3 Person
sons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web site and f||enarzne{1%y?v ur mess@

BAYNAUD'S TREATMENT STUDY Bl 2
Rav, § 3/V¥/84
INACTIVE PATIENT FORM Page 1 of 3

ID No.

Form Typei I | A

&

PART I NVISIT IDENTIFICATION is the patient currently exparisncing

side effasts or other problems associated

weith study reatment’ —vaeverememamvravvsnes { 3 {4
Yes Mo
1. Patient's HalgT —rrmmmsmmernes e aaes R
If YES, desoriba:
2. Date form startesdy o e
Morth  Day Yeur
RART I PATIENT STATUS 6. Has the patient agreed 1o complets
e Foliow-up Attack Cards and Daily
Gigries at 1% 10 15 months after
3. Why is the patient unwilling or unable to continue anrolMenty —-rvermar v { 3} { 4
schadulad visits to the RTS Clindcal Unit?  {Check off Yes Mo
that applv. .
i
A. Urnwiliing to undergs gssigned treatment - { ¢ 7. Has the patient agread to complets
the Interim Attack Cards and Dailly
&, Unwitling or unable 10 take time from Diaries at 8 weeks after enroliment? — {4} iy
weork 1o visit Clinieal Unilt v mmmmssaoss Yes Mo
£, Scheduting conflicts unrelatad 10 Work v
PART UL ADMINISTRATIVE MATTERSD
0. Medicat Hiness urwelated 1o Raynaud's ~
£, doving out of the rea wever s s ases 8. Chintcal Unit Physician wha reviewsd clinicsd
status of patient:
£, Transpontation problemsg sevvrmrm s ~ g
Signatura:
G. Family probiems we: conemmmmsssssssss oo {4
.;E RTS S'{fz!ﬁt ?,30.: A A e A A s
o S o SRR { 1;
Specify: 8. Frincipal Invastigatan
T 1Y T R e Signature:
FITS Sitmff NGt v s o iy s v i e ~

N

Has the Clinteal Unit physician
reviswerd the patient’s citrdend status
with the patiant with regard to whether
the patient is experiencing sids effects

10, Besasrch Coordinaton

or other problems associated with Signature:
STdY UEatMgnt? e s {0 { o
Yes N RIS St o A s A S

11, Bate form comipletatds i e
pMonth Day “Yaur




FORM 27 (Rev. 0)

INACTIVE PATIENT FORM

ITEM NAME TYPE AND LENGTH CODES OR UNITS
HEADER NEWID 1(4) Patient ID
HEADER FMTYP CHAR(4) IAO1, IAO2
2 F27_DAYS 1(4) Date Form 27 started
Days from randomization
3A INACA a
3B INACB T
3C INACC T
3D INACD T
3E INACE y 1(1) 1=Yes,2=No
3F INACF T
3G INACG T
3H INACH T
3l INACI b
3H INAC_RMK CHAR(1) 1 = Remark written on form
4 INACTRT 1(1) 1 =Yes, 2= No
5 INACEFF (1) 1=Yes,2=No
5 EFF_RMK CHAR(1) 1 = Remark written on form
6 INAC_FV (1) 1=Yes,2=No
7 INACINT (1) 1=Yes,2=No



Data Set Name:
Member Type:

Engine:
Created:

Last Modified:

Protection:
Data Set Type:
Label:

DATA

V612
11:06 Thursday, April 27, 2000
11:06 Thursday, April 27, 2000

RTS.FORM27

RTS form27 13:16 Friday, April 28, 2000 1

CONTENTS PROCEDURE

Observations: 84
Variables: 18
Indexes: 0

Observation Length: 70
Deleted Observations: O
Compressed: NO
Sorted: NO

Data Set Page Size: 8192
Number of Data Set Pages: 2
File Format:
First Data Page:

Max Obs per Page:

607
1
116

Obs in First Data Page: 80

# Variable Type Len Pos Format Informat Label
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2795 Describe side effects

2792 Days from randomization

FMTYP

f2793a Unwilling to undergo assigned
trt

2793b Unwilling to take time off work
f2793c Schedule conflict other than
work

2793d Unrelated medical illness
f2793e Moving out of area

2795 Patient currently has side
effects

f2793f Transportation problems

2793g Family problems

279g3h Other

27931 Unknown

2797 Attack cards/diaries at 8 weeks
2794 Physician has reviewed status
2796 Attack cards/diaries at 12-15 mos
f2793h Specify other problem

Patient ID



RTS form27

09:46 Friday, May 5, 2000

Std Dev

0.5
0.4
0.3
0.2
0.2
0.4
0.5
0.2

Minimum

Max imum

2.0
2.0

Variable Label N Mean
INACA f2793a Unwilling to undergo assigned trt 84 1.6
INACB 2793b Unwilling to take time off work 84 1.4
INACC f2793c Schedule conflict other than work 84 1.8
INACD 2793d Unrelated medical illness 84 1.9
INACE f2793e Moving out of area 84 1.9
INACF 2793f Transportation problems 84 2.0
INACG 2793g Family problems 84 1.9
INACH f2793h Other 84 1.7
INACI £2793i Unknown 84 2.0
INACTRT 2794 Physician has reviewed status 84 1.3
INACEFF 2795 Patient currently has side effects 84 2.0
INAC_FV 2796 Attack cards/diaries at 12-15 mos 84 1.7
INACINT  £27q7 Attack cards/diaries at 8 weeks 84 1.7
F27_DAYS £2792 Days from randomization 84 211.1

NEWID Patient ID 84 163.7

1



RTS form27 09:46 Friday, May 5, 2000

FMTYP

Cumulative Cumulative
FMTYP Frequency Percent Frequency Percent

FEEFEEffffrfffffrfffrfrfefrfffrfrreerfffrerrereeees
1A01 83 98.8 83 98.8

1A02 1 1.2 84 100.0

f2793h Specify other problem

Cumulative Cumulative
INAC_RMK Frequency Percent Frequency Percent

FEEfEEffffrfrfffffffffffefrfffrfrrefrfffrerrerefrreeere
1 27 100.0 27 100.0

Frequency Missing = 57

2795 Describe side effects

Cumulative Cumulative
EFF_RMK Frequency Percent Frequency Percent

FEEfEEffffrfrfffrfffffrffffffffrreerfffrrrrefefrreere
1 8 100.0 8 100.0

Frequency Missing = 76
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