HAYMAULYS TREATMENT STUDY RTS8 Form 70

Eersons using assistive technology may not be able to fully access information in this file. For assistance, e-mail biolincc@imsweb.com. Include the Web Fray. QAT B8
= site and filename in your message. WY, HREFD 4l

CLOSE-OUT FORM Page VT of 2

D No. .

Fovm Type! © § L 0§ 1

PART 1 VISIT IDENTIFICATION

T BaBIEnE S HHHAIS. o o o e e e e
T Dimte of VIS OF HUHEIVIEW L« L v i e e e

fponth Pay ) ?aa
LART L CLOSE-OUT INFORMATION

F.0 Type of COMBIEL . ... o0 {2 { )
Clinic Telephone
Visit )
A Phoyaician note writtan ... L L { .} { .}
Vs MNo
4. Has the patient’s hagith staws worsened batweaen :
Fandomization and FYO4Y L L oL 00 s ¢ 3 { . {4
Yeag Mo insufficient
Medical
Monitoving Data

A Did patised repart problemis) betwaen Randomization
angd scheduled dme of FYE4 dwring PVOS tslephone

CONEECT OF VISIEY L L L e e . N £ 43
Yes Nt
5. Did the patisnt report any new sympioms between FVYO4 and FVO8? 0. 0L { {
Yes Mo
¥

A Aution vaken:

Batiant saen, treated and released . ... oL L0 L0 {1
Problem urvesoived and patient refaerred 1o physiciase .. ... {
Problem msigrificant . .. .. ... oL e { 4

&1 Questinns 4 or § oare checked vas, what is the relationship to study trestmenty

MNotrelated .. .. ... .. . e {4
Pogsibly related ..o I
Probably related ... .0 e {4
Definitely radated . . L L e e e { 4

7. Did the physician or gringipal nvestigator discuss

pontiuing sare with the patient? . . o L L0 e {3
Yas
¢

Yes Mo

A, Refaerral 1o patient’s current physician . ... ... L. C {0 {4

B Heferralto new physizian ... .. L L L L {3 { .

C. Faferral to biofesdiack therapist . .. .. .. L L { . { .}

8. D the physician or principsl investigator advise the patient that be/she
would be okl of the resulty of the study at the complation of the study? . ... .. {3 { .




G Was the patient assigoed 1o study medications? ..., o oo oo

Skip to Duestion 14,

Yas
10, [id the mivsician advise the patlent © stop
taking study madization atthis ume? L L o o o {3
11, Dig the coordinator collect all medication and medication
botties and have the pills comutad? L L L0 L e {3
17 Have the Medication Compliance Form iForm 18} andd the
Drug Destribution Formy {(Form 20) lisen completed? ... oo {3
13, Has the madization unblinding envalope baen )
sitachad 1o the Form 207 L L e e C {4 B
Skip to Guestion 15,
14, Mas the sscond Voluntary Control Assassment been performead? . o0 L 0L {4}
18, Dig the coordinator coliaot all one-year Attank Card Booklets? ... oo o oL {43
Yes
Yes
A, g the Principal Investigawr call the patient 1 stress
the mportance of collecting one-year information? . .. { .
8. Has the regson for non-coliection been documemed? .. {4 {
Yes
15, [id the soordingtor collact ail onge-vesr Dally Dlarigs? 00 0L oo { L
17, Did the coordinator golfect olf Diaries bevwean FYQ4 and FVOE? . ... ... { .

PART I ADMINISTRATIVE MATTERS

16, Presician o Prnopst investigaion

Signatre: RTS Saff No.o ...

13, Ressarch Uosordinaton

Zignature: RIS Gt Mo ... ...

N3
’
<

Day Year
{Form Typei © ) Lo & 01




ITEM
HEADER

2

3A

4A

5A

7A

7C

10
11
12
13
14
15
15A
15B
16

17

NAME
NEWID

F70_DAYS

CONTACT

NOTE

HLTH

PROBLEM
NEWSYMP

ACTIONA

RELATION

CARE
CURRPHYS
NEWPHYS
BIOREF
RESULT
MEDASS1
STOPMED
PILLCNT
MEDCOMP
UNBL_F20
VC_ASS
COLLATT
PI_CALL
NONCOLL
COLL1YR

COLLDIAR

o<

c:

O e e e e =i

FORM 70 (Rev. 0)

CLOSE-OUT FORM

TYPE AND LENGTH
1(4)
1(4)

I(1)

I(1)
I(1)

I(1)
I(1)
I(1)

I(1)

I(1)

I(1)

I(1)

CODES OR UNITS

Patient ID

Date of close out visit or interview
Days from randomization

1 = Clinical Visit
2 = Telephone

1=Yes, 2= No

1= Yes

2= No

3 = Insufficient medical monitoring data
1=Yes, 2= No

1=Yes, 2= No

atient seen, treated and released
roblem unresolved and patient

referred to physician
Problem insignificant

1=P
2=P
3

1 = Not related

2 = Possibly related
3 = Probably related
4 = Definitely related

1 =Yes, 2 =No

1=Yes, 2= No

1 =Yes, 2 =No



Data Set Name:

Member Type:

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

RTS.FORM70
DATA

RTS form70 13:16 Friday, April 28, 2000 1

CONTENTS PROCEDURE

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

Observations: 274
Variables: 25
Indexes: 0

Observation Length: 104
Deleted Observations: O

Compressed: NO
Sorted: NO

Data Set Page Size: 8192
Number of Data Set Pages: 4
File Format:
First Data Page:

Max Obs per Page:

607
1
78

Obs in First Data Page: 45

# Variable Type Len Pos Format Informat Label

FEEfEEffffffffffffffffffffffffffffffffffrffffrfffffrrererfffrfrreerfffrerreeeeees

6
11
8
22
19
23
1
9
24
3
13
16
25
10
5
21
2
15
20
4
7
12
14
17
18

ACTIONA
BIOREF
CARE
COLL1YR
COLLATT
COLLDIAR
CONTACT
CURRPHYS
F70_DAYS
HLTH
MEDASS1
MEDCOMP
NEWID
NEWPHYS
NEWSYMP
NONCOLL
NOTE
PILLCNT
PI1_CALL
PROBLEM
RELATION
RESULT
STOPMED
UNBL_F20
VC_ASS

Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num
Num

4

AADAMDMDDEAIAEDMDDIAEIAEDDPOODADAEIAEDDDIAELADDIDLDN

20
40
28
84
72
88

0
32
92

8
48
60
96
36
16
80

4
56
76
12
24
44
52
64
68

1.
1.
1.
1.
1.
1.
1.
1.
4.
1.
1.
1.
4.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.

BEST22.
BEST22.
BEST22.
BEST22.
BEST22.
BEST22.
BEST22.
BEST22.

BEST22.
BEST22.
BEST22.

BEST22.
BEST22.
BEST22.
BEST22.
BEST22.
BEST22.
BEST22.
BEST22.
BEST22.
BEST22.
BEST22.
BEST22.

f7095a Action taken on new symptoms
7097c Referral to BF therapist

7097 Continuing care discussed
70916 All 1 yr diaries

70915 All 1 yr attack booklets
70917 All diaries bt FV04 and FV05
7093 Type of Contact

f70g7a Referral to current physician
7092 Days from randomization

7004 Health status worsened

7099 Patient assigned to medication
70912 Form 18 and Form 20 completed
Patient ID

f7097b Referral to new physician
7095 Patient reported new symptoms
f70915b Non-collection is documented
f7093a Physician note written

70911 Collected and counted medication
f70915a Pl called patient

f7094a Patient reported problems
7006 Relationship to study treatment
7008 Results at end of study

70910 Advised to stop medication
70913 Unblinding envelope on Form 20
70914 Second VC assessment



Variable

RTS form70

09:46 Friday, May 5, 2000

Std Dev

Minimum

Max imum

CONTACT
NOTE
HLTH
PROBLEM
NEWSYMP
ACTIONA
RELATION
CARE
CURRPHYS
NEWPHYS
BIOREF
RESULT
MEDASS1
STOPMED
PILLCNT
MEDCOMP
UNBL_F20
VC_ASS
COLLATT
PI1_CALL
NONCOLL
COLL1YR
COLLDIAR
F70_DAYS
NEWID

7093 Type of Contact

f7093a Physician note written

7004 Health status worsened

f7094a Patient reported problems
7095 Patient reported new symptoms
f7095a Action taken on new symptoms
7006 Relationship to study treatment
7097 Continuing care discussed
f70g7a Referral to current physician
f7097b Referral to new physician
70g7c Referral to BF therapist
7008 Results at end of study

7099 Patient assigned to medication
70910 Advised to stop medication

70911 Collected and counted medication

70912 Form 18 and Form 20 completed
70913 Unblinding envelope on Form 20
70914 Second VC assessment

70915 All 1 yr attack booklets
f70915a Pl called patient

f70915b Non-collection is documented
70916 All 1 yr diaries

70917 All diaries bt FV04 and FV05
7092 Days from randomization

Patient ID

274
222

39

38
274
274
132
135
130
131
138
274

0.5
0.3
0.0
0.1
0.4
0.3
0.4
0.1
0.4
0.4
0.2
0.5
0.1
0.3
0.2
0.2
0.5

1.0
432.0

1



	DisclaimerBox0: Persons 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 filename in your message.


