Dataset-Level Metadata for PATIENT

Variable Value

DESCRIPTION Dataset used for DSMBs

KEYFIELDS

STRUCTURE One observation per subject

INPUT_NOTES

OUTPUT_NOTES

NOTES:

- All dates were converted to the number of days from the subject’s date of informed consent for the phase II pilot transfusion study (variable
P1INFCDT, see description in table below).

- All created study day variable names end with “DY”.

- PT_ID is in included in the data instead of ID which is a randomly generated fake ID

- For deidentification purposes, some variables have been removed from the final analysis datasets. These are the variables you'll see crossed out
in redacted 'black’ in the specifications below to avoid confusion. Some of these also included phase II variables.

- IDs and DATES used as hardcodes in the variable definition fields have also been redacted for the same reasons.

- Red text items: ignore these as they were for internal use and represent the more recent updates.
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Variable-Level Metadata for 329 Variables in Table PATIENT

Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]

Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
1 | ID 1 Cc7 Subject ID = DEMOMSTR.ID $7. 18DEC08:14:10 | Yes
: | Bl B B H |-
3 | COHORT 3 Cc7 Study group = 'Control', if $7. 18SEP08:09:47 | Yes
DEMOMSTR.DIAGNOS = "'AA' or 'AA (control group)' or "
and INCC.INFCDT ne missing
and INCS.INFCDT = missing
='Case', if DEMOMSTR.DIAGNOS ne 'AA'
and INCS.INFCDT ne missing
and INCC.INFCDT = missing
+« | | | F H | e
5 [ P1INFCDT 5 N8 Subject's date of = INCSMSTR.INFCDT, if COHORT = 'Case' DATES. | 18DEC08:10:10 | Yes
informed consent for | = INCCMSTR.INFCDT, if COHORT = 'Control'
phase one
6 |P1ELIGYN 6 C3 Did subject meet all = EXCSMSTR.ELIGYN, if COHORT = 'Case' $3. 05NOV07:15:56 | Yes
eligibility requirements | = EXCCMSTR.ELIGYN, if COHORT = 'Control'
for phase one?
7 | PIENROLYN 7 C3 Was subject enrolled | = EXCSMSTR.ENROLYN, if COHORT = 'Case' $3. 07NOV07:08:35 | Yes
into phase one of the | = EXCCMSTR.ENROLYN, if COHORT = 'Control'
study?
T | . = | — e
9 |DOBDT 9 N8 Subject date of birth = DEMOMSTR.DOBDT DATE. | 18DEC08:14:14 | Yes
10 | AGEGROUP 10 C5 Subject age group = DEMOMSTR.AGE $5. 18DEC08:14:14 | Yes
11 | AGE 11 N8 Subject age at time of | = (P1INFCDT - DOBDT)/ 365.25 8.2 07NOV07:08:36 | Yes
informed consent
12 | GENDER 12 C6 Subject gender = DEMOMSTR.GENDER $6. 18DEC08:14:14 | Yes
13 | AMERIND 13 N8 Subject = DEMOMSTR.AMERIND 1. 18DEC08:14:14 | Yes
race - American
Indian/Alaska native
14 | ASIAN 14 N8 Subject race - Asian = DEMOMSTR.ASIAN 1. 18DEC08:14:15 | Yes
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Variable-Level Metadata for 329 Variables in Table PATIENT

Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]

Display order [ORDER, NAMES] Filtering [|] Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
15 | AFRAMER 15 N8 Subject race - Black = DEMOMSTR.AFRAMER 1. 18DEC08:14:15 | Yes
or African-American
16 | HAWAII 16 N8 Subject race - Native | = DEMOMSTR.HAWAII 1. 18DEC08:14:16 | Yes
Hawaiian or Other
Pacific Islander
17 | WHITE 17 N8 Subject race - White = DEMOMSTR.WHITE 1. 18DEC08:14:16 | Yes
18 | RACEOT 18 N8 Subject race - Other = DEMOMSTR.RACEOT 1. 18DEC08:14:16 | Yes
19 | ETHNIC 19 C22 Subject Ethnicity = DEMOMSTR.ETHNIC $22. 18DEC08:14:17 | Yes
20 | GRADE 20 C19 Highest Level of = DEMOMSTR.GRADE $19. 18DEC08:14:17 | Yes
Education Completed
21 | GRADE_ 21 C3 Subject has less than | ='Yes', if GRADE in ('none', '1', '2', '3, '4', '5', '6', '7", '8") $3. 07NOV07:08:37 | Yes
LTE8YRS 9 years of formal ='No', otherwise
education
22 | GRADE_9TO1 22 C3 Subject has at least 9 | ='Yes', if GRADE in ('9', '10', '11") $3. 200CT08:12:32 | Yes
1YRS years of formal ='No', otherwise
education but less
than 12
23 | GRADE_CHS 23 C3 Subject has completed| = 'Yes', if GRADE in ('12', 'GED") $3. 200CT08:12:32 | Yes
high school ='No', otherwise
24 | GRADEGT12Y 24 C3 Subject has more than | ='Yes', if GRADE in ('some college', 'bachelor's degree’, 'technical training', 'associate's degree', 'master's $3. 18DEC08:10:11 | Yes
RS 12 years of formal degree’, 'PhD/Professional’)
education ='No', otherwise
25 | GRADEGROU 25 C22 Education group ='At least 8 yrs.", if GRADE_LTE8YRS = 'Yes' $22. 07NOV07:08:38 | Yes
P ='Between 9 and 11 yrs.', if GRADE_9TO11YRS = 'Yes'
= 'Completed high school', if GRADE_CHS = 'Yes'
="More than 12 yrs.", if GRADE_GT12YRS = 'Yes'
= missing otherwise.
26 | ELECDT 26 N8 Date of = DEMOMSTR.ELECDT DATEO. | 18DEC08:14:19 | Yes
electrophoresis
27 | DIAGNOS 27 Cc18 Diagnosis = DEMOMSTR.DIAGNOS $18. 18DEC08:14:19 | Yes
28 | HGBA 28 N8 Percent A hemoglobin | = DEMOMSTR.HGBA 5.1 18DEC08:14:19 | Yes
29 | HGBS 29 N8 Percent S hemoglobin | = DEMOMSTR.HGBS 5.1 18DEC08:14:20 | Yes
30 | HGBF 30 N8 Percent F hemoglobin | = DEMOMSTR.HGBF 4.1 18DEC08:14:20 | Yes
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Variable-Level Metadata for 329 Variables in Table PATIENT

Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]
Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
31 | HGBA2 31 N8 Percent A2 = DEMOMSTR.HGBA2 5.1 18DEC08:14:21 | Yes
hemoglobin
32 | HGBOTH 32 N8 Percent other = DEMOMSTR.HGBOTH 5.1 18DEC08:14:21 | Yes
hemoglobin
3 P | N F | I . | =
| F | N I I =
n (N E || N - ] Il | =
I = B F ] H (I =
| P | N F | H (I =
38 | MMSEASSDT 38 N8 MMSE assessment = MMSEMSTR.TODAYDT DATE9. | 200CT08:12:19 | Yes
date
39 | MMSETOT 39 N8 MMSE total score = MMSEMSTR.MMSETOT 2. 07NOV07:08:40 | Yes
40 | POMASSDT 40 N8 POMS assessment = POMSMSTR.ASSDT DATE9. | 07NOV07:08:40 | Yes
date
41 | DEPRESS 41 N8 POMS = POMSMSTR.DEPRESS 2. 10JUN09:09:12 | Yes
depression-dejection
score
42 | PSSASSDT 42 N8 PSS assessment date | = PSSTMSTR.ASSDT DATE9. | 07NOV07:08:41 | Yes
43 | PSSQ1 43 N8 PSS question 1 = INPUT(SUBSTR(PSSTMSTR.PSS1,1,1), 8.0) 1. 07NOV07:08:41 | Yes
44 | PSSQ2 44 N8 PSS question 2 = INPUT(SUBSTR(PSSTMSTR.PSS2,1,1), 8.0) 1. 10JUN09:09:12 | Yes
45 | PSSQ3 45 N8 PSS question 3 = INPUT(SUBSTR(PSSTMSTR.PSS3,1,1), 8.0) 1. 10JUN09:09:12 | Yes
46 | PSSQ4 46 N8 PSS question 4 =4, if INPUT(SUBSTR(PSSTMSTR.PSS4,1,1),8.0) =0 1. 10JUN09:09:12 | Yes
=3, if INPUT(SUBSTR(PSSTMSTR.PSS4,1,1), 8.0) =1
=2, if INPUT(SUBSTR(PSSTMSTR.PSS4,1,1), 8.0) = 2
=1, if INPUT(SUBSTR(PSSTMSTR.PSS4,1,1), 8.0) = 3
=0, if INPUT(SUBSTR(PSSTMSTR.PSS4,1,1), 8.0) = 4
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Variable-Level Metadata for 329 Variables in Table PATIENT 5

Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]
Display order [ORDER, NAMES] Filtering [|] Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
47 | PSSQ5 47 N8 PSS question 5 =4, if INPUT(SUBSTR(PSSTMSTR.PSS5,1,1), 8.0) =0 1. 10JUN09:09:12 | Yes
=3, if INPUT(SUBSTR(PSSTMSTR.PSS5,1,1), 8.0) = 1
=2, if INPUT(SUBSTR(PSSTMSTR.PSS5,1,1), 8.0) = 2
=1, if INPUT(SUBSTR(PSSTMSTR.PSS5,1,1), 8.0) =3
=0, if INPUT(SUBSTR(PSSTMSTR.PSS5,1,1), 8.0) = 4
48 | PSSQ6 48 N8 PSS question 6 = INPUT(SUBSTR(PSSTMSTR.PSS6,1,1), 8.0) 1. 10JUN09:09:12 | Yes
49 | PSSQ7 49 N8 PSS question 7 =4, if INPUT(SUBSTR(PSSTMSTR.PSS7,1,1), 8.0) =0 1. 07NOV07:08:43 | Yes
=3, if INPUT(SUBSTR(PSSTMSTR.PSS7,1,1), 8.0) = 1
=2, if INPUT(SUBSTR(PSSTMSTR.PSS7,1,1), 8.0) = 2
=1, if INPUT(SUBSTR(PSSTMSTR.PSS7,1,1), 8.0) =3
=0, if INPUT(SUBSTR(PSSTMSTR.PSS7,1,1), 8.0) = 4
50 | PSSQ8 50 N8 PSS question 8 =4, if INPUT(SUBSTR(PSSTMSTR.PSS8,1,1), 8.0) =0 1. 10JUN09:09:12 | Yes
=3, if INPUT(SUBSTR(PSSTMSTR.PSS8,1,1), 8.0) = 1
=2, if INPUT(SUBSTR(PSSTMSTR.PSS8,1,1), 8.0) = 2
=1, if INPUT(SUBSTR(PSSTMSTR.PSS8,1,1), 8.0) =3
=0, if INPUT(SUBSTR(PSSTMSTR.PSS8,1,1), 8.0) = 4
51 | PSSQ9 51 N8 PSS question 9 = INPUT(SUBSTR(PSSTMSTR.PSS9,1,1), 8.0) 1. 07NOV07:08:43 | Yes
52 | PSSQ10 52 N8 PSS question 10 = INPUT(SUBSTR(PSSTMSTR.PSS10,1,1), 8.0) 1. 07NOV07:08:43 | Yes
53 | PSSSUMSCO 53 N8 PSS summary score | = PSSQ1 + PSSQ2 + PSSQ3 + PSSQ4 + PSSQ5 + PSSQ6 + PSSQ7 + PSSQ8 + PSSQ9 + PSSQ10 2. 07NOV07:08:43 | Yes
RE
54 | BTOBTESTDT 54 N8 Date 1 of phase one = BTOBMSTR.TESTDT, where PHASE = 1000 and PARSEQ = 000000 or PHASE = 1000 and DATES. | 07NOV07:08:43 | Yes
11 NP battery PARSEQ = 000001 whichever record has the earliest date for BTOBMSTR.TESTDT.
assessment
55 | BATOBS111 55 C3 Under influence of = BTOBMSTR.DATOBS1, where PHASE = 1000 and PARSEQ = 000000 or PHASE = 1000 and $3. 07NOV07:08:44 | Yes
prescribed PARSEQ = 000001 whichever record has the earliest date for BTOBMSTR.TESTDT.
medication, phase
one, date 1
56 | BATOBS112 56 C3 Non-prescribed = BTOBMSTR.DATOBS2, where PHASE = 1000 and PARSEQ = 000000 or PHASE = 1000 and $3. 07NOV07:08:44 | Yes
neurocog impairing PARSEQ = 000001 whichever record has the earliest date for BTOBMSTR.TESTDT.
drugs taken in past 24
hours, phase one,
date 1
57 | BATOBS113 57 C3 Subject inattentive or | = BTOBMSTR.DATOBS3, where PHASE = 1000 and PARSEQ = 000000 or PHASE = 1000 and $3. 07NOV07:08:44 | Yes
sedated, phase one, PARSEQ = 000001 whichever record has the earliest date for BTOBMSTR.TESTDT.
date 1
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Variable-Level Metadata for 329 Variables in Table PATIENT

Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]

Display order [ORDER, NAMES] Filtering [|] Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
58 | BATOBTESTD 58 N8 date 2 of phase one = BTOBMSTR.TESTDT, where PHASE = 1000 and PARSEQ = 000000 or PHASE = 1000 and DATES. | 07NOV07:08:44 | Yes
T12 NP battery PARSEQ = 000001 whichever record has the latest date for BTOBMSTR.TESTDT.
assessment Note: If BTOBMSTR does not have a record where PHASE = 1000 and PARSEQ = 000001, then
BTOBTESTDT12 should be missing.
59 | BATOBS121 59 C3 Under influence of = BTOBMSTR.DATOBS1, where PHASE = 1000 and PARSEQ = 000000 or PHASE = 1000 and $3. 07NOV07:08:44 | Yes
prescribed PARSEQ = 000001 whichever record has the latest date for BTOBMSTR.TESTDT.
medication, phase Note: If BTOBMSTR does not have a record where PHASE = 1000 and PARSEQ = 000001, then
one, date 2 BTOBTESTDT12 should be missing.
60 | BATOBS122 60 C3 Non-prescribed = BTOBMSTR.DATOBS2, where PHASE = 1000 and PARSEQ = 000000 or PHASE = 1000 and $3. 07NOV07:08:45 | Yes
neurocog impairing PARSEQ = 000001 whichever record has the latest date for BTOBMSTR.TESTDT.
drugs taken in past 24 | Note: If BTOBMSTR does not have a record where PHASE = 1000 and PARSEQ = 000001, then
hours, phase one, BTOBTESTDT12 should be missing.
date 2
61 | BATOBS123 61 C3 Subject inattentive or | = BTOBMSTR.DATOBS3, where PHASE = 1000 and PARSEQ = 000000 or PHASE = 1000 and $3. 07NOV07:08:45 | Yes
sedated, phase one, PARSEQ = 000001 whichever record has the latest date for BTOBMSTR.TESTDT.
date 2 Note: If BTOBMSTR does not have a record where PHASE = 1000 and PARSEQ = 000001, then
BTOBTESTDT12 should be missing.
62 | WAISASSDT1 62 N8 Phase one WAIS-III = WAISMSTR.ASSDT, where phase = 1000 DATE9. | 07NOV07:08:45 | Yes
assessment
63 | WAISSPIQIND 63 N8 Phase one WAIS-III = WAISMSTR.PIQIND, where phase = 1000 3. 07NOV07:08:45 | Yes
1 PIQ index score
64 | PICOMPDT 64 N8 Phase one study = SCPNMSTR.TODAYDT DATES. | 07NOV07:08:45 | Yes
completion date
65 | P1IHISTORCO 65 C3 Phase one history and | = SCPNMSTR.HISTRO $3. 07NOV07:08:45 | Yes
MPLTE physical component
completed
66 | PIMMSECOM 66 C3 Phase one MMSE = SCPNMSTR.MMSE $3. 07NOV07:08:45 | Yes
PLTE component completed
67 | PIPOMSCOM 67 C3 Phase one POMS = SCPNMSTR.POMS $3. 07NOV07:08:46 | Yes
PLTE component completed
68 | PIMRICOMPL 68 C3 Phase one MRI = SCPNMSTR.MRI $3. 07NOV07:08:46 | Yes
TE component completed
69 | P1IPSSCOMPL 69 C3 Phase one PSS = SCPNMSTR.PSS $3. 07NOV07:08:46 | Yes
TE component completed
70 | PIWAIS3COM 70 C3 Phase one WAIS-III = SCPNMSTR.WAIS3 $3. 07NOV07:08:47 | Yes
PLTE component completed
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Variable-Level Metadata for 329 Variables in Table PATIENT

Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]
Display order [ORDER, NAMES] Filtering [|] Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
71 | PIWJRCOMP 71 C3 Phase one = SCPNMSTR.WJR $3. 07NOVO07:08:47 | Yes
LTE Woodcock-Johnson
component completed
72 | PIDCFASCO 72 C3 Phase one D-KEFS = SCPNMSTR.DCFAS $3. 07NOV07:08:47 | Yes
MPLTE component completed
73 | PIWCSTCOM 73 C3 Phase one WCST = SCPNMSTR.WCST $3. 07NOV07:08:47 | Yes
PLTE component completed
74 | PITEACOMPL 74 C3 Phase one TEA = SCPNMSTR.TEA $3. 07NOV07:08:47 | Yes
TE component completed
75 | PICVLTECOM 75 C3 Phase one CVLT-II = SCPNMSTR.CVLT3 $3. 07NOV07:08:47 | Yes
PLTE component completed
76 | PIWMS3COM 76 C3 Phase one WMS-III = SCPNMSTR.WMS3 $3. 07NOV07:08:48 | Yes
PLTE component completed
77 | PIMRIDEBCO 77 C3 Phase one MRI = SCPNMSTR.MRIDEB $3. 07NOV07:08:48 | Yes
MPLTE debriefing completed
78 | PINPDEBCO 78 C3 Phase one NP battery | = SCPNMSTR.NPDEB $3. 07NOV07:08:48 | Yes
MPLTE debriefing completed
79 | P1SUBDISP 79 C45 Phase one subject = SCPNMSTR.SUBDISP $45. 07NOV07:08:48 | Yes
disposition
80 | PIWITHDRW 80 C126 | Primary reason for = SCPNMSTR.WITHDRW $126. | 07NOV07:08:48 | Yes
early withdrawal,
phase one
81 | PIADVEXPS 81 C100 | Adverse experience = SCPNMSTR.ADVEXPS $100. | 07NOV07:08:48 | Yes
causing
discontinuation, phase
one
82 | PIDEATHYN 82 C3 Did subject die during | = SCPNMSTR.DEATHYN $3. 07NOV07:08:49 | Yes
phase one?
83 | PIDEATHDT 83 N8 Date of death during | = SCPNMSTR.DEATHDT DATES. | 07NOV07:08:49 | Yes
phase one
o |- | I i1
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Variable-Level Metadata for 329 Variables in Table PATIENT

Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]

Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]
1 variable(s) with changes

debriefing question 3

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
ar— K - I — i1
o (I | W F ] N |
87 | PIWITHDRWI 87 C3 Patient did not meet all| = 'Yes', if PIWITHDRW = 'Subject did not meet all inclusion and/or exclusion criteria upon further work-up' $3. 18DEC08:10:11 | Yes
NCEXC inc/exc study criteria, | ='No’, otherwise
phase one
88 | PIWITHDRW 88 C3 Patient withdrew due | ='Yes', if PIWITHDRW = 'Adverse experience or significant intercurrent illness' $3. 18DEC08:10:11 | Yes
AE to an AE, phase one ='No', otherwise
89 | PIWITHDRW 89 C3 Patient died, phase ="'Yes', if PIDEATHYN = "Yes', $3. 07NOV07:08:50 | Yes
DEATH one ='No', if PIDEATHYN = 'No' or PIDEATHYN = missing.
90 | PIWITHDRW 90 C3 Patient requested to ="Yes', if PAWITHDRW = 'Subject requested to withdraw' $3. 18DEC08:10:11 | Yes
REQUEST withdraw, phase one ='No', otherwise
91 | PIWITHDRW 91 C3 Patient was ="Yes', if PAWITHDRW = 'Subject was non-adherent, or protocol violation' $3. 18DECO08:10:11 | Yes
PROVIO non-adherent or had a | = 'No', otherwise
protocol violation,
phase one
92 | PAWITHDRWL 92 C3 Patient was lost to ="Yes', if PAWITHDRW = 'Subject lost to follow-up' $3. 18DEC08:10:11 | Yes
OST follow-up, phase one | ='No', otherwise
93 | PAIWITHDRW 93 C3 Patient withdrew for ="Yes', if PISUBDISP = 'Subject did not complete the study' and (P1WITHDRW = 'Other’ or 'Administrative $3. 18DEC08:10:12 | Yes
OTHER other reasons, phase | reasons' or 'Pregnancy’ or 'In the doctor's opinion the subject's health, safety and/or well-being is threatened
one by continued participation in the study')
='No’, otherwise
94 | PINPBATDT 94 N8 Date of phase one = DEB1MSTR.NPBATDT DATE9. | 07NOV07:08:51 | Yes
battery completion
95 | PIBATDBDT 95 N8 Date of phase one = DEB1MSTR.BATDBDT DATE9. | 07NOV07:08:51 | Yes
battery debriefing
9% | P1BATDBQ1 96 C3 Phase one NP = DEB1MSTR.BATDBQ1 $3. 07NOV07:08:51 | Yes
debriefing question 1
97 | PIBATDBQ2 97 C3 Phase one NP = DEB1MSTR.BATDBQ2 $3. 07NOV07:08:51 | Yes
debriefing question 2
98 | P1IBATDBQ3 98 C15 Phase one NP = DEB1MSTR.BATDBQ3 $15. 07NOV07:08:51 | Yes
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Variable-Level Metadata for 329 Variables in Table PATIENT

Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]
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debriefing question 2

Var Type/ Latest

# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use

99 | P1BATDBQ4 99 C3 Phase one NP = DEB1MSTR.BATDBQ4 $3. 07NOV07:08:52 | Yes
debriefing question 4

100 | P1IBATDBQ5 100 C3 Phase one NP = DEB1MSTR.BATDBQ5 $3. 07NOV07:08:52 | Yes
debriefing question 5

101 | P1IBATDBQ6 101 C3 Phase one NP = DEB1MSTR.BATDBQ6 $3. 07NOV07:08:52 | Yes
debriefing question 6

102 | P1IBATDBQ7 102 C3 Phase one NP = DEB1MSTR.BATDBQ7 $3. 07NOV07:08:52 | Yes
debriefing question 7

103 | PIMRIDT 103 N8 Date of phase one = DEB1MSTR.MRIDT DATE9. | 07NOV07:08:52 | Yes
MRI

104 | PIMRIDBDT 104 N8 Date of phase one = DEB1MSTR.MRIDBDT DATE9. | 07NOV07:08:53 | Yes
MRI debriefing

105 | P1INFARCT 105 C3 Major infarction noted | = DEB1MSTR.INFARCT $3. 07NOV07:08:53 | Yes
during phase one?

106 | P1INFLOCA1 106 C80 Major infarction site 1, | = DEB1MSTR.INFLOC1 $80. 07NOV07:08:53 | Yes
during phase one

107 | P1INFLOC2 107 C80 Major infarction site 2, | = DEB1MSTR.INFLOC2 $80. 07NOV07:08:53 | Yes
during phase one

108 | PIWLESION 108 C3 Watershed lesion note | = DEB1MSTR.WLESION $3. 07NOV07:08:53 | Yes
during phase one?

109 | PIATROPHY 109 C3 Moderate to severe = DEB1MSTR.ATROPHY $3. 07NOV07:08:53 | Yes
atrophy noted during
phase one?

110 | P1IOTHFIND 110 C200 | Other serious findings | = DEB1MSTR.OTHFIND $200. | 07NOV07:08:53 | Yes
noted during phase
one

111 | P1OTHFIND2 111 C3 Were other serious ="Yes', if PIOTHRIND is non-missing, $3. 07NOV07:08:53 | Yes
findings noted during | = 'No', otherwise.
phase one

112 [ PIMRIDBQ1 112 C3 Phase one MRI = DEB1MSTR.MRIDBQ1 $3. 07NOV07:08:54 | Yes
debriefing question 1

113 | PIMRIDBQ2 13 C3 Phase one MRI = DEB1MSTR.MRIDBQ2 $3. 07NOV07:08:54 | Yes
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Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
114 | PIMRIDBQ3 114 C13 Phase one MRI = DEB1MSTR.MRIDBQ3 $13. 07NOV07:08:54 | Yes
debriefing question 3
115 | PIMRIDBQ4 115 C3 Phase one MRI = DEB1MSTR.MRIDBQ4 $3. 07NOV07:08:54 | Yes
debriefing question 4
116 | PIMRIDBQ5 116 C3 Phase one MRI = DEB1MSTR.MRIDBQ5 $3. 07NOV07:08:54 | Yes
debriefing question 5
117 | PTTINCSCRD 17 N8 Date of phase two = INCTMSTR.TODAYDT DATE9. | 07NOV07:08:54 | Yes
T inclusion screen
118 | SCRINCL1 118 C3 All phase one = INCTMSTR.INCL1 $3. 07NOV07:08:54 | Yes
components
complete?
119 | SCRINCL2 119 C3 WAIS Il PIQ < 857 = INCTMSTR.INCL2 $3. 07NOV07:08:54 | Yes
120 | SCRINCL3 120 C3 Hemoglobin <= 8.0 = INCTMSTR.INCL3 $3. 07NOV07:08:54 | Yes
g/dL?
121 | PTTEXCSCRD 121 N8 Phase two exclusion = EXCTMSTR.TODAYDT DATE9. | 07NOV07:08:55 | Yes
T criteria assessment
date
2 | m | N F I H | -
= m | B F I H | =
= m | B F I H | =
= m | B F I H | =
= m | B F I H | =
= m | B F I H | =
= m | B F I H | =
= m | B F I H | =
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Variable-Level Metadata for 329 Variables in Table PATIENT 11
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Display order [ORDER, NAMES] Filtering [] Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
o | [ m B F I H | =
m m B — I H | =
m m B — I H | =
m m B — I H | =
m m — I I | =
=l = B - I H | =
m B = B — I H | =
m N = B - | I | =
i P m B F I I N =
| F m F I | =
mEEEE = N ' N .
m B = B F _ H | =
| P m B F I H | =
w I . | r I I | =
e | I m B h I I N =
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Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]
1 variable(s) with changes

Var Typel Latest

# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
u | | . - | H (I =
= = - | I N | =
w7 | [ N _ . I N | =
= N E I I N | =
=l = N - | I N | =
wo ([ = B - | I (I =
151 P m | N - | I N | =
w2 [ = B = | H | =
s [ = B - | H | =
s I | = - | H (I =
s | | = - | I N | =
5o | [ - - I H (I =
- - . - -
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Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
e gy — o | —
| F | h I H | =
| r m | B _ I H | =
| F m | B - I H | =
| F m | B h I H | =
| F m | B - I H | =
| F m | B _ I H | =
| F m | B ‘ I H | =
| r m | B - I H | =
=l = B r I Il I =
=l = - ] I N =
=l = = I I N =
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Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
7o [ | . r I H | =
I = r | I N =
I = r Hl N | =
I = - I Hl N | =
| r | F H | =
| F | - — H | =
e o | —
| - | _ — H | =
| ' | P H | =
| F | - — H | =
" - " -
=l = BN - I I N =
=l = BN - I I N =
=l = B - I H | =
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Display order [ORDER, NAMES] Filtering [] Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
o (I = | B - I H | =
m B = - I I | =
m I = B - I H | =
m I = B - I H | =
m I = B - I H | =
m I = B - I H | =
m I = B - I H | =
m I = B - I H | =
m | m N F I I | =
m N = B - | I | =
m Il = B - I H | =
m N = - | I | =
m N = - | I | =
ml = B H | -
m B = B — I H | =
m N = | — I Bl N -
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Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
oo | | D — H |-
I = | H | =
I = | H | =
I = | Il | =
2 I = | H | =
oo (I | ] H |- -
206 | P1PE_ 207 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in PHEXMSTR and PHEXMSTR.TODAYDT ne missing. $3. 07NOV07:09:06 | Yes
COMPLETE physical exam and ='No', otherwise
data is in house,
phase one
207 | PIMMSE_ 208 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in MMSEMSTR and MMSEMSTR.TODAYDT ne missing. $3. 07NOV07:09:06 | Yes
COMPLETE MMSE assessment ='No’, otherwise
and data is in house,
phase one
208 | PIPOMS_ 209 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in POMSMSTR and POMSMSTR.ASSDT ne missing. $3. 07NOV07:09:06 | Yes
COMPLETE POMS assessment ='No’, otherwise
and data is in house,
phase one
209 | P1PSS_ 210 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in PSSTMSTR and PSSTMSTR.ASSDT ne missing. $3. 07NOV07:09:07 | Yes
COMPLETE PSS assessment and | ='No', otherwise
data is in house,
phase one
210 | PAWAIS_ 211 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in WAISMSTR and WAISMSTR.ASSDT ne missing. $3. 07NOV07:09:07 | Yes
COMPLETE WAIS-IIl assessment | ='No', otherwise
and data is in house,
phase one
211 | PIWJR3_ 212 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in WJR3MSTR and WJR3MSTR.ASSDT ne missing. $3. 07NOV07:09:07 | Yes
COMPLETE WJR3 assessment ='No’, otherwise
and data is in house,
phase one
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1 variable(s) with changes
Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
212 | PIDKAP_ 213 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in DKAPMSTR and DKAPMSTR.ASSDT ne missing. $3. 07NOV07:09:07 | Yes
COMPLETE DKAP assessment ='No’, otherwise
and data is in house,
phase one
213 | PAWCST_ 214 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in WCSTMSTR and WCSTMSTR.ASSDT ne missing. $3. 07NOV07:09:07 | Yes
COMPLETE WCST assessment ='No', otherwise
and data is in house,
phase one
214 | PATEAS_ 215 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in TEASMSTR and TEASMSTR.ASSDT ne missing. $3. 07NOV07:09:07 | Yes
COMPLETE TEAS assessment and| = 'No', otherwise
data is in house,
phase one
215 | PACVLT_ 216 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in CVLTMSTR and CVLTMSTR.ASSDT ne missing. $3. 07NOV07:09:08 | Yes
COMPLETE CVLT assessment and| = 'No', otherwise
data is in house,
phase one
216 | PAIWMS3_ 217 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in WMS3MSTR and WMS3MSTR.ASSDT ne missing. $3. 07NOV07:09:08 | Yes
COMPLETE WMS3 assessment ='No’, otherwise
and data is in house,
phase one
217 | PIMRI_ 218 C3 Subject has completed| = 'Yes', if subject has a phase = 1000 observation in MRITMSTR and MRITMSTR.PROCDT ne missing. $3. 07NOV07:09:08 | Yes
COMPLETE MRI exam and data is | = 'No', otherwise
in house, phase one
218 | P1ISTUDY_ 219 C3 Subject has been ="'Yes', if PIBATDBQ6 = 'Yes' and PIMRIDBQ3 = 'In person', or 'Telephone' $3. 07NOV07:09:08 | Yes
COMPLETE provided written NP ='No', otherwise.
battery results and
received MRI results
in person or by
telephone
219 | PISCREENMI 220 C3 Subject has been ="Yes', if PAIELIGYN is non-missing $3. 07NOV07:09:09 | Yes
LESTONES screened for phase
one ='No’, otherwise
220 | PIENROLLED 221 C3 Subject has been ="'Yes', if P1IELIGYN = "Yes' and P1IENROLYN = 'Yes' $3. 07NOV07:09:10 | Yes
MILESTONES enrolled into phase
one ='No’, otherwise
221 | PAPEMILEST 222 C3 Subject has been ="Yes', if PAIELIGYN is non-missing and P1PE_COMPLETE = 'Yes' $3. 07NOV07:09:10 | Yes
ONES enrolled and
completed the PE, ='No', otherwise
phase one
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Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]
Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]
1 variable(s) with changes
Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
222 | PISCREENIN 223 C3 Subject has been ="Yes', if PAIELIGYN is non-missing and P1PE_COMPLETE = 'Yes' and (P1MMSE_COMPLETE="Yes' or $3. 07NOV07:09:10 | Yes
GMEASURES enrolled, completed P1POMS_COMPLETE = 'Yes' or PIPSS_COMPLETE = 'Yes')
MILESTONE the PE, and took
screening measures, | ='No’, otherwise
phase one
223 | PINPBATTER 224 C3 Subject has been ="Yes', if PAIELIGYN is non-missing and P1PE_COMPLETE = 'Yes' $3. 07NOV07:09:10 | Yes
YMILESTONE enrolled, completed and
the PE, took (PIMMSE_COMPLETE="Yes' or P1IPOMS_COMPLETE = 'Yes' or PIPSS_COMPLETE = 'Yes')
screening measures and
and NP battery, phase | (P1WAIS_COMPLETE = 'Yes' or PIWJR3_COMPLETE = 'Yes' or PIDKAP_COMPLETE="Yes' or
one P1WCST_COMPLETE = 'Yes' or PITEAS_COMPLETE = 'Yes' or PICVLT_COMPLETE = 'Yes' or
P1WMS3_COMPLETE = 'Yes)
='No’, otherwise
224 | PIMRIMILEST | 225 C3 Subject has been ="Yes', if PAIELIGYN is non-missing and P1PE_COMPLETE = 'Yes' $3. 07NOV07:09:11 | Yes
ONE enrolled, completed and
the PE, took (PIMMSE_COMPLETE="Yes' or P1IPOMS_COMPLETE = 'Yes' or PIPSS_COMPLETE = 'Yes')
screening measures and
and NP battery and P1MRI_COMPLETE = 'Yes'
received MRI, phase
one ='No’, otherwise
225 | PICOMPLETE | 226 C3 Subject has been ="Yes', if PAIELIGYN is non-missing and P1PE_COMPLETE = 'Yes' $3. 07NOV07:09:11 | Yes
DMILESTONE enrolled, completed and
the PE, took (PIMMSE_COMPLETE="Yes' or P1IPOMS_COMPLETE = 'Yes' or PIPSS_COMPLETE = 'Yes')
screening measures and
and NP battery, and (P1WAIS_COMPLETE = 'Yes' or P1WJR3_COMPLETE = 'Yes' or PIDKAP_COMPLETE="Yes' or
received MRI, phase | PIWCST_COMPLETE = 'Yes' or PITEAS_COMPLETE = 'Yes' or PICVLT_COMPLETE = 'Yes' or
one P1WMS3_COMPLETE = 'Yes)
and
P1MRI_COMPLETE = 'Yes'
='No’, otherwise
& "EEAR H |-
| - m B H (I =
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Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]
Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]
1 variable(s) with changes

Var Type/ Latest

# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
= e | W | r H |-
| - m N r H | =
| - m | B r H | =
| - m | B r H | =
| - m N r H | =
| ‘ m | B F H | =
| - m | B r H | =
| - m | B r H | =
| F m | B — — H | =
| F m | B - r H | =
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Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]
1 variable(s) with changes
Var Typel Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
238 | P2SF36NP_ | 1 N H | =
m (I | N H | =
| F | N H | =
241 | PAWITHDRW_ | 242 C3 Patient withdrew for ="Yes', if PAIWITHDRWAE = 'Yes' $3. 18DEC08:10:14 | Yes
NOTINCEXC reason other than not | or
meeting all inc/exc P1WITHDRWDEATH = 'Yes'
study criteria for or
phase one P1WITHDRWREQUEST = 'Yes'
or
P1WITHDRWPROVIO = 'Yes'
or
P1WITHDRWLOST = 'Yes'
or
P1WITHDRWOTHER="Yes'
='No', otherwise
242 m | B I H | =
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21

Var Type/ Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
243 | PIDEBRIEFIN 244 C3 Subject has been ="Yes', if PAIELIGYN is non-missing and P1PE_COMPLETE = 'Yes' $3. 07NOV07:09:17 | Yes
GMILESTONE enrolled, completed and
the PE, took (PIMMSE_COMPLETE="Yes' or PIPOMS_COMPLETE = 'Yes' or P1IPSS_COMPLETE = 'Yes')
screening measures and
and NP battery, (P1WAIS_COMPLETE = 'Yes' or PIWJR3_COMPLETE = 'Yes' or PIDKAP_COMPLETE='Yes' or
received MRI, and P1WCST_COMPLETE = 'Yes' or PITEAS_COMPLETE ="'Yes' or PICVLT_COMPLETE = 'Yes' or
completed all phase P1WMS3_COMPLETE = 'Yes)
one debriefings, and
phase one P1MRI_COMPLETE ="Yes'
and
P1STUDY_COMPLETE = 'Yes'
='No', otherwise
244 | PIHEMADT 245 N8 Phase one =LAB1MSTR.HEMADT DATE9. | 07NOV07:09:19 | Yes
hematology date
245 | P1HGB 246 N8 Phase one =LAB1MSTR.HGB 4.1 07NOV07:09:19 | Yes
hemoglobin
246 | PIHGBS 247 N8 Phase one =LAB1MSTR.HGBS 5.1 07NOV07:09:19 | Yes
hemoglobin S
247 | PAHCT 248 N8 Phase one HCT =LAB1MSTR.HCT 4.1 07NOV07:09:19 | Yes
248 | PIWBC 249 N8 Phase one WBC =LAB1MSTR.WBC 5.2 07NOV07:09:19 | Yes
249 | PINEUTROPH| 250 N8 Phase one neutrophils | =LAB1MSTR.NEUT 5.1 07NOV07:09:20 | Yes
ILS
250 | PAPLTS 251 N8 Phase one platelets =LAB1MSTR.PLATE 7.2 07NOV07:09:20 | Yes
251 | PICHEMDT 252 N8 Phase one chemistry | =LAB1MSTR.CHEMDT DATE9. | 07NOV07:09:20 | Yes
date
252 | PICREATE 253 N8 Phase one creatinine | =LAB1MSTR.CREAT 4.1 07NOV07:09:20 | Yes
253 | PABUN 254 N8 Phase one BUN =LAB1MSTR.BUN 2. 07NOV07:09:20 | Yes
254 | P1GLUC 255 N8 Phase one glucose =LAB1MSTR.GLUC 3. 07NOV07:09:20 | Yes
255 | P1AST 256 N8 Phase one AST =LAB1MSTR.AST 4. 07NOV07:09:20 | Yes
256 | P1ALT 257 N8 Phase one ALT =LAB1MSTR.ALT 4. 07NOV07:09:21 | Yes
257 | PATOTBILI 258 N8 Phase one total =LAB1MSTR.TOTBILI 5.2 07NOV07:09:21 | Yes
bilirubin
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1 variable(s) with changes

Var Typel Latest

# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
258 | PALDH 258.1 N8 | LDH (U/L) =LAB1MSTR.LDH 4. | 270CT08:14:54 | Yes
= I = | H - | H (I =
| F m B - - H (I =
m N e B F | H (I =
| r m B F - H (I =
| - m | N r | H (I =
| r m B F I | b s | =
| F m B r B | E s | =
m I e B F | 1 | =
| F m B F - 1 | =
m N = B F | 1 | =
m B = B F - 1 | =
| F m B - B B s | =
| F m B F I B (s | =
m I e B - | H (I =
| F m B - - H (I =
M | m | BN | | H I =
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275 r - ... N | H (I =
| - m | N - | H (I =
| r m | N r I b s | =
| F m | N r I | b s | =
H I = | B B I I =
| F m | N r e I | =
B = | B B I I =
B = | B B . I I =
| F m | N F I B s | =
| F m | N F I | s | =
=l = | N - | I N | =
= m | N - | H (I =
= m | N - . H (I =
= m | H I H I =
= mE | H I H I =
| F m | B - | H | =
m (N m | B r | H | =
T e—_— | —

Program [S:\RhoFED\CSCC\Protocol Committees\Neuropsych\Prog\Derive\run_printSpecs.sas]

This file [S:\RhoFED\CSCC\Protocol
Committees\Neuropsych\MetaData\Analysis\Specs\printSpecs PATIENT 2012 _02_28 16 53.PDF]

23

User id [plebeau] Run time [Tuesday, February 28, 2012 4:53 PM]



Variable-Level Metadata for 329 Variables in Table PATIENT

Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]
Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]

1 variable(s) with changes

Var Typel
# name3 [1] Order

-
(]
S

Label

Definition, Notes, et al.

Format

Latest
Update

(=
[
(]

293

NG CLOTIT I

TR
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st | m | N F | I | =
= m | N F | I | =
=l = | N - . H (I =
=l = N F | I | =
=l = | N - . I N | =
= m | N - | H (I =
= m | N - . H (I =
= m | H I H I =
= m | H I . H I =
| F m | N - | H (I =
= m | N r . H (I =
=l = | N - | I N | =
=l = | N r | H (I =
= | m | H I I I =
= | m | N r | I | =
= | m | H I I I =
= | m | H I I I =
=l = | N F . H (I =
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Variable-Level Metadata for 329 Variables in Table PATIENT

Metadata last updated [ 12JAN2012:17:25:54]  Most recent change made [10JUN09:09:12]

Display order [ORDER, NAMES] Filtering [| Key Fields [unknown]

1 variable(s) with changes

Var Typel Latest
# name8 [1] Order Len Label Definition, Notes, et al. Format Update Use
2l = | 0 F | I (IS =

[1] Shaded variable names indicate a variable identified in DATASETS.KEYFIELDS
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