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Bipolar type I Disorder
IDGN-BP-A11

I. INCLUSION AND EXCLUSION CRITERIA

INCLUSION CRITERIA

Yes No
1. Subject is diagnosed with Bipolar type | disorder subtypes
according to DSM-1V:
a. Single Manic Episode — 296 or 296.0x.
b. Most recent Episode Hypomanic — 296.4.
¢. Most recent Episode Manic — 296.4 or 296.4x.
d. Most recent Episode Mixed — 296.6 or 296.6x.
e. Most recent Episode Depressed — 296.5 or 296.5x. |:|
f. Most recent Episode Unspecified — 296.7.

2. All 4 grandparents are of Ashkenazi ethnic origin as declared by
the subject.

3. Subject or Subject legal representative has signed the informed
consent form.

[]

EXCLUSION CRITERIA

[]
NN

1. Subject is diagnosed with any of the Bipolar NOS — 296.8. |:|

2. Subject is diagnosed with at least one of the following (Bipolar
type | disorder differential diagnosis list):
Mood disorder due to a general medical condition; Substance-
induced Mood disorder; Major Depressive disorder; Dysthymic
disorder; Bipolar Il disorder; Cyclothymic disorder; Psychotic
disorders (e.g., Schizoaffective disorder, Schizophrenia and
Delusional  disorder); = Secondary mania induced by
hyperthyroidisim; Neurologic disorder such as Huntigton’s, |:|
Wilson’s disease, cerebrovascular accident.

[]

3. Subject is a known carrier of a blood transmitted infectious
disease or suffers from conditions in which phlebotomy is contra- [] []
indicated.

Subject is eligible for the study, if all INCLUSION criteria are YES
and all EXCLUSION criteria are NO.

INVESTIGATOR’S STATEMENT CONCERNING DATA VERIFICATION
| have verified the data entered in the Case Report Form and have determined that it is
complete, accurate and compatible with the source documents.

Investigator’s name (printed) Investigator’s signature Day Month Year
Where appropriate mark like this & (not like this ) .
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Bipolar type I Disorder
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Il. DEMOGRAPHICS

1. Sex: []  Male

D Female

2. Date of birth:

Month

3. Country of birth:

4. Year of immigration:

5. Ethnic origin:

O OO

Year

Ashkenazi *
Sepharadi *
Mixed **

Other:
(specify)

* All 4 grandparents are of the same ethnic origin as declared by the subject.

** Not all grandparents are of the same ethnic origin.

6. Marital Status: D

1 O O

Single
Married
Separated
Divorced

Widow/er
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Bipolar type I Disorder
IDGN-BP-A11

lll. FAMILY HISTORY

1. Mother
Country of birth

1.1 Mother:
1.2 Grandfather:
1.3 Grandmother:

1.4 Mother suffers from Bipolar type I:

[] [] []

Yes No Unknown
1.5 Mother suffers from Major Depression:

[] [] []

Yes No Unknown

2. Father
Country of birth

2.1 Father:
2.2 Grandfather:
2.3 Grandmother:

2.4 Father suffers from Bipolar type I:

[] [ ] []

Yes No Unknown
2.5 Father suffer from Major Depression:

[] [] []

Yes No Unknown

Blood relatives:

3.1 Number of brothers and sisters*:

3.2 How many of them suffer(ed) from Bipolar type 1?

3.3 How many of them suffer(ed) from Major Depression?

4.1 Number of uncles and aunts*:

4.2 How many of them suffer(ed) from Bipolar type 1?

4.3 How many of them suffer(ed) from Major Depression?

5.1 Regarding grandparents:

5.2 How many of them suffer(ed) from Bipolar type 1?

5.3 How many of them suffer(ed) from Major Depression?

6.1 Approximate age at onset for the 5 closest blood relatives with Bipolar type | and Major

Depression*

Bipolar type I:

Major Depression:

*If exact number is unknown, give approximate number.
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Bipolar type I Disorder
IDGN-BP-A11

IV. MEDICAL HISTORY - DISEASE CHARACTERISTICS

1. Age at diagnosis:

2. The disorder is characterized by which of the following (choose one or more):

2.1 Recurrent manic episodes: |:|

2.2 Rapid cycling: D
2.3 Seasonal pattern: []
Yes
3. Does the patient suffer from diurnal mood D
variations?

4. Was there significant thyroid dysfunction before
or immediately after the patient was diagnosed as D
Bipolar type 1?

5. Does the patient suffer from migraine headaches?

6. Is the patient known to be colorblind?

7. Specify other major chronic diseases (e.g. Diabetes):

No

Unknown

[]
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Bipolar type I Disorder

IDGN-BP-A11

V. MEDICATIONS

Was the ifv th | .
medication . Specify the relevant ad.verse. reactl.ons .
enerall if they mandated dose reduction, discontinuation or
gffectivey? addition of another medication.
£
n 8 Lwo
Year S| & £ g3 3E5E
1. Antipsychotics: treatment | Yes | No £ @ = % © E ° §;-E Other
started c | = | 2 2 S8  5F§
=1 5 < 0B a8 2=a
o

Chlorpromazine
(Taroctyl)
Levomepromazine
(Nozinan,
Methozane)
Thioridazine
(Melleril,
Ridazine)
Perhenazine
(Perphenan)
Fluphenazine
(Moditen,
Modecate)
Chlorprothixene
(Taractan,
Truxal)
Haloperidol
(Halidol, Habpen,
Pericate, Perido)
Pimozide

(Orap)

Sulpiride
(Modal)

Clozapine
(Leponex)

Risperidone
(Risperdal)
Olanzapine
(Zyprexa)

Zuclopenthixol
(Clopixol)

oo ootb o o o o
oo odtd o o o
N e I e O M I
N O A I i B R
Judooduot o o O O

O oot o o O .

O doobooot o o 0o O

oo oo o o O o
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Bipolar type I Disorder
IDGN-BP-A11

V. MEDICATIONS (cont.)

Specify the relevant adverse reactions

Was the medication if they mandated dose reduction,
generally effective? discontinuation or addition of another
medication.

2. Antidepressants:

Year
treatment
started

<

es No

Mania

Other

Cardiac
effect

Amitriptyline
(Elatrol, Tryptal)
Imipramine
(Primonil, Tofranil)
Clomipramine
(Anafranil, Maronil)
Desipramine
(Deprexan)
Doxepin

(Gilex)

Mianserin
(Bonserin, Bolvidon)
Maprotiline
(Ludiomal, Melodil)
Phenelzine
(Nardil)
Fluoxetine
(Affectine, Flutine,
Prizma, Prozac)
Trazodone
(Depyrel, Trazodil)
Fluvoxamine
(Favoxil)
Sertraline
(Lustral)
Paroxetine
(Seroxate, Paxxet 20)
Reboxetine
(Edronax)
Citalopram
(Cipramil)
Nefazodone
(Serzonil)
Venlafoxine
(Efexor)

N T O B O
N 4 O O B O
O D M Y (VAT
T T 0 M O

O OO OO0 00 O OO 5 EEE O E] esyehosts

N Y Y
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Bipolar type I Disorder
IDGN-BP-A11

V. MEDICATIONS (cont.)

Was the medication Specify adverse
generally effective? reaction
if it mandated dose
reduction,
discontinuation or
Year addition of another
3. Mood Stabilizers: treatment Yes No Unknown gy
medication.
started
Lithium salts |:| |:| |:|
Carbamazapine
(Tegretol, Teril) |:| |:| |:|
Valproic acid
(Valporal, Depalept) |:| |:| |:|
Clonazepam
(Clonex, Rivotril) |:| |:| |:|
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VI. SCID - SUMMARY SCORE SHEET

™miy
DML
YTINA NINAXY
JNNXN

N12vVXN AXNITNN
D"nn 17nna

NINAX TIp

o'y onp NY

DIIIT

"122-Nn

o' N7

X7 .192'X
npoon

MOOD DISORDERS
nM-axn NiyIon

L] O

[]

Bipolar | Disorder
(D.1) I nax'7192 nyvon

01

Bipolar Il Disorder
(D.2) I nax719'2 ny19on

02

Other Bipolar Disorder
NINX NIR7I91 Y9N
(D.4)

03

Major Depressive Dis.
(D.6) pnam Ixd>*T ny1on

04

Dysthymic Disorder
(current only)
N'MMOo'T NYIoN
(A.41) (T272 n'nwdy)

05

Depressive Dis. not
otherwise specified
(D.8) nnnNX IXd'T NIvI9N

06

Mood Disorder due to

a general medical
condition

NXXIND NIN-2¥N NYI9N
(A.44) n1o13 N'XI91 N'van

07

[]

[]

[]

Substance-induced
Mood Disorder

NINNAIN NN-1X¥N NIYIoN
70NN NN WIN'Y ajpy

(A.46)

08
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VI. SCID - SUMMARY SCORE SHEET (cont.)

DML TNIY

N12vVXN ANITNN

YUTIN2 NINAXY N Y NIN2N TIp
[IANXAN D'"Nn 17nna
D7 n"j7 X7 D" M7aa-nn | nvp X7 X7 .19 SCHIZOPHRENIA AND
npoon OTHER PSYCHOTIC
DISORDERS
NI‘oN'os niyi19sni N'119Ir'>0
ninnx
Schizophrenia 09
D D D I:' I:' D (C.1) noimo
Schizophreniform Dis. | 10
D D D D D N'MII9DITDO NYION
(C.8)
Schizoaffective Dis. 11
D D D D D D N'A'OFONITIIO NYION
(C.10)
Delusional Disorder 12
I:' I:I I:' I:' I:I I:I (C.13) n'2xarn171 NYI9ON
Brief Psychotic Dis. 13
D D D D D D NINNK [IXD'T NIYION
(C.15)
Psychotic Disorder due | 14
to a general medical
D D D I:' D condition
N'Y2 27V N'OID'09 NYI9N
(C.17) n1912 n'XI9N
Substance-Induced 15
Psychotic Disorder
D D D D D NN N'0ID'OD NYI9N
70NN MINA WIN'Y 17y
(19.0)
Psychotic Disorder NOS | 16

[]

[]

[]

[]

NONK N'OID'0S NYIBN
(C.20)
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Bipolar type I Disorder
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VI. SCID - SUMMARY SCORE SHEET (cont.)

DML TNIY

N120VXN NXITNN

wTIN2 NIN2AXY NINAXN TIY
D''nn J7nna
JNNXN
o' o"j? X7 o'  |"ma-nn | o"p X7 | X7 .19 SUBSTANCE USE
npoon DISORDERS

vin'ya ninivpn Nivi1sn

210N Mina

[]

[]

Alcohol
N7
(E.3/E.6)

17

[]

[]

Sedative-Hypnotic-
Anxiolytics

NTIN "TAIR/N1'w/nyain mo

(E.18/E.24)

18

[]

Cannabis
wwn
(E.18/E.24)

19

IR

Stimulant
D'NIYN D'O
(E.18/E.24)

20

[]

[]

Opioid
D'T'NI'9IN
(E.18/E.24)

21

[]

[]

[]

Cocaine
['K?1?
(E.18/E.24)

22

L O O o OO

Hall. /PCP
n'xi7n 1Ix PCP
(E.18/E.24)

23

Poly Drug
0'Mo 'nM
(E.18)

24

[]

NN AR

Other
NN
(E.18/E.24)

25
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VI. SCID - SUMMARY SCORE SHEET (cont.)

DMLV TNIY
YTIN2 NINaXY

INNKN

N12VXN ANITNAN

D"nn 17nna

NINAX TIp

nlll',

o"p XY

nlll',

"7122-NN

o"p XY

XY .192'X
npoon

ANXIETY DISORDERS
NTIN NIYI9N

[]

Panic Disorder
(F.5)nn')n nmamon

26

Agoraphobia without
History of Panic
Disorder (AWOPD)
7¢ NMIVo'N 72 NNIDINAR
(F.9) nn'xn namon

27

[]

Social Phobia
(F.14) n'nan nao

28

Specific Phobia
(F.18) n'o'¥x90 N9

29

O O

Obsessive Compulsive
Disorder
N'M"9I-NITIV NYI9N
(F.23)

30

Post-traumatic Stress
Disorder
N'UNIXIV-VOID NYION
(F.29)

31

[]

[ 1 N R A B B R

[]

Generalized Anxiety
N7 NTIN NY19Nn
(F.34)

32

I I A N B IR e B e

OO O

[]

Anxiety Disorder due to
a general medical
condition
N'Ya 2y NTIN NYION
(F.37) n1o1a n'xio

33

Substance-Induced
Anxiety Disorder
AV NNNAIN NTIN NYIon
(F.39) "onn minm win'y

34

N s I 0 R A e B R O

Anxiety Disorder NOS
(F.40) nanx TN Ny19N

35
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VI. SCID - SUMMARY SCORE SHEET (cont.)

DIMLV"P T™IIY

NI12VXYN AXITNN

UTIN2 NIN2XY NIN2N TIR
o'nn J70na
|NNXAN
o'y D" X7 o"p ["12a-nn | 0P X7 | XY7.191X SOMATOFORM
njoon DISORDERS

NI'NISIOXNIO NIVIOSN

STICKER

Somatization Disorder |36
I:' I:' I:I I:I I:I I:I (G.6) nrxrruxnIo NYI9N
Pain Disorder 37
0 OO0 O 0o d &
AND NYI9N
Undifferentiated 38
S tof Disord
I:I I:I |:| |:| |:| I:I omato (o(r;g) isorder
M'72 N'MIIDIVXNAIO NYION
I7
Hypochondria?isn”rJ 39
G.11
I:I I:I I:I I:I I:I nn('rJDls)-n
Body Dysmorphic 40
I:' I:I I:I I:I NIoI N (9(;!?2)1 ny1on
EATING DISORDERS
N7OX niw1on
Anorexia Nervosa 41
D D D D D (H.2) ntia ok
1 O 10O O O O Gseeemes
Bi Eating Disord 43
N T Py e il
OO O O O | e ™
1.2
Other D(SM-I)V Axis | 45
Disord
D D D D D DSM-IV ';Zolrﬂe;\rx nyIon
[ ¥
||
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