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Study Calendar
Visit 1 Visit 2 Visit 3 Visit 4 Visit 5 Visit 6 Visit 7 1Visit 8 Visit 9
 Week -4 Week 0 | Week 1 | Week2 | Week3 | Week4 | Week 6 Week8 | Week 10
écreenl Enroll  Follow- increase Follow- ¥Follow- Follow- Follow- Endof
up intake  lup 3P Lp up Study
Start Start Stop
intake Level 15g/d {15g/d {3.0g/d {3.0g/d 13.0g/d {3.0g/d }|3.0g/d
Medical X
- History
- Limited
Physicai2 X
Pregnancy
Testing3 X
Adverse
Events? X X X X X X X X
Concomitant
Medications® X X X X X X X X X
Diet/Menses
Review® X X X X X X X X X
Vital Signs &
Weight” X X X X X X X X X
Local Labs® X X X X X X X
Health
Surveys? X X X X X X X X X
Stool
Sampling10 X X X X X

FIG. 8
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Footnotes

kY

2

4)

5)

6}

7
8

10}

Consumption of iron supplements was stopped, or iron containing multivitamins were switched

to vitamins not containing iron, for at least four weeks before screening. Screening took place

up to four weeks prior to enroliment. The time between screening and enroliment was

minimal as practical.

Limited physical exam by a licensed physician or advanced practice nurse targeting the circulatory and
digestive systems

Urine was collected from all female participants for pregnancy testing.

AE review began at the time of enroliment and continued until Week 10/Visit 9 and was
completed by clinical personnel at every visit.

Current concomitant medication and dose capture, including compliance with Composition A,
began at the time of screening (30 days prior} and continued until Week 10/Visit 9 and was
completed by clinical personnel at every visit.

General questioning about dietary changes and menses status and regularity since last

contact was completed by clinical personnel at every visit,

Vital signs included blood pressure, heart rate, temperature and weight.

Local labs included serum iron, TIBC, serum ferritin, C-reactive protein, CBC with differential, and
CMP

Health Survey questionnaires were reviewed for completeness, unreported AEs or discrepancies in
the subject’s health

record, and collected by clinical personnel at every visit.

Screening stool sample was collected as close to the enroliment visit as possible. Week 8 stool
sample was collected just prior to discontinuation of Composition A. All other stool samples
were collected just prior to the coinciding visit.

FIG. 5 Continued
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FACYT Fatigue Scale (Version 4}

Please circle or mark one number per line to indicate your response as it applics to the past 7
davs.

Vot Alittle Some- Quite Very

at ali bit what abit  much
Teel fatigmed L oo vmurmrmsse o g s e ves v s o sinesspeane U i 2 3 4
Teel weak all over .. im0 i 2 3 4
1 foel bistless ("washed oul™ ) v e cmsensinsenses. O 1 2 3 4
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Fhave trouble findshing things because [ amp tired v ee O i

©2
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I am able to do my vsual actVIHES . orvrvovenrnr e, U i 2 3 4
I nead to sleep during the day ..ot sieaanes O i 2 3 4
Lam oo tired 1o eal i, ORI ¢ 1 2 3 4
1 need help doing my usual activifies v mees O 1 2 3 4

{ am frustrated by being too tived to do the things T want

P
oy
2
W
iy

3
Tk
Lo

{ have to limit my social activily because Fam tired ... O i
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HEALTH

RAND = RAND Heshth Care » Surveys > RAMD Medical Quicomes Study » 38-liem Short Form Survey (SF-38) »

36-ltem Short Form Survey Instrument (8F-
36)

RAND 36-ltem Health Survey 1.0 Questionnaire ltems

Choose one option for each questionnaive item,

1. In general, would you say your health is:
O 1~ Excellent

O 2-Very good

O 3-Good

O 4-Fair

O 5-Pour

2. Compared to one Year ago, how would you rate your health in general now?
O 1-Much better now than one year ago

O 2 - Somewhat better now than one year ago

b 3 - About the same

O 4~ Somewhat worse now than one year ago

O 5~ Much worse now than one year ago

FiG. 11A
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The following ftems ave about activities vou might do during a typical day. Does youy
health now Bmit you in these activities? If so, how much?

Yes,

Hmitad &

ot
3. Vigorous acthvities, such as running, ifting heavy ahjects, 2
partivipating in sirenuous sporis
4. Modsrate activities, such as moving a table, pushing a s Cha
vacuum cleaner, bowling, or plaving goif
g, Lifting or carrying grogeries 1 AR 2
8. Climbing several flights of stairs n
7. CHmbing one flight of stairs i T S
8 2 §
g, Walking mors than a mile Ty & 5
10, Walking several blocks o
11 Walking one bisck Ty T
12 Bathing ot dressing vourself T g 3

FIG. 1B
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How TRUE or FALSE is each of the following statements for you

Definitely  Mostly  Don't Maostly Definitely

frue frug know falsa false
33, Iseem to get sicka little sasior than )1 Oz S 4 s
other people
44, Lam a5 healthy asanybody Lmow {01 OF 3 .y Os
38, Luxpect my health to get worse i "2 SE! Ya @ ¥
36, My health is excellent ™y Ty My (g g

ABOUT

The RAND Corporation is a resaarch organization that develops solutions to public policy challenges to help make
communities throughout the world safer and more secure, healthier and more prosperous. BAND ks nonprofit, nonpartisan,
and commintad to the public Inrerest.

1776 Maois 3reet
Senim Moz, Calfomin $0401.3308

FIG, 1IF
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Please record any sympioms you may have had today (tick one box for
each symplom experienced)
Absent i didd not have this symptom at all

Mild ! had this symptom occasionally, but it did not really bother me

Moderate [ had this symptom often, if bothered me quite a bif

Severe { had this sympiom very often, it bothered me a great deal
Absent Mild Moderate  Severe

Have you felt any nausea M n 1 H

{wanting to vomit) today?

Have you actually vomited
today?

0

Have you had heartburn
- {burning in chest) today?

Have vou had abdominal
pain today?

o o

Have you had a headache
today?

Have you been breathless
today?

Have you had diarrhoesa
today?

Have you had i 1 N i

constipation today?

1 R I T U U I S O S
o 0O o oo o o
5 S I S 1 S 6 T IS O I

A R

WHQW many bowel movements have you had today? {Specify) Ef:} {:}
- is this normal for you? ves L] no L]

How many of your bowel movementis were black? (Specify) E::i {::E

- Did you take your tablets today? (if yes, please tick box)

Morning ] Evening ]
if you did not take either of your tablets, please explain why?

FiG. 14
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dose iron supplementation (35 /g chow) for 11 days
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