Schema — The Healthy Diet & Lifestyle 2 Protocol (HDLS2)

Recruitment/Eligibility Call
Interviewers: screen volunteers via phone calls for eligibility, obtain informed consent

Week

v

Eligibility Visit #a — UHCC Clinic
Clinic staff: confirm informed consent, fasting blood draw for biochemistry, snacks, anthropometry, DXA
(pregnancy test for pre-menopausal women), questionnaires.
Dietitians: instructions to complete 4-day mFR (mFR #1) and 7-day activity monitor (#1) before Visit 1

v

Eligibility Visit #b — UH MR Research Center
Staff: confirm MRI compatibility, metal scan, provide an activity monitor (#1) and stool kit (#1)

Eligibility Exams

v

Study Visit 1 — UHCC Clinic
Clinic staff: fasting blood draw, mouthwash, blood pressure, heart rate, snacks, anthropometry, DXA (pregnancy
test), questionnaires, receive stool sample, receive activity monitor.
Dietitians: clarify mFR data as needed, randomize participants to IER+MED or DER/MED diet groups, provide
group-specific detailed dietary advice and physical activity plan

Baseline
Measurement
and Randomization

N2 N2

IER+MED DER/MED
Dietary Intervention and physical activity modification begin on the day of Visit 1.

N2 N2

Dietitians: phone/video counseling in Week 1, 2, 3

v

Dietitians: phone/video counseling in Week 4, instruct to complete a 4-day mFR (#2)

v

Dietitians: phone/video counseling in Week 6

v

Dietitians: phone/video counseling in Week 8, instruct to complete a 4-day mFR (#3)

v

Dietitians: phone/video counseling in Week 10,
instruct to complete a 4-day mFR (#4) and 7-day activity monitor #2) in Week 11 before Visit 2
Interviewers: mail activity monitor #2

9-11

v

Study Visit 2 — UHCC Clinic
Clinic staff: repeat procedures in Visit 1 (no stool collection), provide stool kit (#2)
Dietitians: review mFR (#4) data, reinforce using motivational interviewing
UH MR Research Center
Staff: confirm MRI compatibility, metal scan, receive stool sample, receive activity monitor

12

v

Dietitians: phone/video counseling in Week 14

| 13-15 |

v

Dietitians: phone/video counseling in Week 16, instruct to complete a 4-day mFR (#5)

v

Dietitians: phone/video counseling in Week 18

| 17-19 |

v

Dietitians: phone/video counseling in Week 20, instruct to complete a 4-day mFR (#6)

v

Healthy
Diet & Lifestyle
Intervention

Dietitians: phone/video counseling in Week 22,
instruct to complete a 4-day mFR (#7) and 7-day actigraphy (#3) in Week 23 before Visit 3
Interviewers: mail activity monitor #3

21-23

v

Study Visit 3 — UHCC Clinic
Clinic staff: repeat Visit 1 (no stool collection), Exit Questionnaire, provide stool kit (#3)
Dietitians: review mFR (#7) data, provide a maintenance plan
UH MR Research Center
Staff: confirm MRI compatibility, metal scan, receive stool sample, receive activity monitor

24

v

Interviewers: schedule visit
Dietitians: instruct to complete a 4-day mFR (#8) in Week 47 before Visit 4

47

v

Study Visit 4 (Post-Intervention Visit) — UHCC Clinic
Clinic staff: anthropometry, DXA (pregnancy test), questionnaires
Dietitians: review mFR (#8) data

48

J

Follow-up




