PART I IDENTIFICATION

1. Patiant’s initials:

Bereaning datal co e

E

Mnnth Day

PART i1; SOREENING INFORMATIOD

Doss the patient meaat all eligibility
priteria axcept antinuciear anti-
body (ANA}?
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PATIENT SCREENING REPORY

Chack adl that apply.
A, Patient is undsr 18 vears of age —-mmeeaes {3
8. Patent does not have Haynaud's phenomenon -
. Patient did not have gt gast 14 Raynaud's
attacks par week in the pravious cold season - {
Patiant has not had Raynaud's foratieasy
oriE previous GOl SEATON ~rsvmrvs sl e
£. Patignt does not have normal
naiffold capillarnes e s s
£, Patient doss not have g method :
of {@gufar CLIETLELTE = oemre oreroomeses e oot e st s e ;

z8 tha patient meet any of the
X Lia‘ian CEHEFIET s vons e e

Chaok a8 that apply.
Ao Patisnt has g history of digitad wcars or
gdigital gangrana or has digital pits
Patiant has indications of seco ﬂdary
Baynaud's @hemmenm T RS B
Patiant 18 unrelablg e
Patient has another iilness which is ézk@ y 1o
irterfere with the condust of the study -
£. Patient is planning to move within
the naxt 24 months
Fo Patiant is using s dissifowed rmedication -

B.

el

Spociy:
Patient fs intolerant of nifadipine or

nifadipine XL
Patient has pravisusly been treated far

Ravrnaud’'s with biofesdback therauy -
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D No.
Formi Type 3 B
. Has the patierd's blood specimen Yes M
been zent to the Qore Laboratory? v

Blood apecimens for patients believad to be aligible roust
be sent i the Cors Laboraiory and ANA titer resulls
must be received at the Coordinating Center within one
week of the scraening date {itam 2

A, Date blood speumer‘ st

Mom ¥

€. Has the patiard been givan g four-waak
supply of the Raynaud's Attack Cards
{Forrn 08} and the Dai %y {Haries

{Farm 1037

Patiant must complets the Attack Cards and Dally Diariea
for month before hafsha can be ervolled in the BTS

Start date of Attack
Cards and Daily Disrles:

Bay Year

?:’fanﬂ

Advige patient that H hisfher ANA titer is above
1:320, ha/she will not be ofigible for the RTS,

PART Ui ADMINISTRATIVE MATTERS

7. Rassarch Qoordinatos

Signatura: RYS Stadf Noo -

8. Date form completed:

Morgh  Day Year

This form should be FAXED (41043
davs of scraening the patiant.

5-0683) 1o the RTS Coordinating Center within tweo
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Farm Type

Part I: VYisit Jdentificatien

1. Patdent’s initlals: ~-rvermmrmomervonmensrvnnn A SR i e e
2.  Soreening Q8L ~-sevesasvvesessmoncar o a .

Month Day Year
3. Boees the patient meelb all ellgzbii ty oritaria

.

Ax2
sxcept antinuclear antihody {(ANAY? ~rvvvmmmnnrmummnm i {3} o)
Yes Mo

4, fises the patient meet any of the sxclusion criteria? ---wvewnnerv- (o) € 20 4
Yes Mo
i Has the patisnt’s bleed speeimen been sent
to the Corz Laboratory? ---o--asvvmsacamscounon e {3 ok
Yes Ko

Bloed specimen must be zent
TWonth Day ear to the Cors Laboratery and

) a¥a& titar razsults received at
the Coordinsting Centsy with-
in one weak of the screening
date {Ttem 7).

&, Date blood gpecimen sant:

5. Has the patient besn given a four-wesk supply of
the Raynaud’s Attack CGards (Form U8) and the
Daily Dlaviegs (Form 1037 ~ovovvnanrmmnnrorcdmmnnnmccmmm sy e {4

&, Start date of attack

Cards ared Daily Diary: - Patient must complate the

T R G Arvvaclk Cavds and Baily Bias-
Honth bay Hear ries for one month befovs
he/she can be enreolled in the
advise patient that iIf hisfher ANS titer RTS.
iz above 1:330, hesshe will not be sligi-
hie for the ETS.

Paxt I11.  Administrative Mabisrs

7. Rageayrnh Coordinator:
Signatute: BTS Seaff Noo: s
8. Date form complsted: ~---- R il s e
Month Day Year

This Form should be FAYED (416-433-0689% to the RIS Ceoordivating Center
within twe days of scrssning patient.




ITEM NAME
HEADER NEWID*

2 FO2_DAYS

3 ELIG

3A ELIGA

3B ELIGB

3C ELIGC

3D ELIGD

3E ELIGE

3F ELIGF

4 EXCL

aA EXCLA

4B EXCLB

4C EXCLC

4D EXCLD

AE EXCLE

aF EXCLF

4G EXCLG

4H EXCLH

aF EXCL_RMK

5 BLD_SENT

5A BLOOD_DY

6 FOUR_WK

6A START DY
x
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FORM 02 (Rev. 0, 1)

PATIENT SCREENING REPORT

TYPE AND LENGTH
1(4)
1(4)

I(1)

I(1)

I(1)

I(1)

CHAR(1)
I(1)
1(4)

I(1)
1(4)

CODES OR UNITS

Patient ID

Screening date
Days from Randomization

1 =Yes, 2=No

1 =Yes, 2=No

1=Yes, 2= No

1 =Yes, 2 =No

1 = Remark written on form
1 =Yes, 2 =No

Date blood sample sent to lab
Days from Randomization

1=Yes, 2= No
Date patient is to start filling out Attack

Cards and Daily Diaries.
Days from Randomization

Persons randomized will have ID numbers 1 — 313; persons not randomized will have id
numbers 314 — 556.



Data Set Name:

Member Type:

Engine:
Created:
Last Modified:
Protection:
Data Set Type:
Label:

11:06 Thursday, April 27, 2000
11:06 Thursday, April 27, 2000

RTS form02 13:16 Friday, April 28, 2000 1

CONTENTS PROCEDURE

RTS.FORMO2 Observations: 556
DATA

Variables: 23
Indexes: 0
Observation Length: 102
Deleted Observations: 0
Compressed: NO
Sorted: NO

Data Set Page Size: 8192
Number of Data Set Pages: 8
File Format: 607
First Data Page: 1
Max Obs per Page: 80

Obs in First Data Page: 49

# Variable Type Len Pos Format Informat Label
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BLD_SENT Num
BLOOD_DY Num
ELIG Num
ELIGA Num
ELIGB Num
ELIGC Num
ELIGD Num
ELIGE Num
ELIGF Num
EXCL Num
EXCLA Num
EXCLB Num
EXCLC Num
EXCLD Num
EXCLE Num
EXCLF Num
EXCLG Num
EXCLH Num
EXCL_RMK Char
FO2_DAYS Num
FOUR_WK  Num
NEWID Num
START_DY Num

4

[e¢]

0N OUORLD™MAMMDMDMADMAMDMDDIDMDLAEDADDDNDEDIDLD

65 1. BEST22. 0295 Blood sent to Core Lab

86 4. f02g5a Day blood sent to Core Lab

0 1. BEST22. 0293 All elig. criteria except ANA
4 1. BEST22. f02g3a < 18 years old

8 1. BEST22. f02g3b No Raynaud®s phenomenon

12 1. BEST22. f02g3c < 14 attacks per week

16 1. BEST22. ¥0293d < 1 previous cold season

20 1. BEST22. f02g3e Abnormal nailfold capillaries
24 1. BEST22. ¥02g3f No regular contact

28 1. BEST22. 0294 Any exclusion criteria
32 1. BEST22. f02g4a Digital ulcers or gangrene
36 1. BEST22. f02g4b Secondary Raynaud®s
40 1. BEST22. f02g4c Patient is unreliable
44 1. BEST22. f02g4d Patient has another illness
48 1. BEST22. f02g4e Patient will be moving

52 1. BEST22. f02g4f Patient on disallowed medication
57 1. BEST22. ¥02g4g Intolerant to Nifedipine

61 1. BEST22. f02g4h Previous biofeedback therapy
56 f0294f Specify disallowed medication
73 4. 0292 Days from randomization

69 1. BEST22. 0296 4 week supply of attack cards
78 4. Patient ID

94 4. f02g6a Start day of attack cards



Variable

Std Dev

Minimum

09:35 Friday, April 28, 2000

Max imum

BLD_SENT
FOUR_WK
FO2_DAYS
NEWID
BLOOD_DY
START_DY

RTS form02
Label N
0293 All elig. criteria except ANA 556
f02g3a < 18 years old 115
02g3b No Raynaud®s phenomenon 115
02g3c < 14 attacks per week 115
0293d < 1 previous cold season 115
f02g3e Abnormal nailfold capillaries 115
f02g3f No regular contact 115
0294 Any exclusion criteria 554
f02g4a Digital ulcers or gangrene 64
f02g4b Secondary Raynaud®s 64
f02g4c Patient is unreliable 64
f02g4d Patient has another illness 64
f02g4e Patient will be moving 64
f02g4f Patient on disallowed medication 64
02949 Intolerant to Nifedipine 64
02g4h Previous biofeedback therapy 64
0295 Blood sent to Core Lab 556
0296 4 week supply of attack cards 556
0292 Days from randomization 313
Patient ID 556
f02g5a Day blood sent to Core Lab 313
f02g6a Start day of attack cards 313
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0.0
0.5
0.4
0.1
0.5
0.1
0.3
0.2
0.5
0.4
0.4

1



RTS form02 09:35 Friday, April 28, 2000

f0294f Specify disallowed medication

Cumulative Cumulative

EXCL_RMK Frequency Percent Frequency Percent
FEFFFFffffffffffffrfrfrrrfrrrrfrrrrrrrrrrrrrrrrrrerereees
1 3 75.0 3 75.0
8 1 25.0 4 100.0

Frequency Missing = 552
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