAC measurement is taken with the tape held gently against the skin surface. To ensure an
accurate reading, the following steps (described below) should be taken: Focus, Secure, Inspect, and
Read.
o Focus: Hold the two ends of the tape with a pincer grasp (i.e., with index finger and thumb of
each hand). Get a feel for the tension of the tape around the arm by tugging the tape a few
times.
o Secure: Hold the tape with the pincer grasp, using your right hand, only at the junction where
the tape passes through the slot. The tape’s tension around the arm is now fixed and will not
move.
o Inspect: Look at and feel the tension of the tape around the arm for any noticeable gaps or
areas of constriction. If necessary, adjust the tension of the tape, re-secure and re-inspect.
o Read: If you are using a single-slotted insertion (flip) tape, you will need both hands to take the
measurement. Use your left hand to lay the tab so that it is flush with the rest of the tape.
Make sure not to pull the tape as you read the measurement.
At eye-level, read the measurement from the side of the arm to the nearest millimeter.
Call the measurement out loud repeatedly until it is recorded.
Check the recorded measurement for accuracy and legibility.
Loosen the tape and remove from the mom’s arm.
Do not remove the reinforcement stickers from the mom’s arm as the midpoint placement is needed for
the tricep skinfold measurement.
Mom Mid-Upper Arm Circumference (MUAC) Script

Now I’m going to measure the distance around your arm (pointing to the arm). I need you to hold your arm like
this, with your palm up.
I’m going to first find one of the bones in your shoulder and then I’ll measure down to your elbow! I’m going to
put a sticker in the middle of your arm and we’ll take it off as soon as I’m done measuring the next measurement.
Okay, you can shake out your arm let it hang loosely now. I’m going to measure around your arm with this tape.
It goes up your arm sort of like a bracelet. Great job!
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Mom Triceps Skinfold Protocol

•
•

•
•

•
•
•
•
•
•
•
•
•

Make sure the caliper is calibrated (i.e. needle is aligned with zero point on the dial and all
measurements align with those on the calibration block)
Identify the midpoint on the back of the mom’s arm (Note: The mom triceps skinfold requires
identification of the midpoint on the back of her arm. This identification is made during the MUAC
measurement and once identified the same landmark can continue to be used. If for some reason the
MUAC measurement has not being taken, please reference the directions above (MUAC measurement)
for locating the midpoint.
Have the mom stand upright with feet pressed together, shoulders relaxed, and arms hanging loosely by
their side.
Standing behind the mom, gently lift the triceps skinfold with fingertips centered just above the
midpoint, as marked by a sticker. Pick the skinfold up with the left thumb and index finger
approximately 2 centimeters above the midpoint. Grasp firmly, about 1-2 centimeters into the skin,
making sure to separate fat from muscle.
Hold the skinfold parallel to the long axis of the upper arm.
Place the caliper jaw perpendicular to the length of the fold and around the marked midpoint.
Release grasp on skinfold just as you completely release grip on the caliper lever.
Count 4 seconds. By that time the skin will be fully compressed.
Read the measurement, while the calipers are still on site, to the nearest 0.2 millimeter.
Call the measurement out loud while gently removing the calipers and rub spot to soothe the skin.
Continuing calling the measurement out loud until recorded on the form.
Check the recording for accuracy and legibility.
Particular problems will be faced when measuring obese or muscular participants. In the case of obese
participants an assistant may pick up the fold with two hands, but this gives a larger reading than if one
hand is used.
Mom Triceps Skinfold Script

Now we are going to measure your skinfolds. Stand up nice and tall and relax your arm.
To do this, I am going to use these calipers.
I’m going to do the first measurement on your arm, and the last measurement on your back. I need to hold the
grasps of skin for four seconds.
Okay. All done. Thank you.
Mom Subscapular (Back) Skinfold Protocol

•
•
•

Position the mom so that she is standing upright with shoulders relaxed and arms hanging loosely at her
sides.
Stand behind the participant and gently palpate the lowermost tip of the scapula (shoulder blade) with
pads of fingers, firmly so as not to tickle.
The measurement site is 1-2 centimeters below the lower tip of the scapula.
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•
•
•
•
•
•
•
•
•

Gently lift the skinfold with the thumb and left index finger on a diagonal approximately 2 centimeters
above and to the left of the measurement site.
Place caliper jaws on the measurement site and perpendicular to the length of the skinfold.
While holding the skinfold, completely release your grip on the caliper’s lever.
Count 4 seconds before reading the measurement
Read the measurement to the nearest 0.2-millimeter while the calipers are still on the site.
Call out the measurement while removing the calipers gently; depress and release the caliper level
slowly. Take care not to snap the calipers after finishing the measurement.
Release grasp on skinfold, rub the spot a few times to soothe the skin.
Continue to call out the measurement until recorded on the form.
Check the recording for accuracy and legibility.
Mom Subscapular (Back) Skinfold Script

Now I’m going to measure the skinfolds on your back!
I’m going to feel for your shoulder blade. Now I’m going to measure your skin like I did on your arm and am
going to count to four.
Great! We’re all done with the measurements. Thank you!
Troubleshooting

Both the Gulick II measuring tape and the MUAC tape must be free of kinks or tears in order to obtain an
accurate measurement. The Research Assistant should check the measuring tape prior to every visit. If any
damage is present, the tape should be replaced.
The Research Assistant should confirm that the calipers are calibrated before taking each skinfold measurement.
Proper calibration is reflected when the needle of the caliper is aligned with the zero on the face of the dial. If
this is not the case, the Research Assistant should turn the dial so that the needle is aligned with the zero.
Supporting Documents Not Included in the Protocol

1.

Mid-Teen Anthropometry Form – Mom (MA17)
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f. DXA Scan Protocol and Script
Introduction
Dual Energy X-Ray Absorptiometry (DXA) is a technology that uses a low-dose of radiation to evaluate an
individual’s body composition. DXA scans are of particular interest because of the accuracy in which various
body tissues (bone, muscle, and fat) can be distinguished and because of the ability to analyze body composition
in specific regions. DXA scans are in wide use by other federally funded research projects, including the National
Health and Nutrition Examination Survey (NHANES).
For the Mid- Teen Mom Visit, RAs will perform 3 different DXA examinations – a full body scan, a lumbar spine
scan, and a left hip scan. The full body scan will be used to assess body composition, while the lumbar spine and
hip scan will be used to assess bone density.
The full body scan is a 3-minute open air scan that will take place only in the Fenway office. The hip and spine
scan are 1-minute scans. At the RA’s direction, the participant changes into a pair of Viva scrubs and T-shirt,
removes all metal from his/her body (e.g. wire bra, jewelry, watches, hair ties), and then lays on the DXA bed as
still as possible for the duration of the scan. The DXA bed and arm (‘C-arm’) will move but nothing will touch the
participant.
Materials:
•
•
•

Dosimeter (radiation
badge)
Lead Apron
QC Phantom

•
•
•
•

Viva scrubs/t-shirts
Medical Tape
Disinfecting wipes
CDs for archiving scans

•
•
•

Square-shaped pillow
Hip placement device
Head pillow

DXA Safety:
The amount of radiation used in a DXA scan is minimal; however, RAs are encouraged to take precaution when
using the machine. The operator’s chair (where the primary RA will sit while administering the scan) is draped in
a lead apron. While operating the scan, the RA should position the chair so the apron is between the DXA bed
and him/herself. The RA may also choose to wear the lead apron while the scan is in progress. Alternatively,
individuals should stand at least 3 feet away from the C-arm (preferably from the foot or head of the bed) to
avoid exposure.
An area radiation badge (dosimeter) will be clipped to the lead apron draping the operator’s chair to measure
cumulative radiation exposure. Each RA will be provided with his/her own dosimeter that should be worn while
operating the DXA machine. The dosimeter should be worn at the collar of the shirt to be in proximity of the
thyroid. Dosimeters are stored in the top drawer of the first filing cabinet behind the Viva team’s desks.
Dosimeters should be worn only during a visit to avoid capturing radiation not associated with the DXA machine.
Quarterly, the badges are sent back to the manufacturer (Landauer, Inc.) for radiation readings. More
information on the shipment and usage of the dosimeters can be found in the Landauer service guide, located in
the Operation Manager’s desk.
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When the DXA’s x-ray is on and radiation is being emitted, the DXA bed will make a noise and a light on the DXA
bed’s control panel will turn on. An icon on the upper right of the scan screen will also blink indicating x-rays are
in use.
Exclusion Criteria:
Weight - The DXA bed can only support participants weighing less than 450 pounds (204 kg).
Pregnancy - Despite the low levels of radiation used in a DXA scan, a scan should not be performed on a
participant who is pregnant.
Contraindications – Mom has a pacemaker, has had an x-ray with contrast dye in the past week, or has
completed a barium swallow test in the past week.
Preparing the DXA Machine:
Quality Control
The DXA machine performs two kinds of quality control scans. The first is a daily QC scan used to calibrate its
sensors. This QC requires a ‘phantom’ spine to be placed on the DXA bed and scanned (as outlined below). The
second is a weekly radiographic uniformity test which requires no assistance from the RA. Both must be
completed before participant scans can be performed. The computer will alert you when each of these scans
needs to be completed. RAs should complete these tasks prior to participants arriving for their visit.
Starting the DXA Machine and Performing QC
1. The RA should clip the dosimeter to his/her collar before operating the DXA machine.
2. Press the large power button on the computer tower to turn it on. At the login screen, choose ‘QDR’.
Windows will login and start the QDR software.
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3. On the main QDR window, the ‘Daily QC’ button will be flashing. Click on the ‘QC’ button.
4. A window will pop-up stating the DXA machine is moving into position for the Daily QC. The C-arm on
the DXA machine will move into place and a laser will produce a red cross-hair on the DXA bed. Position
the phantom as follows:
a. Place the phantom so that the white dot is toward the foot end of the bed and the serial
number is toward the head end of the bed.
b. Position the white dot under the laser cross-hair making sure that the x-axis laser line bisects the
dot. Position the phantom so that the y-axis laser line extends up the phantom to bisect the
serial number (specifically, the laser should run along the vertical line on the number 4).
5. On the computer screen, click ‘continue’. A new screen will open showing the progress of the scan. The
RA may leave the room while the QC scan runs. The scan lasts approximately one minute.
6. After the scan is complete, a window will open indicating whether the QC has ‘passed system test’ or
‘failed system test’. If the machine fails, repeat the QC up to 3 times. If the machine continues to fail,
call Hologic for assistance (1-800-321-4659).
7. If a ‘passed system test’ message appears, click ‘plot’ in the window. A graph will appear displaying
values from the current scan (a black filled in circle) and previous QC scans (open black circles). Visually
inspect the graph and ensure the black dot falls in between the two red dotted lines on the top and
bottom of the graph. The black dot must fall within this range or the QC scan fails and must be
repeated.
8. If the QC scan has passed, click ‘continue’. If it has been less than a week since the last radiographic
uniformity test, the main QDR window will be opened. The DXA machine is now ready for use.
9. If it has been more than a week since the last radiographic uniformity test was run, a window will open
indicating the scan needs to be completed. Remove the spine phantom from the DXA bed and click
‘proceed’. The scan will automatically begin. The RA may leave the room while the scan proceeds.
10. When the scan has completed, a new window will open indicating whether the QC has ‘passed system
test’ or ‘failed system test’ and will provide results. If the scan has not passed, repeat up to 3 times. If
the machine continues to fail, call Hologic for assistance (1-800-321-4659).
11. If the ‘passed system test’ message appears, click ‘Ok’. The main QDR screen should appear. The DXA
machine is now ready for use.

Full Body Scan
Preparing Participants:
The RA will explain what the DXA machine is and how it works to the mother, pointing to the DXA machine.
[RA TO MOM]: Now we would like to measure your body composition using this DXA machine. We’ll
then have you lie down on the DXA bed and stay as still as possible for about 3 minutes while the scan is
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being taken. The bed will slowly move up, down, forwards and backwards and the C-arm will also move
along the length of the bed, but nothing will ever touch you. Do you have any questions?
The RA then asks the participant to remove any metal from her body including jewelry, hair ties, or bras with
underwire or metal clasps. If participant has any non-removable jewelry or surgical metal, the RA should record
this on the DX17 form.
[RA TO MOM]: Please remove any metal you may be wearing when you change, you can place
everything in this bin and I’ll give it back to you as soon as the scan is over.
The RA will direct the mom to a private room and instruct her to change into a pair of Viva scrubs and t-shirt for
the scan if she has not already done so.
[RA TO MOM]: Now we need you to change into this Viva scrubs and t-shirt. Here is a private room for
you to use. You may keep your underwear on.
Before the RA leaves the mom to get dressed, the RA will privately ask the mom if she have any of the following
contraindications: If she answers yes to any of these conditions, she cannot have a DXA scan today
[RA TO MOM]: For your safety, we do not perform DXA scans on people who:
•

Have a pacemaker

•

Have had an x-ray with contrast dye in the past week

•

Have completed a barium swallow test in the past week

•

Are pregnant or think they could be pregnant

Do any of these apply to you?
Performing the DXA Scan:

Entering the biographical data:
1. On the computer, click ‘perform exam’ on the main QDR window.
2. A ‘Select a Patient Window’ will open. Select “new patient”.
3. Enter the following information in the specified fields below:
a. Last name: Mom’s last initial (if the mom has two last names use the first letter of the first last
name)
b. First name: Mom’s first initial
i. These initials should be recorded as is on the MDX17
c. Patient ID: Mom’s last 4 digits of the Viva ID, without the Mxx
d. Ethnicity: select “White” for all scans.
e. Sex: Enter Female
f. DOB: Enter participant’s month, day and year.
g. Weight : Enter participant’s weight in kilograms from the MA17 form
h. Height : Enter the participant’s height in centimeters from the MA17 form
4. Do not enter the information into the following fields:
a. Identifier2
b. Referring Physician
c. Menopause age
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Mom’s last initial
Mom’s first initial
NOTHING

Female

Race

Month

Last 4 digits of ID

Day

NOTHING

Year

NOTHING
NOTHING

Weight

Height

NOTHING

5. Click ‘ok’ to confirm.
6. The ‘Select a Patient Window’ will open up again, with the new patient highlighted. Click ‘ok’ in the
lower right-hand corner
7. A window will open asking for Patient Confirmation

MM-DD-YYYY-####

8. In the accession number field, enter the date of the scan in the format: MM-DD-YYYY followed by the
last four digits of the participant’s viva ID (e.g. 02-08-2007-1234). Click ‘ok’.
9. The RA then chooses ‘Project Viva’ from the drop down menu. The computer is now ready for scanning.
Positioning:
The RA will now position the mom on the bed for full body scan.
[RA TO MOM]: Now we are going to start the scan! Please lie down on your back with your feet facing
the computer. Try to center yourself on the bed, making sure that your spine feels straight. I’m going to
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move your arms, legs and head (and body?) so that you are in the right spot for the scan. Once I position
you, I need you to stay as still as you can until the scan is over.
1. The mom will be supine with hands on her side with fingers stacked. The RA will make sure that the
shoulders do not roll inwards. RA can use medical tape if necessary.
[RA TO MOM]: Now I’m going to put your hands by your sides like this. Try not to move!
2. The RA will make sure the body is straight by using the head and foot center guidelines as a gauge. The
head should be positioned about 4 fingers distance from the top edge of the bed or 2 fingers distance
from the black guideline along the top edge of the scanner bed.
[RA TO MOM]: I’m going to move your head and body just a little so you are nice and straight. Good job!
3. The RA will then rotate the mom’s legs inward 25 degrees until the toes touch.
[RA TO MOM]: Now I’m going to move your feet so that your big toes are touching.
a. If the participant has difficulty keeping her toes touching the RA will tape the feet together with
medical tape to secure them in place. [Optional: use tape only if participant cannot hold
position.]
[RA TO MOM]: Now I am going to tape your feet together so they stay in the right spot.
4. The mom’s entire body must be within the black guidelines along the edge of the bed. If the mom does
not fit on the scan bed, it is best to have her feet hang off the bottom on the bed. If she is too big to fit
within the black boundary lines, the RA should allow her left arm or left leg to come off the side of the
bed. (If a limb is positioned off the bed, the secondary RA may need to support and hold the limb steady
as the scanning bed moves.)
5. The RA tilts the participant’s chin up slightly towards the ceiling.
[RA TO MOM]: Look up just a little bit so the camera can see your neck.
6. The RA then asks the participant to remain as still as possible.
[RA TO MOM]: Great job! Please stay very still so the scanner can get a good picture. Ready? Here we
go!
Scanning:
1. The RA starts the scan by clicking the ‘Start scan’ button on the computer. The RA should pay attention
to the participant and computer screen to ensure he/she is staying still and the scan image is clear.
2. If at any point the scan must be stopped, the RA can click ‘Abort’ on the computer or press the red
emergency button or the black runners lining each side of the bed. If the participant has made any
major movements, the scan must be stopped and restarted. To restart a scan after aborting, see the
next section.
[RA TO MOM]: Remember to stay as still as possible. Keep your toes together just like that! Right now
the scanner is taking a picture of the very right side of your body. Now it’s starting to move over the
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middle part of your body. It’s taking a picture of your toes, and now your legs, now your chest, and will
soon reach your head! Remember to stay nice and still. Ok, we’re almost done! The scanner is just going
to peek over to get a picture of the left side of your body. Right now it’s getting a picture of your
shoulder, and your legs, and now your feet. Great! You’re all done with the full body scan.
3. After the DXA machine has completed the scan, the bed will continue to move and reposition itself. The
RA should instruct the participant that he/she may move but should not sit up or get off the table. The
participant will stay on the bed for the hip and lumbar spine scans.
[RA TO MOM]: Great job! The scan is finished now, so you can move your legs and arms around a little
bit, but I will need you in a similar position for the next scan. Please remain laying comfortably, while I
get the next scan ready. I am going to reposition you for the next scan.
Hip scan

1. Verify patient ID and Select “New Scan”
2. Choose Left Hip unless answers to safety exclusion questions warrant using the right hip.
3. Uncheck “Use Default Scan Mode”. Select “Array” mode from the next screen, and then click “Next”.

4. At this point, you must stop to reposition the participant
Positioning
1. The participant should be supine on the DXA bed in the middle of the table. [If not, follow steps
7 and 8 described in Full Body Scan – Positioning, above].
2. Place the hip scan positioning device on the far left end of the table near the participant’s feet,
aligning the center of the device with the participant’s midline.
3. Identify the participant’s trochanter by:
• Press firmly on the outside of the participant’s left thigh, while simultaneously rotating
left leg inward and outward several times. You should be able to identify the trochanter
as it rolls under your fingertips. *If you cannot identify the trochanter, ask the mom to
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4.
5.
6.

7.

bend leg at the knee and lift. Locate the crease formed at the top of the leg. Use this as
an approximate location of trochanter.
Move the C-arm of the DXA bed until the laser is 2 inches below the trochanter and is on the
center shaft of the femur.
Align the femoral shaft so that it is parallel to the horizontal line of the laser.
Rotate participant’s left leg inward (or right leg inward if performing scan on right side). Left foot
should be placed against the positioning device and secured with the strap. Adjust the leg, as
needed, so that the shaft of the femur is parallel with the center of the table.
*Tip: To rotate leg inward, place one hand above the knee and one hand below the knee to
gently rotate the leg, ensuring that the whole leg is rotated.
Ask participant to cross her arms on her chest, so that her arms are outside of the scanning area.

8. Press “Start Scan”
9. When scan finishes, ensure proper placement. Repeat if necessary, repositioning the image to
include the entire femoral head, neck, and about 3 inches of the shaft in the scan window.
Hip Scan Script

[To MOM]: The next scan will be of your hip. For this scan, I just need you to stay right where you are, and
continue lying still with your legs flat against the table.
I am going to move the arm of the bed to get it into scanning position. I am going to put my hand on your hip
bone and rotate your leg in and out, so I can identify the correct scan area. That’s perfect.
Now you will rotate your left leg inward slightly, like so. Please leave your foot like that. I will secure it in this
brace. I need you to keep your leg like this for the duration of the scan. Now place your arms across your chest.
Like the last test, the arm will move around you and you will not feel anything during the scan. This scan will only
last a minute. Please be as still as possible and do not talk during the scan.
That’s it. Now we’re going to move on to the final scan.
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Lumbar Spine scan

1. Select “New Scan” from the Exit/New Scan window (Verify correct patient ID)
2. Select AP Lumbar Spine
3. Uncheck “Use Default Scan Mode”. Select “Array” mode from the next screen, and then click “Next”.

4. At this point, you must stop to reposition the participant
Positioning
1. The participant will need to slide down the table towards the DXA computer, until her shoulders are
at the upper limit hash marks.
*TIP: RA may need to stand at the head of the DXA table, reach under mom’s arms, and gently pull
towards you in order to ensure spine is still straight on the table.
2. Place radiolucent pillow under the participant’s head.
3. Press the center table switch on the control panel, to move the scanning C-arm and the table to the
center position.
4. Place the large square cushion under mom’s lower legs with the thighs at a 90◦ angle.
5. Position mom’s arms so they are hanging by her side.
6. Using the arm motion controls on the control panel, position the laser indicators so that the vertical
line is about 2 inches below the iliac crest and the horizontal line is at the midline of the spine.
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7. Press “Start Scan” to begin.
8. Confirm that spine is straight and that a small amount of the iliac crest is visible in the lower corners
of the screen. If not, click “Reposition Scan” to stop the scan. The center of the spine should be
aligned with the blue vertical positioning line. If spine is not straight, reposition the participant and
click “Restart Scan”
*Tip: If the participant is very tall, you may not be able to get iliac crest in the scan area. To fix
this, return to “Select Scan Type,” and Unselect “Use Default Scan Mode”
9. When the scan is finished, exit exam and proceed to print full body scan
Spine Scan Script

[To MOM]: Finally, we are going to do a spine scan. For this, you will stay lying flat on the table, but slide down
the table towards the door until I tell you to stop. Right there. That’s good. Stop.
I’m going to place a small pillow under your head. Please lift your legs, so your legs are at a 90-degree angle. This
large, cube-shaped pillow will go right here. Great.
You can just relax your arms by your sides.
Now, I need to move the arm of the bed to get it into scanning position. This scan will be similar to the last scan
you had, but it will only take an image of your lower back. Again, the scan arm will move, but will never touch
you. Please be as still as possible and do not talk during the scan.
Your scans are all done. Don’t get up until the bed has finished moving. Thanks for staying so still!
*The RA should be sure to clean the DXA bed and DXA scan supports with disinfectant (non-bleach) wipes
after all scans have been complete.
Printing Full Body DXA image:
1. Click ‘analyze scan’ on the computer screen.
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2. Click ‘Next’. A window displaying the DXA image will open.
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3. Prepare the image for printing:
a. Click ‘regions’ to remove data from the screen
b. Click ‘sun/moon’ to remove analysis lines from the image
c. Use the Image Toolbox section to adjust the contrast to maximize the definition of the image.
d. Capture a screenshot by clicking ‘Ctrl’ and ‘Print Screen’ at the same time
e. Minimize the scan image
f. Open the WordPad file “Print DXA Image” on the desktop. The file should be in landscape
orientation with 0.5” margins on all four sides.
g. Paste the screenshot into WordPad by clicking ‘Ctrl’ and ‘V’ (or Edit > Paste)
h. Print the image by clicking File>Print.
i. Close the word pad document without saving changes
Note: Make sure that the picture given to the participant does not contain actual data.
[RA TO MOM]: Here is a picture for you to keep!
4. Navigate back to the QDR Program. Exit analysis mode by clicking ‘cancel’ on the image screen.
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5. A window will open to verify exit of the analysis. Click ‘Yes’.

Aborting and restarting a scan:
1. Press ‘Abort’ button on screen.
2. Exit windows to return to the first screen seen after the QDR software is launched (this screen has the
QDR, Archive, System Backup buttons).
3. Go to the ‘Utilities’ menu located at top of the screen.
4. From the dropdown menu choose ‘AP Reposition.’
5. On the DXA control pad (located at the head of the DXA bed), press and hold “Enable” button, which will
be flashing. This will start to reposition the DXA C-arm and bed to the original start position.
6. If a ‘Timeout’ pop-up message appears on the computer screen, go back to step 3 and start again.
7. Once the bed has returned to its original position, repeat steps from entering the biographical data
section above to restart scan.
8. In the onscreen comments section and the comments section on the MDX17, note that multiple scans
were performed and which scan is the scan to be analyzed.
Analyzing the DXA image:
This task will be reserved for a fellow or another individual who receives individual training from an experienced
analyst. In the past, training has been completed at the Children’s Hospital of Philadelphia.
Archiving Data:
At the end of each day, the RA archives all the new scans.
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1. From the main window, the RA clicks ‘Archiving’. The new scans will be listed under the ‘un-archived’
tab on the top of the screen.
2. The RA sorts by date, and selects the scans from that day.
3. The RA inserts a CD in the CD drive and clicks ‘Archive’.
4. After the archive is complete, the RA removes the first CD and inserts the second one.
5. The scans will now be located under the ‘Archived once’ tab on the top of the screen. After locating the
scans, the RA clicks ‘Archive’. In this mode, data and pictures are saved.
System Back Up
Once a week, the RA does a system backup. In this mode, only data is saved.
1. The RA clicks ‘system backup’ from the main window and inserts a CD into the CD drive.
2. The RA then clicks ‘archive’.
Troubleshooting
The DXA machine may occasionally experience a software glitch or mechanical error. RAs should first exit the
QDR program and restart the computer and machine to see if this solves the problem. If a problem persists,
contact the Operations Coordinator or Data Manager. At this point, the OC or DM may refer to the Hologic QDR
Discovery Operator’s Manual or will contact Hologic directly for assistance. Hologic can be reached at the
following number:
Service/ User Support: 1-800-321-4659
Hologic, Inc., Bedford, MA location: 781-999-7300
If the OC or DM is unavailable, the RA may troubleshoot the error to the best of his/her ability and may call the
support numbers listed above.
If a serious error that occurs and cannot be resolved by restarting the computer, a detailed description of the
error should be emailed to the Operations Coordinator.
Supporting Documents Not Included in the Protocol

1. Mid-Teen DXA Form – Mom (MDX17)

g. Mom Blood Pressure Protocol and Script
Introduction

At the Mid-Teen Visit, the Research Assistant should obtain 5 blood pressure measurements, each one-minute
apart, from the mom participant using the Omron HEM-907XL automated blood pressure machine. Blood
pressure varies from minute-to-minute, so it is necessary to take multiple readings. The readings will be
averaged for data analysis.
Blood pressure is measured as systolic pressure/diastolic pressure. Systolic pressure indicates the pressure of
the blood as it is pumped out of the heart, and is the higher number displayed on the monitor. Diastolic
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pressure indicates the pressure of the blood when the heart is relaxed, and is the lower number displayed on
the monitor. The normal range for adults is 120/80 or under.
Preparing for the Measurements

Blood pressure measurements should be taken with the participant sitting quietly and with her right arm
extended in a manner that the brachial artery is perpendicular to her heart. This is easily accomplished by
having the participant sit in a chair with the right arm resting with the palm facing up, on a table or desk. The
arm should be kept straight and prevented from moving during the measurements. The participant should be
sitting erect, not lounging, in the chair with her feet flat on the floor. The participant should not speak during or
between measurements. If the right arm is not available for taking the reading (e.g. a cast is present), the
Research Assistant should attempt the measurement using the left arm.
The Omron HEM907XL comes with blood pressure cuffs, an air tube, AC adapter, and battery pack. The air tube,
with the threaded connectors (“screw-in”) and cuffs will be used for the Mid-Teen measurements. The Research
Assistant should attach the cord to the Omron machine.
The Omron cuffs come in 4 different sizes: Small, Medium, Large, and Extra Large. It is critical that blood
pressure measurements be taken with an appropriately-sized cuff. A cuff that is too small can result in
artificially high readings and a cuff that is too large can result in artificially low readings, or may make obtaining
the measurement more difficult. The Research Assistant should never assume that the mom participant
naturally fits into a medium-sized cuff. Rather, each mom participant must be “fitted” for the appropriate size
cuff. To do this the Research Assistant should first use the mom’s MUAC measurement to select the proper cuff
size. The MUAC measurement should fall within the range printed on the outside of the Omron Cuff. If the
participant’s MUAC measurement is right at the cut point, select the smaller-sized cuff. Next, the RA will locate
the brachial artery on the inside of the right arm using two or three extended fingers. The thumb should not be
used to locate the artery. The brachial artery is located on the inside of the elbow, just above the elbow crease
between the elbow and shoulder and slightly medial to the center of the arm (toward the body when arm is held
palm up). The cuff should then be placed on a bare arm. The Research Assistant should hold the arm steady
with one hand, align the “ART” arrow on the cuff with the participant’s brachial artery, and wrap the cuff snugly
around the arm (so that there is room for only 1 finger between the cuff and the arm). If the straight white line
on the outer edge of the cuff falls within the “size range” indicated on the inside of the cuff, than the fit is
correct. If the line is very close to or over the edge of the “size range,” the Research Assistant should choose a
cuff that is smaller or larger, as indicated. The fitting procedure should be repeated until the Research Assistant
finds a cuff that appropriately fits the participant. It is important to note that larger cuffs may sometimes cover
the participant’s elbow. This will not interfere with the measurement.
The Research Assistant should put the cuff on the participant and then make sure he/she is comfortable before
beginning the blood pressure measurement. Preferably, blood pressure readings should be taken when the
participant is calm and relaxed.
Protocol

• After the participant has been sufficiently introduced to the procedure, the Research Assistant should
connect the cuff to the threaded connector on the gray cord.
• Turn the machine on by pressing the ON/OFF power button.
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• Verify that the cuff and the participant are positioned correctly. The participant should be sitting quietly
and should be instructed not to speak during or between readings.
• Use the MODE dial to “SINGLE” to set the machine.
• Set the P-SET (inflation level setting) Knob to the target pressure value of 170 mmHg
▪ For moms, the blood pressure set point is 170 mmHg. This means that the cuff will inflate with
170 mmHg of pressure before beginning to release pressure and take a reading.
• Press the START button to begin the measurement procedure.
• After each measurement, the machine will display the single blood pressure reading on the screen.
• At that time, the Research Assistant should start the stop watch, record the state of the participant,
systolic pressure, diastolic pressure, and pulse on the Mid-Teen Blood Pressure Form – Mom (MBP17).
• The RA will then press the START button again one minute after the reading to take the next
measurement.
• Repeat the measurement until five complete readings have been obtained each one minute apart, the
Research Assistant should then take the cuff off of the participant and turn the machine off.
1. It is important to note that a set of five readings are required.
2. The Mid-Teen Blood Pressure Form allows for ten possible measurement trials. Ten possible
trials allow the Research Assistant to effectively obtain a complete set of readings. It is
important to note that all measurements, including those with errors, should be recorded. If
the machine displays an error code during one of the trials, the Research Assistant should record
“-9” and the reason for the error in all applicable fields. The Research Assistant should similarly
note the error, and any specific error codes displayed, in the comments section and continue
with the measurements until five consecutive readings are obtained.
3. Example: If three blood pressure measurements are obtained, an error code is displayed on the
fourth trial, and then two successful measurements follow, the Research Assistant would code
six blood pressure readings in total. These readings would be recorded in order, in the first nine
fields: the three initial readings (fields 1, 2and 3), the error trial “-9” (field 4) and the two
consecutive readings (fields 5 and 6).
Script

Now I’m going to measure your blood pressure using this automated machine.
First, I’m going to wrap this around your arm. The machine is going to take your blood pressure 5 times in a row
with a minute break in-between each measurement. I need to you sit as quietly and as still as possible, with your
feet flat on the floor, when the machine is running.
Only a few more to go.
That’s it. We’re all done!
Troubleshooting

Any error code that the machine displays should be noted. The owner’s manual should be referred to for
possible interventions. Alternatively, customer service can be reached at 1-877-216-1336 and the machine
can be sent to Omron Healthcare, Inc. 1925 W. Field Court Lake Forest, IL 60045 for repairs.
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Supporting Documents Not Included in the Protocol

1. Mid-Teen Blood Pressure Form – Mom (MBP17)

h. Handgrip Strength Protocol and Script
Introduction

Handgrip strength is a proxy for lean muscle mass. At the Mid-Teen Visit, Research Assistants will assess hand
grip strength on mom participants using the Jamar Plus Digital Handgrip Dynamometer. The RA will ask the
participant to squeeze the dynamometer as hard as possible a maximum of 3 times on each hand. The RA will
wait 30 seconds between each measurement.
Preparing for the Measurements

The RA should first administer the pre-test questions. A participant is excluded from this visit component if she
(1) has had hand/wrist surgery on both hands within the last 3 months or (2) is unable to hold the dynamometer
with both hands (e.g. missing arms, hands, thumbs on both hands, or paralysis of both hands). If the participant
has had hand/wrist surgery on 1 hand within the last 3 months or is unable to hold the dynamometer with 1
hand, she will only perform the handgrip strength exam using the opposite hand.
RA will first need to adjust the dynamometer handgrip before starting the measurement. To do this, ask the
participant to hold the dynamometer in one hand with the base of the device resting on her palm and her
thumb. While gripping the dynamometer, the first and second joint of the index finger should be parallel to the
handle. Adjust the handle accordingly to achieve correct hand positioning. The standard position for the
handgrip dynamometer will be the second position. The grip should only be adjusted if the mother’s hand is
much smaller or much larger than average. The wrist should be straight, in line with the wrist and forearm.
Verify grip size with the opposite hand. Most participants will have the same grip size for both hands. Adjust
device accordingly between measures.
Protocol

RA will administer pre-handgrip strength questions and adjust dynamometer accordingly (see above). RA will ask
the participant to remove any hand or wrist jewelry that may interfere with the handgrip test. The RA will
explain the process to the participant and demonstrate the technique using proper hand placement, breathing,
and stance.
The participant should stand with feet hips width apart and feet facing forward. The participant’s arm should be
at a 90⁰ angle at her side, slightly away from the body (to not interfere with hips or clothing).
Have the participant hold the dynamometer between her thumb and fingers with the handle resting on her
palm. The participant will begin the test using her left hand. She will alternate hands for each measurement.
When ready, ask the participant to take a deep breath in. On her exhale, she will squeeze the handle of the
handgrip as hard as possible. RA will count to 4 to ensure that maximum effort is reached, and the tell
participant to relax. RA will start the stop watch and begin the next measure after 30 seconds*.
RA should record value, hand used, and effort on HG17.
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After 30 seconds, ask the participant to repeat the measure using the opposite hand. Continue until participant
has completed 3 attempts with each hand.
*If participant is only able to complete the handgrip strength test with one hand, wait 60 seconds between
measures.
Script

This test is going to measure your hand and arm muscles using this handgrip device. Before we can start I need
to adjust this device to fit your hands. Please hold this with your (right/left) hand.
Great. Let me check to see if it needs to be readjusted for your other hand. Please hold the device in your
(opposite) hand. Thank you.
For the test, I’ll ask you to squeeze this hand grip as hard as you can. First, stand with your feet hip width apart
and your toes pointing forward, like this. Now hold your arm at a 90⁰ angle by the side of your body, slightly
always from your side so that it’s not touching your body, and squeeze the handle. Try not to lock your elbow or
lean forward when you squeeze.
You will take a breath in, then squeeze as you exhale. Squeeze as hard as you can until you can’t squeeze any
harder. I’ll tell you when to stop. Watch me. (Do the squeeze demo now.) We will test each hand 3 times. You will
switch hands between each measurement to give your muscles a rest. You will have 30 seconds between each
measurement. I’ll coach you through it.
Please hold the device in your left hand to start. When I instruct you, you are going to squeeze the handle as hard
as you can until you can’t squeeze any more.
Ready, take a breath in, blow it out and SQUEEZE. Squeeze as hard as you can until you can’t squeeze
anymore!
Great. We are going to wait 30 seconds, and then you are going to do the same thing with your other hand.
(Repeat bolded phrase for each measure)
…We’re half way done.
That’s it. All finished!
Troubleshooting

If participant is unable to stand to perform the handgrip strength test, she should perform the test in a seated
position. Her back should be straight in the chair and her arm should be at a 90⁰ angle at her side, slightly away
from the body, so as not to touch her hips or clothing.
If the participant has difficulty holding the dynamometer, she can perform the measurement with her upper
arm resting on a table or other object for support
Supporting Documents Not Included in the Protocol

1. Mid-Teen Hand Grip Strength Form – Mom (HG17)
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i. ASA24 Protocol and Script
Introduction
The Automated Self-Administered 24-Hour (ASA24) Dietary Assessment Tool is a web-based 24-hour recall tool
used to collect information on dietary intake. The ASA24 collects detailed information about all foods eaten in
the previous 24 hours, including: form, preparation, portion size, and additions. Using food codes from the USDA
Food and Nutrient Database for Dietary Studies (FNDDS), the program will assign nutrient contents to all
reported foods and give detailed information on intake of macro- and micronutrients, as well as individual foods
and food groups. The ASA24 uses images to help the participant accurately report portion sizes, prompts the
respondent to add or modify food, drink, and supplement choices at multiple points during the recall, and can
capture information on: where meals were eaten, whether meals were eaten alone or with others, television
and computer use during meals, source of foods consumed, and supplement intake.
Project Viva participants will be asked to complete 3 recalls – ideally, two on weekdays and one on a weekend
day. Participants will be asked to report all of the foods, beverages, and supplements they consumed on the day
before their in-person visit (or the day before they receive a text/email reminder from Viva staff) from 12:00 AM
to 11:59 PM. For participants who complete in-person visits, the first recall will be completed with an RA during
the visit, and the participant will complete the second and third recalls on their own at home (preferably during
the same week as the visit). For participants who request to do a mailed visit only or a Remote EMSI Visit, all
recalls will be completed on their own, at home, when instructed by Viva staff. The ASA24 Quick Start Guide
provides detailed instructions for completing the ASA24. The RA should follow the guide while helping the
participant to complete a recall during the visit. The participant will be given a copy of the Quick Start Guide to
take home, to help her complete additional recalls outside of the study visit.
Materials:
• ASA24 Quick Start Guide
• Laptop with Internet access
• Card with unique user name and password assigned to each participant
A Viva RA will be assigned as the primary ASA24 RA. This RA will lead ASA24 efforts under the guidance of the
Project Viva Data Manager and Operations Coordinator. The designated RA will be responsible for supervising all
ASA24 activities carried out by other RAs.
First Recall - In-Person
All participants—both moms and teens – who complete an in-person Mid-Teen Visit and provide consent for the
dietary recall will complete a RA-guided ASA24 recall during the visit.
1. RA will provide the participant with a brief overview of ASA24, explaining: what it is, why it is an important
visit component, and that the participant is to complete at least 3 recalls in total.
2. RA will review instructions for logging into the ASA24 platform. S/he will provide the participant with an
ASA24 card that has the ASA24 Respondent site URL, the participant’s ASA24 study ID, password, and first
name.
3. RA will walk participant through the recall, ensuring that the participant correctly progresses through the
recall and understand how to successfully complete it to the best of his or her ability. The RA is also
responsible for answering any questions that arise at this time.

39 | P a g e

4. At the end of the recall, the RA should show the participant how to download his or her report and make
sure the participant feels comfortable performing 2 additional recalls on his or her own.
5. RA will explain that the participant should be on the lookout for text and/or email prompts during the
upcoming week to complete the next two recalls. In order to minimize data bias, we will not tell the
participant when these prompts will come. Participants are expected to complete the recall within 24 hours.
If this is not done, the participant will be reminded either via email or by phone call to complete the recall.
RA Login for the ASA24 Researcher Website
Username/email: project_viva@harvardpilrigm.org
Password: @PViva1999
Important Links
Respondent Website: https://asa24.nci.nih.gov/
Researcher Website: https://asa24.nci.nih.gov/researchersite/
Instructions: https://asa24.nci.nih.gov/Researcher/assetsr/Researcher_Instructions.pdf#nameddest=SiteOverviewSection5
Script
The ASA24 is a dietary assessment tool, created by the National Institutes of Health. We are using it in Project
Viva to collect information about the foods you and other participants have eaten in the previous 24 hours. Just
like an electronic survey, you will fill out the assessment online. You will go through each meal you had the day
before, as well as any snacks, beverages (including water), and supplements you consumed.
We would like you to complete 3 recalls. We will go through the first one today, together. Over the next week, we
will send you text message or email reminders to complete 2 more recalls. If possible, we would like you to
complete your recall the day we send the reminder. On your own, you will login using the same URL, username,
and password noted on this card [RA hands participant ASA24 login card]. We recommend that you keep this
card in your wallet or bag until you complete your third recall.
As a thank you for completing your second and third recalls at home, we will send you a $10 Amazon e-gift card
for each of the recalls you complete at home. You can receive up to $20 in Amazon gift cards for completing two
recalls at home. We will email you your gift card after you complete your second recall, or one-week after you
complete your in-person visit, whichever comes first.
Do you have any questions before we begin?

j. Questionnaires, Interview, Contact Information and Incentives
Introduction

At the Mid-Teen visit, Viva mothers will be asked to: complete a general questionnaire, complete the Social
Responsiveness Scale-Second Edition (SRS-2), complete a RA-administered interview, and update her and her
teen’s medical and contact information. These visit components are also completed by participants who opt to
only participate via mail.
Protocol
Mid-Teen Interview

The Mid-Teen Interview (IN17) is to be completed with the participant in private, either at the Fenway site, at
the participant’s home, or over the phone. When an interview is conducted over the phone, the Research
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Assistant should select “9- Other” as the site at the top of the form. The date on the label should correspond to
the date the interview is completed, not the date of the visit. If a participant cannot be reached by phone to
complete the Mid-Teen Interview, a hardcopy of the interview can be mailed or a REDCap link to the interview
can be emailed to the participant to be completed on her/his own. In this case, the Research Assistant would
mark “Self-Administered” as the type of administration at the top of the form.
Mid-Teen Visit Contact Information Sheet

The Mid-Teen Contact Information Sheet (CI17) will be administered by the Research Assistant after the medical
information sheet. The script for obtaining this information should be read directly off the form. The RA will ask
the participant if there are any changes or updates to the information we have on file. The purpose of this is to
reduce participant burden updating their contact information if nothing has changed. In cases of mailed visits, it
is completed at home by the participant electronically (or on paper and mailed back to us in a pre-paid
envelope). The purpose of this form is to collect contact and primary care physician information for the mother
and teen.
Mid-Teen Questionnaire – For Parents; and Mid-Teen Social Responsiveness Scale – Second Edition (SRS-2)

The Mid-Teen Questionnaire (QU17) and SRS-2 will be completed by the participant at the end of the in-person
visit (if completed at home, the questionnaire is emailed back to us or mailed back to us in a pre-paid envelope).
The participant may choose to complete an electronic questionnaire, which is identical in content to the paper
questionnaire, using the REDCap survey tool. To complete an electronic questionnaire, a participant must
provide their permission and an email to which the survey link will be sent.
Incentives

Participants will be reimbursed a maximum of $162 in cash (or $182 if mom and teen participants complete
their visits separately), and $40 in electronic Amazon gift cards for completing the Mid-Teen Visit. The amount
they receive will be based on the following completed visit components:
• $50 for the teen in-person visit, $50 for the mom in-person visit
• $20 for travel reimbursement if they travel to the Fenway location. If mom and teen complete their inperson visits at 2 different times, they will each receive a $20 travel incentive. They will not receive the
$20 if the visit is done at the participant’s home or if Viva provides a taxi voucher.
• $15 for the teen blood draw, $15 for the mom blood draw
• $12 for teeth collection; $2 for teen and $10 for mother
• $10 electronic Amazon gift card for each 24-hour diet recall completed at home, up to $20 for each
participant for completing 2 recalls at home
• Both mom and teen participants will receive a pair of scrubs and Viva t-shirt
• Participants who complete the visit by mail, will receive $20. $10 will be enclosed with the first copy of
each mom and teen questionnaire. These participants will also receive a $10 electronic Amazon gift card
for each 24-hour diet recall completed at home, up to $20 for each participant for completing 3 recalls
at home
The Lead Finance RA prepares the incentives for the participant prior to the visit. He/she will store the money
paper clipped together with a sticky note on the front. The sticky note will contain the same visit information
and written in the same format as Google calendar. The envelope will be stored with the necessary receipt
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paperwork in a folder in the cabinets. When the RA leaves for a visit he/she should bring the entire folder with
the other visit folders.
Documentation of money given to participants is very important. Receipts and extra cash must be returned to
the Lead Finance RA immediately. All money and incentive paperwork must always be locked in Project Viva’s
filing cabinets.
Documentation of incentives is done by the secondary RA following the steps below:
1. Fill out the Mid-Teen Incentive Receipt (one for mom and one for teen) with the participants’ full names
and the last 4 digits of the ID number.
2. Check off what incentives you are giving to the participants on the Mid-Teen incentive receipts.
3. Remove the money from the envelope that has the participant’s information on it.
4. Count out the money for the participant, and ask her to sign the receipts.
5. Put all documentation back in the folder. Make sure the sticky note with the participant information is
shredded.
Script after the Contact Information Sheet is Complete

Great! You’re portion of the visit is almost complete, but [TEEN’S NAME] will take a little longer. I’m going to
leave you with the Mid-Teen Questionnaire – For Parents to complete. This is similar to questionnaires you’ve
seen in the past. You can leave it with [PRIMARY RA] when you are done.
We would also like to offer you your incentives for completing the Mid-Teen visit today. Your participation is very
important to us, and we really appreciate you taking the time to meet with us today.
In-person Visit

To thank you for your time we would like to offer you $50 in cash for your portion of the visit and $50 for [TEEN’s]
portion of the visit. Also, we would like to offer you $20 for travel [if no taxi voucher] and $15 for your blood
collection and $15 for [TEEN’s] blood collection [if completed]. Additionally, you and [TEEN] will each receive
$10 electronic Amazon gift cards for each 24-hour diet recall you complete at home, up to $20 each. Thank you
again for taking the time to meet with us today.
Home Visit

To thank you for your time we would like to offer you $50 in cash for your portion of the visit, $50 for [TEEN’s]
portion of the visit and $15 for your blood collection and $15 for [TEEN’s] the blood collection [if completed].
Additionally, you and [TEEN] will each receive $10 electronic Amazon gift cards for each 24-hour diet recall you
complete at home, up to $20 each. Thank you again for taking the time to meet with us today.
Blood Only Visit
To thank you for your time we would like to offer you and [TEEN] $15 each blood collection. Thank you again for
taking the time to meet with us today.
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Interviewing Techniques
I. Standardized Interviewing Principles

In order to effectively administer a research interview it is important to understand the role of the interviewer
and the respondent. The interviewer must deal with his/her own self-consciousness so as not to lead the
respondent to answer in a particular way. All interviews must be administered in a standard way by all
interviewers.
A. Getting into Role as Interviewer

1. Forget about yourself and think of the participant.
2. Do not express own views or opinions.
3. Restrain, even when you disagree or agree, to give comment to a person’s answer.
4. Do not sympathize or agree with the respondent’s answers. Stay neutral and put up a (friendly) wall
between you and the respondent.
5. While it is important to remain neutral, find a balance between warmth and tactful neutrality.
B. Standardization

1. All interviewers must read the questions the same way to each participant.
2. All answers should be recorded as they are said.
3. Act as a reporter, record answers exactly as they are said.
4. If the RA is unsure how to code an answer notes should be written in the margin and the issue should be
addressed via ‘inquiries.’
C. Bias

Bias is any influence or temperament of outlook to influence; prejudice; any deviation from true measure.
Without realizing it an interviewer may impact the answers of the respondent. Bias is to be avoided. There are
three types of bias that appear most often during interviews.
Three types of bias:

1. Style- the way an interviewer looks, acts, and talks.
a. Try to look neutral and calm. Do not appear distracted, rushed, or anxious.
2. Non-verbal-body language, facial expressions.
a. Do not let your reactions show. Do not appear to agree or disagree with, approve or disapprove
of the respondent’s answers.
3. Verbal-said or implied.
a. Most interview bias is a result of mistakes in asking question. Do not add words or try to reword
the question. Do not make assumptions about a respondent’s ability to understand.
D. Leading

Leading gives clues as to how you want the respondent to respond to the questions you are asking.
Three ways to avoid leading:

1. Do not add words
2. Do not give any information not listed on form or the QxQs
3. Read the questions and leaders how they are written
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E. Probing

Probing is a technique used to narrow a response or ask more information without leading the respondent to a
particular answer. A probe must be controlled and non-directive. Probing is the toughest part of standardized
interviewing. It combines the standardized interviewing principles of bias, leading and verbatim as well as indepth knowledge of study protocols.
Types of Probing:

1. Pausing - gives indication that the respondent hasn’t answered question
2. Re-read question - in a non-directive way, without emphasis on particular answers
The first probe that should always be used, is to re-read the question, emphasize key word/words
(underlined words in questions), and include parentheses (where applicable). This is the most effective
probe.
3. Ask for more information - be specific, but let the respondent do conversions. For example if the
question asks number of times per week, let the participant convert from “one a day” to “seven in seven
days”.
4. Stressing subjectivity - ask “what’s your opinion” or “best estimate”
5. Zeroing - get specific about month/time/year, if participant knows month, ask, “Was it the beginning,
middle or end of month?”
II. Administering Project Viva Interviews

The following guidelines are specific to the interviews administered in Project Viva.
A. Recording Beginning and End Time of Interview

Time recorded should be in military time (00:00-24:00) at the beginning and end of interview. Time can be
written in standard hours underneath TIME START on the interview, but should later be converted to military
time when cleaning forms.
B. Capitals versus Lower-case Letters

When reading questions in the interview, sentences, phrases, or options to participant in lower-case letters
should always be read. Anything that is all capital letters should not be read aloud to a participant.
C. Question Leaders

For a set of YES/NO questions, a leader is read before the options are read.
1. The full leader should always be read for the first question in a group.
2. If a group of questions is on multiple pages an abbreviated leader should be read for the first question on
the top of each new page.
3. If a respondent answers yes to a question, an abbreviated leader should be read for the subsequent
question.
D. Skip Patterns

Mastering skip patterns in interviews is essential for efficient data collection. Skip patterns are always in capital
letters and direct Research Assistant to next appropriate question.
Supporting Documents

1. Mid-Teen Questionnaire – For Parents (QU17)
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2. Mid-Teen Social Responsiveness Scale-2 (SRS-2)
3. Mid-Teen Interview (IN17)
4. Mid-Teen Visit Contact Information Sheet (CI17)
5. Mid-Teen Incentive Receipt – Teen
6. Mid-Teen Incentive Receipt - Mom
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Section II. Data Management
a. REDCap
REDCap is a secure, web-based research database and survey system developed by a multi-institutional
consortium and initiated at Vanderbilt University. The system is fully HIPAA compliant provided that security
features are utilized, and all study personnel will be trained on use of these features. REDCap may only be
accessed by authorized users who must log in to the system and can only view databases that they have been
given access to by the project administrator. Additionally, users can be given varying levels of data access (for
example, the ability to view de-identified data only, or rights to view but not edit data). REDCap also uses Secure
Sockets Layer (SSL) encryption of data, and provides complete audit reports documenting details of all changes
that are made to forms and individual fields. HPHCI IT has reviewed and approved the software for use in our
department.
Use of REDCap will allow us to increase the security of the data that we are collecting for Project Viva. We no
longer have to rely on an outside institution to house and maintain our database. The database will be hosted
on the HPHCI server and users must be logged in to the HPHCI network before they are able to access the HPHCI
REDCap system. Authorized Project Viva users (the Project Manager and Data Manager) will have the ability to
export data directly to statistical software programs for analysis, and we can restrict data export by other users.
Additionally, REDCap can export completely de-identified datasets, which will allow us to eliminate the
possibility of unauthorized individuals inadvertently receiving PHI.

b. Paper Files
All data collected on paper forms will be stored and locked in file cabinets surrounding the Project Viva cubicles.
RAs lock the cabinets nightly. The paper forms will be entered into REDCap shortly after data collection. The
paper forms will remain in Project Viva’s office until all data in conjunction with the Mid-Teen visit has been
collected and cleaned.
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Section III: Staff Training and Quality Control
Project Viva works under the train the trainer method. Staff trainings are hands-on, in-person trainings. Each
visit component has an assigned captain and co-captain. These two people are responsible for training the RA
on that visit component. The time spent on each visit component depends on the previous experience of the RA
in training, and the difficulty of the component. Hands-on experience is vital and other staff members may be
asked to volunteer as a practice subject. There will be more training required for the teen portion of the visit
due to the additional and more complicated visit components.
After the RA has been added to Viva’s protocol he/she will sit in on at least 2 visits conducted by different RAs,
more if the RA and his/her supervisor feel it is appropriate. The primary RA will inform the participant the
observing RA is in training, and will ask if it is okay for him/her to sit in on the visit. If the participant says no,
then the RA in training is not to observe the visit. The RA will need to observe 2 teen visits and 2 mom visits
separately.
For teen visits, the RA in training will then conduct at least 4 visits with a trained RA observing, at least one of
the observations must be by his/her supervisor. For mom visits, the RA in training will then conduct at least 2
visits with a trained RA observing, at least one of the observations must be by his/her supervisor. If the
observing RA sees the RA is making an error, he/she should correct the RA in training. As before, the participant
will be asked if it is okay.
The final step is the initial training process is a QC conducted by the Operations Coordinator for the mom and
teen visits separately. In this visit, the supervisor will observe, but will not intervene unless the RA is making a
large protocol violation. For this QC, the supervisor will use the mom or teen QC form, and will take diligent
notes on the conduct of the visit.
Within 1 week of the QC, the supervisor will type up the QC, meet with RA in training about the results and to
discuss any issues, and communicate any concerns with the Project Manager. If the supervisor feels the RA is
able to conduct the visit on his/her own, the supervisor will send an email to all staff and Emily Oken notifying
them that the RA is now able to complete visits on his/her own. At this point the RA is considered to be an “RA
in Training” for data collection purposes. If the RA in training needs additional training, a schedule for this will
be set up between the RA and Operations Coordinator. The Operations Coordinator should review the first 10
folders in detail to make sure the RA is not making any systematic errors in protocol or data collection. The Data
Manager may also randomly choose folders to QC also to assess this.
Six months after the initial QC was passed, the supervisor will conduct a follow-up QC. This process will be the
same as the initial QC. After this QC, assuming no issues were identified, the RA is now considered to be a fully
trained RA and no longer needs to check “RA in Training” on forms. QCs will be conducted annually after this
point.
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Additional Viva Protocols Pertaining to the MidTeen Visit:
1. Data Entry Protocol
2. Tracking Protocol
3. Disenrollment Protocol
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