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SOREENING FORNM Page 1 of 11

L No. -

Form Typel 8 { ¥V | O

=

Pare I ¥Wisitc Identification

1. Patient's initialsg: vevmmmeonn R P R

Z. Screening date:

Month Day Year

Pare Tr:. Eilieibiiicy Criteris

3. Iz the patisnt av least 1B vesars of aga?

A. Date of bivth: «vernnivnnn. R R R

Honth Day Yeay

USE DR. HILDEGARD MARICQ'S DIALOGUE AND DIAGHOSTIC CHARTS TO COMPLETE ITEME 4 70 20,

4. Are the patient’'s fingers umisually sensitive o old? vvvmacrmvvan

3. Do the patient's fingers somstimes show wmusual color changes? ----

Check all thar apply.
4. Fingers turn white ----{ , %
B. Fingers turn blus

o purplérveccmm s {
. Fingers turn ved ~-rsvw { .
6. Patient’s opinion of fingervip cwlor at time uf.examimation: ~~~~~~~
7. Patient’'s usual fingertip oolGy ~crrrrerrcvocncannnoanaanann e
B. Ezaminer’s opinion of fingeriip soelor at time of examination:
D Ha. ~
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BIS Torm 03
Bev., 3 L1/0L/93

Page 2 of 11

e e 3
What 1

el

the palest the patisnt’s fingertips gel? ~~-veeana- R e

G, Wi

14 What i

e

the most purple the patient's fingertips get? ~vvvrvvnmnnan

12. What is the veddest the patient’'s fingertips get? ~--rvvvvvmnnnnnnen

3. Ave the patient’s fingertips or whole fingers ever clearly
more white, blue ov purple than the rest of the hand? «- - 0y {40
Yan  No Unbnown

3

Which pictuyes do the fingers

{Check gll that appiv 3
A, Pileture & - {0
B, Pleture B ~ ~ «~ - ~ ~ {3}
O, Ploture € - - - - - - {3
La, Do the patient’s hands ever look like any of the
pilotures on the White Chavi? -v-w- T A e e 'GP I g‘g
Yes No Unhkoown

Which pletures on White Chayt
do the fingeys vesesbls¥

{Check all that apyiv Y

A, Phots 1 - N Y
B. Phota ¥ {0
G Phiere 3 o~ v« . 4 0w Y

1}

P, Fhoeto 4 - - - - - - 0

D No. .

Form Twpe 8 ¥ i 1
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TS Forwm 03
Raw, 3 11701043
5 .

Page of 11

15, Do the patient’s hands ever look like any
of the plotures on the Blus Chart? ~vvvvqn N R R S e Uy Oy L
Yes Ho Uohoown

Which pleturss oo Blus Chart
do the k”hgers resemble?

{Cheek all that apply.}

&. Photo 1 S e e e { .
B. Photo 2 -~ - - - -~ -« {3}
C. o Phwte 3 -~ -~ -~ - {0
D. Photo & - -~ - - - {0
1%, Desceriba the line of demavcation betwsen the white
areg of fingev{s} and the vest of [iager/wmed:
9}‘1&"{}? o o e e e e e e e e e e s G e e e e e e e e e e et e e e e e e e o { l\}
DeFiniie v v e m v v e s e e e e e v ;

Blugrad ~vrrmmrr s i

ABGONE v rrrcra v mmnamm v m e e e R ¢

P
P
A "

I

UNETIOWI] o m o v mmmmmm s m o m e v v e m v A e v {
Fingers do not get white «-rrrrmmrmm e cmmnn s v vvv e

o

-,
"

()
e
v
&
@
43
=

Line of demarcation between the blus oyp
EOoF ar{s} and the resv of fingesr/band:

et

<

b

o]

r

ES BN
m

v

bhed

js53

53

e

Poby gt
B,
[

ey

o]

%

Wharp O O U S VUV PUUUIPVDVID VY ﬁ

Befindte v rrmmm s s e {53

Bluarred ~rvwvmmmmm v m o e e e e e e e e~ < 2}
AHBEIE = m nm m o m o m o n e e e LY

TrdIIGwWE ~ v v v v e fam v v b mana e N S, R, (.3
Fingars do rad get ;L

18, Yo these color changes oooul:

Guddenly --m-msvremaacavean - e e S
Cradually s ()
Almost alway -, varying only in intensivy ------ ()
ﬁ*lkt’i’;‘-‘)ﬂ’l ........... B T I I { 4}
atient denies all color changes compared with charts-~ { )

1D He.

Foem Typal & 1 ¢ [0 11




28

N

Summary

of diagnn

of white Raynaud’s phenomenon.

AL ltem & was answeved "YER® and/or Trem 34 wax chechod: ~vvoaaaoos
. Raesponse te lvem ¥ wag 0L ov 0¥ -vvvronvorvvrnans A v
G Respoose to at least ooe of the f[ollowing was checked:
13Aa, 4B, 140, 14D, or (144 with a response to ltem 16
of "SHARPY or "BEFIRITE.") «-v-.- MMM e e e ek
D, Bosx the patlent bhave a diagnoszis of white Raynsud®s
phenomenon?  (Ttems 194, B and € are answered "YEH. %) -
Summary of diagrosis of blus Hayoaud’ s phesowenon.
A, Tvem 4 was answeved PYES® and/ov Itew 5B was checked: ~-- v
B, Patient selectad wpne of the following cambinationg
of the blue scale and blue hand pilchures: «vvvmmmrvvvnnnnrnaas
L. Item 120 or ftem 184 shecked arnd response
to ftem 18 oy 11 1s 06, 07, 11 oy 17.
2. Grem 15B cheched and vesporse to Lfem 19 or 11 iz 07 orx 17,
3 Ttem 138 checked and response to ftem 10 or 11 is 07,
4. Item 138 checked and the regponse te Item 10 iz 06
and o Item 11 iz 17 v the response to Ttem 10 iz
12 apd te Ttem 11 1z 08,
C. Response to Item 17 was "Sharp, definits blarrad”’: -----onao-
. Responze to Item 18 was "ALWAYS PYRSANLY ! ~vevrrrrvvmvancvnnnaas
E. diagrosis of blus Rayonaod’s
B oand € are ansvweved “YES®
R T S SOV V VDV VU
Was the responss Ue eithey Item IBD or 20 "Yes®™? «vvvvnivvnnn s

RTS Form U

RBav., 3 11/
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b’.
Page 4 of
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Ly o{sTor)
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Yes No

ID Ho. “
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RTHE Form (3
Rev 3 1101 /97

Page % of

e

22. Ao Which fingers wddergo oolor changes?  (Cheok all that apply.

"~

Indesx Middie Eing Littie

{1y Left hand

{23 Right hand

least one fingsr from sach hand imvolived? ~---- cemee LY {Eropd
Yes N

o
ed
i
(%3
oy
8
I3
o
53
ry

5
goin
[

the patient have at least 14 Raynsud’s attacks
pey wask in the preavicus oold season® ----- R RN ST R -5 e -}
N

{ g Na

24, Has the patient bad Rayosud’s for at leasy
sie previous cold season? ~-rveeomnnna s e T N { .3 (zwowy
i ¥

A, Month and vear of snset of Ravoauwd s comem e i mmmnnnn i an

7 <

Manth Yeayr

0]

moment of normal nailfold capillavies.

™
W
o
S
W
7.
A
"

>

Uriiforn discribution of capillaries? -~vvvvvnns M e

o]
&
o
el
p
et
-t
m
s~
i
~

loop wideh <I8Gu in the distal row? «-rsrvvns s aa

O, Capillary lovp is without mavked toertuowivy
b thar deformiation? oo wormvvvnaaan e

D, Edematous appearansg? «-. - vvae R R R e R

£, Few, if any, capillayy hemovvhages with
wymal outgrowth in the outicle? - vmnven i nnnnnn i )

e

P Localized avascular aysag? - aes R “aaa Mev e e mmee Camapy {40

¥es Mo

2]
]
jwd
pet
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BYS Form 03
Revw, 3 11/01/4%%
Page 6 of 11

a4y

ahoormal caplll

sfini ;
microsooepy Findlogs? coreee i vieiianiviiii e L) )

Ve Mo

. normal nailifold capillaviesy
B, 0 and £ anzwered “YES," and lvem 27D, :
aosworad PR T c e e i v ( 2 (amops

R

Boees the patdent bave & telephooe or can the patient establish

a method of yepulayr contact with the Clinical Unit? ~vevvvnnnannnoon {0y {myoe)
Yes Mo

27, Has the patient signed the Informed Cepsentt Feum? ~---ormrvnnnans

25, Does the patient have a history igital suleers oy dipital
T hawve digital pits ov loss of fingerpad sobaxtance? -+ -~ {grer) { ;)
Yeau No

29. Ara Lﬁdfc any 1ﬂd1ra“1wng that the patient's Rayoauwl' s pberowmancn

R & PpRENDMENONT - avvrr i esca v n e frORY o)
Yes Ho

atisnt bave s bBistory of alcohivl oy illicin
or iz he/she othevwise unveliable? ~vv-vnnnnnnanay S

drug dh:%

3% Does the patlent have evidence of any cavdiovascular,
pulmenary, verml, hepatic, erddecrine, neoplastic,
payvebiatric, z\uunog«i( oy gastrointestinal disease

which is likely to interfere with the corduct of the study? «wvewees {sr0p) (43
Yes No

33 Is the patdent planvdng to move £
aut of the syvea duving the study {next 24 months}? ~~evvvvn R ~ee e LERORY .
Yes No

N
v

I8 Mo,
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RT5 Forwm U3
Riv. 3 ,?/h S5
Page 7 of 11

W
[
e
o
G
i
-
s
253

""')
oy

~

et avet uwsesd any of the follewing medicationg? oo oon {0 ) {23
Yes Mo
¥ &

& BKIP to
Pt Ivem 34%.

D

A, &ipha Methyldopa pericd of use:

{1y Wivhin 1 month «~vvevmmmannan e e e e m v [P

(23 Ever (priay fo paxl mopih) o mormvmanni i ()

{2y $id sedicavion laprove
Faynaud’s symptoms? ~-- { 3 { ;)
Yesg No

B. Bets hlockers period of use:
{1) within 1 mgﬁth VUV VRV

{2} Ever {(prior tu pasi wmonth}) ----uu- R R R R

(s} Bid madicacion improve
Raynaud’s syaptons? ---

C. Caloium charmel blockers periocd of use:

{1y Within L month v vrvvvvvnnnniii i c -

(723 Bvar (prior te past month) -«vvve- R e

{z} Did medication improve
Rayoaud’'s mymptoms? - - -

1D He. -

3
ol
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33 {Continuad)

R. Clonddine peciod of use:

(1) Within 1 month ~vvrrrnome v T v

{23 Evar {pricy o past month) - oveeveenaan e e {2

(ay Did medication improve
Raynaud's symptoms? ~-- ( 3 { )

E. Brgot preparations psried of ums:

(1Y Withio 1L menth ~vrmmmmnen e ionnnan

~~
st

(2} Ewvar {(prisy £o past month) ~crvvsvcmmmmnnnnnnnnna ..

{a) Did medication lmprove
Bavoaud s symploms?

B, Nitgoglveerine ocintment pariced of usa:
(1 Within § @onth ~coee v vivmvnnn i iaien s
{2} Ever {(prior %o past month) v vrrmrmevrronnnnan. SRR { )
¥
{ay Did wedication fmprove
Raynaud’s symptoms? ~-- { 3 { 31
Yes N
G, Nicotine resin or transdermal patoh pericd of ume:

{1y Within 1 month -~rrvvn I RIS

(2 Bver {prior to past month) ~cerevommmnnno a0 Y

{#) Did medication improve
Rayaaud’s symptoms? ~~- {3 {

<
(c«.
i

-
2
Z .
RN

i Mo, -

v 0 i

13
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RTE Fovm U3
Bev. 3 LL/01/%3
% of 11

Page

8, tuanethidine peried of uze:

{1y Within 1 moenth v o vmovuvan e e v v a Comiiad

{2} Ever {(priovy to past menth) -vwevann R LT -

(a) Rid sedicacion improve
Raynaud’'s sympiomsa? ~--

{, Hydralazine peviod of use:
(1) Within { month -~ -venvnn e R S

{23 Byer {pricr te past monthi} -« v vevvrmmim i

{a; Did wmedication improve
Hayraud’ s

Jo o Minoxidil pevied of use:
{1y Within L wmonth ~rrrrvvvvnnan O e e e - -

(23 Bvar (prioy to past month) vvecsscvvommnnn i annna

{a) Did medicarion improve
Hayrnawd’s symptoms? -~~~
) k

. Ferntoxifylline period of use:

{1} WItHhIn L MOOER ~a e mvv o st et e % o e e e e e e . <-§TO£‘.}

P
2

23 Evar {prioy v past month) «-vasasao v v { .3

{a} Did wmedicatioen fmprove
Raymaud’'s sympioms? ---« { v {

ID Ne.

Foyrw Type Y LU i




ETS Form 0§32
Rew. 3 11701793
Page 10 of 11

291
W

{Contirsiad)

L. Prasoxin period of use:

pa—

4
5,

PoWichin Lomonth e e o

{23 Bver {(prist Lo past month) ceeemnnan N T S .

{a} bid medization improve
Rayoaud’ s zymptoms? - -

M. Ressrpive pavicd of use:

{1) Within 1 month - R R R R T e £y

{2} Ever

N

srier Lo paxl menth) varrrr~s s R { ;3

{a} Did medicatien improve
Raynaud s symptomz? «--

%

§, {ther Vasodilaters:

Spacify:

{13 Withio 1 month ~-vvs w e T R I ooy Y

(2} EBvaer {prioy to past mooith) - vvvrvrina i L)

7

{a) Bid medication improve”
Baynaud’s symptoms? --- { ) {

. Coumadin peviod of use:

{13 Within § smontd oo vv v v

r

(2} Ever (prior ¢ past month) srvvvvacamnant i innna e

Paady
&
pg
s
2

L

nadication
B(?}’ﬂ.(il i;.\ VVFi/?OfAS‘? i

Yes  He

in No. ~
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Y8 Form §3
Rew., 3 11,701,893
Fage 11 of 11

3% Has the patisnt ever used nifedipine or nifedipine ¥L7% ~-vvvonnnnn -

A, Is the patient intolerant of ov
bypersenzitive to nifedipine oy Wledipine XL?

B. Has patient used nifadipine or
nifedipine XL within 1 month?

¥ i

{1 VWhat was the daily dosa? «---

(2} Did medication improve
Baynaud’ s sympltome? «~--vvvasan

33, Has the patient sver been trsated For Rayraud’ s
phenomenon with biofssdback therapy? ~---raesvvvvunn -

Pavy Bil.  Adeindistranivs Matters

36, Person conducting disgnestic coloer char: dlalogus with patient:

Bignature: RIS Btaif No.: -

37. Parzon perfomming capillary micrescopy:
Bignaturs: KIZ Staff No.: T,
3, Reseavch Coordinator:

Signature: RT8 Staff Na.: ~

39, BDate form completnd] vovamammon ittt iminc e r e o - “
Month Ray Year

iDi Ko, -

Porm Type!l 8 | 90 0§ 1




RAYHAUD'S TREATHENT STUDY RTS8 Form 03
Revw, 2 18/14/93
SCREEHING FORM Page 1 of 11

b He. -

Porm Type! & 1 ¥ | O H

art 1. Wizt Tdeniification

Patient’'s inftials: crerrrmmm v iin T

2. Screening date:

Part I¥: Eligibility Oritevis

L

iz the patient at least 18 years of gaT «ersvvvovomoncoonouuuunnnn { 1

&. Bate of bivth: worrrvrcmin i s

Monith Day Yoay

USE BE. HILDEGARD MARICO'S DIALOGUE AND DIAGHNOSTIC CHARTS TO COMPLETE ITEMS & 70 20.

4. Are the patient’s fingers unusually sensitive to vald? ~~---- SRR {2

K8 Do the patient’s fingers somstimes show unusual color changes? ---« ( 3
Yex
i,

¢

Gheck all that apply.

&, Fingesrs turn white -~«-{ ., 3
B.  Fiugers turp blus

L purplas s e e van
. Pingers turn ved

G, Patient’s opinion of fingertip celor at time of exswmination:
¥ Patient’s umual £lngertip colpl »vrrecmmm o ini i c i r o

&.  Examiner’s opindieu of fingertip color at time of sxamination:

R Ho.

Ramm Typs & LV G i




RS Form 33
Rev, & 1015793
Pags 2 of 11

is the palest the patiest’s fingevtips

O

JEEN What is the bleest the patlent’'s fingeriips get? cemcmomnnunn i iunn

it What iz the mest purple the patient’'s fingertips get? ~vvvvmaaaaao..

et
>
w
2
b
~
5
2
e
o
31
fo

the reddest the patient s flogertips get? v vvvvvvnnnanny

RN Arve the patlents {ingertips or whole fing
-

-3
s
more white, blus oy purple than the vest of

s ever clsarly
the hand? - e venie s {

No Unkoown

3

Which pictures do the fingers
vesembliea?

{Check all vhat spply.}
&. Plenure & - - - - -« -
Y. Plooure B {
O Ficture € ~ « « =« < {3

RadN

M

14, Do the patient’s haads ever look like any of the

X

pletures on the White Chart? ---vvnwn A R R s AND IS QIS T P
3 Neo Unireown

Which pictures on White Chavt
do the fiogers resemble?

{Check all that aspplyv.)
&, Photo L - - - - - - - {3

. i
v, Phioto 2 ST G
. Fhovo 3 - -~ o~ v - - - {0
. Fhoto & - -~ ~ < - {43

15 Bo. “

Form Typel & 0 ¥V Lo |1




BTS Form {3
Rew, 2 10/15,793
Page 3 of 11

3o the patient's hands ever look Like any
of the pleteras oo the Blue Chart? - R ¢y Ly 0y
Yes o Unknown

Which piastures on Blue Chayg
do the fingers resemble?

{(Check all that apply.)
A, Photo L - - ~ ~ - - ~« ¢
B, Phota 2~ ~ -

O, Photo
. Photoe & -

o

e

o

p—
¥

Nt N e rans

16, Describe the fine of demarcation bstween the white
arvea of finger{s) and the rest of fingsr/hand:

1)

S%lalrp O O B L {\

e

{}(Bf:i_r'{ite A v e e ek e et e e e e e e e et e v e e A v M M A A A A me e e e e e A e e e e e e

Nt

F A M i M s (4

4 s
UnMDOwIy ~ vt s s i mmm s e v v b e A A M v e - e s s s
Pingers do pob get whifo - rrmeorsvyrmmmnn e -

RS

17, Deseribe the line of
Fal

demarcation betwsen the blus oy
purple arsa of fingav(s] i ¢

Fur vest of finger/hand:

’:}'ha},‘p e e e m e e e e e e e e e e e W w W m e h A A e A M A v e s ke e e T o ( V3
Dafinioe ~revvcenmnainmronn e e s £
Bluryad -t R {42

F\}?Siii’it DO O 0 T { N

UnlnQwy ~ v~ o v mmmm s e B VSV e e e e e { M /‘}
Fingers do not get blus ov purple - R .

Paat™
o
~—

’n

18 Do these coloy changes ogour:

Sudde nly .................. e e e e A m v e a m e e e [P ¢
Gradual 1'3?,' ............... R L L
Alwost alwavs present, vareing only in intessity

TARIEIWT crmm v v v m o n e e e o e e e ae P

Patiant denies all color changes compared with charts--

[S)

343
&
-
~Z
pors
o~
jod
£
i
a3
@
]
s
ok
Fa s
o
3
i
i
N LT AT AT
aow
R




E

Semmary of dia

gnosis of whit

& Ravnauvd's phenomennit,

&, Yrem 4 was snawered "YESY and/or Item DA was checkadd:
3. Hesponze to Item 9 was 0L ar 071 --vvnnn

£. Hesponss te at least on;
13A, 14B, 140, 14n, ox

"SHARYY or “BEEIEETE,

o
ot

. ses the patient have a

phanomenon? (ILons

S

e
194

N

Summary of dizgoosiz of blus

A, Item & was answered YYESR

B, Patlent of

of the i

GYIE

e
.
vt
D
s

ahecked and
and

aved

s 1%

cheokad

v
EVIN

PR
e

Boes patiﬂﬁf have
phenomanen? Items 204,
and Item 200 is anzweved

[N,

Was the response to either 1

and Blue

a diagnos

chaoked:
16

f)?iow*ug Wi S
th s responae o Iten

R)

dlagnaesis of white Ravnaud’

B argd € ave

Raynauvd’s phenomenon.

%

and/er Ltem 53 was checked:

the following vamhinatiens
wrdd ploters

chacked and response
G6, 07, 11 or 1Z.

gk
-

10 oy
18 ov
G

regponse to Ttem

35083
[

response to Ltem

ey
i

the vesponse to Ttem

ar the response te Item 10 is
ATEN

definite

“Always present”:

2 of blue Raynsud’s

i
B and € are answersd “YRES®

YED .Y

tem 19D or 20F "Yeg®?

answered "YEZ. T

Ry
Bewv.
Page 4

-
X/
Y

Yonn

- N
( b

Form 03
2 10/15/93

of 11

Koy

Ko

Forsm Type

?’f\"

3




BTS Form 03
R(—ﬂ:‘ 2 10/15793
Page 5 of 11

22 &, Which [ingers wodergp color changes¥  (Check all that apply.)
(b3 () (4}
Index Middle Hing
{1} Leaft hand
{23 Eight hand
B. Is there at least onae filnger from each hand invelvedy -
23, ')1 d the patient have at lesat 14 Raynand’'s attacks
weel in the previous cold seasoen? ~--vvvommnnns R
2 Has the patient had Raynzud’s for at least

previcus ooid season?

...;.\

- Rayraud’ s

Monch and vear of onsget

N
L4

Assezzment of noral nallfeld capillaries.

A

A, Upiform e e e

distyribution of capillavies?

Mornth Yaar
R G € -

3. Capillary loop width <i00s in the distal row? R TR S
Yes Mo
C. Capillary loop is wivhont marked tortucsiny
oy other defarmation? - crvvmmm oo o e e { .3
Yaxu
3. Edemaious appearanns? s eeeeeaaameoaoaan A {eron)
Yes
E.  Paw, If any, capillary ham g with
normal cutgrowtd in the oulicle? « e rmvovvmm ol
‘:—8,:
Fyo Localilzed avasculay araas? «veanmrevvvvaan T T e VRPN €0/ ¢
Yes
;
Ib Ho! ~




BTS Form 03
Rav. 2 10/15,/93
Page © of 11

25, {Continued)

G, Aany eother de

¥ e ely abnormal cepiliary
microscopy {1

finit
ndings? - r vt R R

H. Dossx the patient have vorsal nallfeld capiilarie
{ltems 274, B, C and B answered “YES,? and tam
F,oand O answeved "HOUYY v v o nnn i

N

26, Does the paai nt have a telephons ov can the patient
z method of regular contact with the Clinical Univ?

sned the Informed Consent Form? »vvvvvomnnmvmnaanan { .} {oros)

vy

Pare IV:. Txeluaion Critvtervria

28, Does the

gangrensg

29 Are there any indicatiens that the patlent’s Rayonsud’sz ghencmenon

7

fRaynaud’ s phefomenon? «--rsvcvevmnnrm o cn e R

Wi

&

>3
S
G

It Does the patlant bave a history of alcohel or 1llicit
drug abuse ov ig he/she otherwise unveliabl mm e e e (EGRY

Poes the patisnt have avidence of any cardiov
pulmonary, renal, hepatic, andecrins, necplas
pavehiatric, neurslogic, or ga&troxnt stinal ]
which ls likely to interfere with the oonduct of

Ize study? - ---e {grep) 0 L)
Yavg o

s planmiog o move
out of the aves duriog the study (next 24

1B Ha. “

Form Tepa| 84V | 61




Has

(e
(€9

the patlient ever used any of the following medications? ~--~---v { )

¥TS PForm

Bev, 2

(3

10/15/9%
of

i1

bl SR
Yes Ko
¥ %
¥ BELP to
% Trem 34,
&. Alpha Methyldopa pevied of use:
{1} Within L month ~reevmmmm oo Coiony
{47 Bver {prior ta past month) - v iiini i {3
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SCREENING FORM

TYPE AND LENGTH
1(4)
1(4)

I(1)
1(4)

I(1)

I(1)

1(2)
1(2)
I(2)
1(2)
I(2)
1(2)
1(2)
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

Screening date
Days from Randomization

1=Yes, 2= No
Age at Randomization (years)

1 =Yes, 2 =No

1 =Yes, 2 =No

1-12

1-12

1-12

0 - 12 (0 = do not get pale)
0 - 12 (0 = do not get blue)
0 - 12 (0 = do not get purple)
0 - 12 (0 = do not get red)

1 = Yes, 2 = No, 3 = Unknown
1 =Yes, 2=No

1 =Yes, 2 =No
1 =Yes,2=No
1 = Yes, 2 = No, 3 = Unknown

1 =Yes, 2=No

1 = Yes, 2 = No, 3 = Unknown

1=Yes, 2= No

1 = Sharp

2 = Definite
3 = Blurred
4 = Absent

5 = Unknown
6 = Fingers do not get white

1 = Sharp

2 = Definite
3 = Blurred
4 = Absent

5 = Unknown
6 = Fingers do not get blue or purple
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SCREENING FORM

(Continued)
ITEM NAME TYPE AND LENGTH CODES OR UNITS
18 COLCHG (1) 1 = Suddenly
2 = Gradually
3 = Almost always present, varying
only in intensity
4 = Unknown
5 = Patient denies all color changes
19A WH_RPA a
19B WH_RPB T
19C WH_RPC y (1) 1=Yes,2=No
19D WH_RPD b
20A BL_RPA 1]
20B BL_RPB T
20C BL_RPC y (1) 1=Yes,2=No
20D BL_RPD |
20E BL_RPE b
21 RESPONSE (1) 1=Yes,2=No
22Ala LEFT T 1]
22A1b LEFT_I T
22A1c LEFT_M T
22A1d LEFT R T
22Ale LEFT L T
22A2a RIGHT_T y (1) 1=Yes,2=No
22A2b RIGHT _| T
22A2c RIGHT _M T
22A2d RIGHT_R T
22A2e RIGHT_L b
22B ONEFING 1(1) 1=Yes,2=No
23 ATT14 (1) 1=Yes,2=No
24 ONECOLD 1(1) 1=Yes,2=No
24A ON_DAYS 1(8) Onset of Raynaud’s
Days from Randomization
25A NAIL_A a
25B NAIL_B T
25C NAIL_C T
25D NAIL_D T
25E NAIL_E y 1(1) 1=Yes,2=No
25F NAIL_F T
25G NAIL_G T
25H NAIL_H b
26 PHONE (1) 1=Yes,2=No
27 CONSENT (1) 1=Yes,2=No
28 DIGITAL (1) 1=Yes,2=No
29 SECOND (1) 1=Yes,2=No
30 ABUSE (1) 1=Yes,2=No

31 OTH_ILL I(1) 1 = Yes, 2 = No
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1 =Yes, 2=No
1 =Yes, 2 =No

1 = Within 1 month
2 = Ever

3 = Never
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CODES OR UNITS

1 = Within 1 month
2 = Ever

3 = Never

1 =Yes, 2 =No

1 = Within 1 month
2 = Ever

3 = Never

1 =Yes, 2= No

1 = Within 1 month

1 =Yes, 2=No
1 =Yes, 2=No
1 =Yes, 2 =No
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1 =Yes, 2=No

1 =Yes, 2 =No
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RTS.FORMO3 Observations: 391
DATA Variables: 109
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Observation Length: 449
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# Variable Type Len Pos Format Informat Label
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66

70
71
52
72
73
105

11
23
35

36
37
38
39
108
74
75
76
77
30

63

98
99
29
28
64

ABUSE

AGE
ALPHA
ALPHA_A
ATT14
BETA
BETA_A
BIOTHER
BLPURP
BLUEST
BL_CHART
BL_RPA

BL_RPB
BL_RPC
BL_RPD
BL_RPE
B_YRS
CALC
CALC_A
CLON
CLON_A
COLCHG
COLDSEN
CONSENT

CouM
COUM_A
DEMARC_B
DEMARC_W
DIGITAL

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
Num
Num
Num
Num

4

A BABADMBAIAMEDDMDDAAND

A ADMDMDBAIAEDOAD™DD

A A DA DD

260 1. BEST22. 03930 Drug/alcohol abuse or
unreliable
0 1. BEST22. 0393 At least 18 years old
276 1. BEST22. f03g33a Alpha Methyldopa used
280 1. BEST22. ¥03g33a Improved symptoms
204 1. BEST22. 03923 >= 14 attacks last winter
284 1. BEST22. ¥03g33b Beta blockers used
288 1. BEST22. ¥03g33b Improved symptoms
416 1. BEST22. 03935 Previous biofeedback therapy
16 1. BEST22. f03g5b Fingers turn blue or purple
40 2. BEST22. 03910 Bluest fingertips get
88 1. BEST22. 03915 Looks like hands on Blue Chart
136 1. BEST22. f03g20a Sensitive to cold and turn
blue
140 1. BEST22. ¥03g20b Description of blue color
144 1. BEST22. ¥03g20c Demarcation line present
148 1. BEST22. $03g20d Color changes always present
152 1. BEST22. ¥03g20e Diagnosis of blue Raynauds
433 4. f03g3a Age (years) at randomization
292 1. BEST22. $03g33c Calcium channel blockers used
296 1. BEST22. ¥03g33c Improved symptoms
300 1. BEST22. ¥03g33d Clonidine used
304 1. BEST22. $03g33d Improved symptoms
116 1. BEST22. 03918 Timing of color changes
4 1. BEST22. 0394 Fingers sensitive to cold
248 1. BEST22. 03927 Signed the Informed Consent
Form
388 1. BEST22. 039330 Coumadin used
392 1. BEST22. 039330 Improved symptoms
112 1. BEST22. ¥03gl7 Demarcation line for blue area
108 1. BEST22. 03916 Demarcation line for white area

252 1. BEST22. 03928 Digital ulcers/gangrene/pits
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78
79
9
106
14
84
85
86
87
42
45
43
44
41
69
88
89
12
68
54
55
56
57
58
59
60
61
107
82
83
100
103
104
101
102
80
81
53
51
109
96
97
67
10
90
91
62
24
19
25
20
26

ERGOT
ERGOT_A
EXOPIN
FO3_DAYS
FINGMWBP
GUAN
GUAN_A
HYDRA
HYDRA_A
LEFT_I
LEFT_L
LEFT_M
LEFT_R
LEFT_T
MEDUSE
MINOX
MINOX_A
MOSTPURP
MOV ING
NAIL_A
NAIL_B
NAIL_C
NAIL_D
NAIL_E
NAIL_F
NAIL_G
NAIL_H
NEWID
NIC
NIC_A
NIF
NIFDOSE
NIFIMP
NIF_A
NIF_B
NITRO
NITRO_A
ONECOLD
ONEFING
ON_DAYS
OTHVAS
OTHVAS_A
OTH_ILL
PALEST
PENT
PENT_A
PHONE
PHOTO1_B
PHOTOL_W
PHOTO2_B
PHOTO2_W
PHOTO3_B

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
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
Num
Num

4
4
4

A ADAMDMIEAIEDMDIDIEIAEDDDODADAEIAEDDIELAEDDDPMNODPEAAEDEDIELAEDDAELAEDDIDIAELADIEAAEDDIANMDdDOG

308
312

32
420

52
332
336
340
344
164
176
168
172
160
272
348
352

44
268
212
216
220
224
228
232
236
240
425
324
328
396
408
412
400
404
316
320
208
200
441
380
384
264

36
356
360
244

92

72

96

76
100

1.
1.
2.
4.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
2.
1.
1.
1.
1.
1.
1.
1.
1.
1.
4.
1.
1.
1.
3.
1.
1.
1.
1.
1.
1.
1.
8.
1.
1.
1.
2.
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.
BEST22.
BEST22.
BEST22.

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

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

f03g33e Ergot preparations used
f03g33e Improved symptoms

0398 Examiners opinion at exam
0392 Days from randomization
03913 More color than rest of hand
f03g33h Guanethidine used

03g33h Improved symptoms

039331 Hydralazine used

039331 Improved symptoms

03g22b1 Index finger on left hand
f03g22el Little finger on left hand
03g22c1l Middle finger on left hand
03g22d1 Ring finger on left hand
03g22al Thumb on left hand

03933 Previous medications

03933j Minoxidil used

03933j Improved symptoms

03911 Most purple fingertips get
03932 Patient will be moving

f03g25a Uniform dist. of capillaries
f03g25b Loop width <100u in distal row
03g25c No tortuosity or deformation
f03g25d Edematous appearance

f03g25e Few hemorrhages

f03g25fF Localized avascular areas
03g25g Other abnormal findings
03g25h Normal nailfold capillaries
Patient ID

f03g33g Nicotine resin or patch used
03933g Improved symptoms

03934 Nifedipine ever used

03g34b1l Nifedipine daily dose
03g34b2 Nifedipine improved symptoms
f03g34a Intolerant of Nifedipine
f03g34b Nifedipine used in last month
f03g33f Nitroglycerine ointment used
f03933f Improved symptoms

03924 Had Raynauds for >= 1 winter
03g22b At least one finger per hand
f03g24a Onset of Raynauds

f03g33n Other vasodilators used
03933n Improved symptoms

03931 Other interfering disease

0399 Palest fingertips get

03933k Pentoxifylline used

03933k Improved symptoms

03926 Telephone or other contact
f03gl5a Fingers resemble Photo 1
f03gl4a Fingers resemble Photo
f03g15b Fingers resemble Photo
f03gl14b Fingers resemble Photo
f03g15c Fingers resemble Photo

W NN PR
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21
27
22
15
16
17
92
93

7

6
13
94
95
40
47
50
48
49
46
65

3

8

4
18
31

32
33
34

PHOTO3_W Num
PHOTO4_B Num
PHOTO4_W Num
PICTA  Num
PICTB  Num
PICTC  Num
PRAZ Num
PRAZ_A  Num
PTOPIN  Num
RED Num
REDDEST  Num
RESERP  Num
RESERP_A Num
RESPONSE Num
RIGHT_I  Num
RIGHT_L Num
RIGHT_M  Num
RIGHT_R  Num
RIGHT_T Num
SECOND  Num
UNCOLOR  Num
USUAL  Num
WHITE  Num
WH_CHART Num
WH_RPA  Num

WH_RPB  Num
WH_RPC  Num
WH_RPD  Num

4

AADMDIAEIEDMDIAEIAEDDEIEDMDIAEIAEDDIAELADDIDLDN

A A D

80
104
84
56
60
64
364
368
24
20
48
372
376
156
184
196
188
192
180
256

28
12
68
120

124
128
132

1.
1.
1.
1.
1.
1.
1.
1.
2.
1.
2.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
2.
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.
BEST22.
BEST22.

BEST22.
BEST22.
BEST22.

f03gl4c Fingers resemble Photo 3
f03g15d Fingers resemble Photo 4
f03g14d Fingers resemble Photo 4
f03gl3a Fingers resemble Picture A
f03g13b Fingers resemble Picture B
f03g13c Fingers resemble Picture C
039331 Prazosin used

039331 Improved symptoms

0396 Patients opinion at exam
f03g5c Fingers turn red

03912 Reddest findertips get
f03g33m Reserpine used

03g33m Improved symptoms

03921 White or blue Raynauds
03g22b2 Index finger on right hand
f03g22e2 Little finger on right hand
03g22c2 Middle finger on right hand
03g22d2 Ring finger on right hand
f03g22a2 Thumb on right hand

03929 Secondary Raynauds

0395 Fingers show color changes
0397 Usual fingertip color

f03g5a Fingers turn white

03914 Looks like hands on White Chart
f03g19a Sensitive to cold and turn
white

f03g19b Palest color is 01 or 02
03g19c Demarcation line present
03g19d Diagnosis of white Raynauds
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Label

09:34 Tuesday, May 2, 2000

Std Dev

Minimum

Max imum

AGE
COLDSEN
UNCOLOR
WHITE
BLPURP
RED
PTOPIN
USUAL
EXOPIN
PALEST
BLUEST
MOSTPURP
REDDEST
FINGMWBP
PICTA
PICTB
PICTC
WH_CHART
PHOTOL_W
PHOTO2_W
PHOTO3_W
PHOTO4_W
BL_CHART
PHOTO1_B
PHOTO2_B
PHOTO3_B
PHOTO4_B
DEMARC_W
DEMARC_B
COLCHG
WH_RPA
WH_RPB
WH_RPC
WH_RPD
BL_RPA
BL_RPB
BL_RPC
BL_RPD
BL_RPE
RESPONSE

0393 At least 18 years old

0394 Fingers sensitive to cold

0395 Fingers show color changes
f03g5a Fingers turn white

f03g5b Fingers turn blue or purple
f03g5c Fingers turn red

0396 Patients opinion at exam

03qg7 Usual fingertip color

0398 Examiners opinion at exam

0399 Palest fingertips get

03910 Bluest fingertips get

03911 Most purple fingertips get
03912 Reddest findertips get

03913 More color than rest of hand
f03gl3a Fingers resemble Picture A
f03g13b Fingers resemble Picture B
f03g13c Fingers resemble Picture C
03914 Looks like hands on White Chart
f03gl4a Fingers resemble Photo 1
f03g14b Fingers resemble Photo 2
f03gl4c Fingers resemble Photo 3
f03g14d Fingers resemble Photo 4
03915 Looks like hands on Blue Chart
f03gl5a Fingers resemble Photo 1
f03g15b Fingers resemble Photo 2
f03g15c Fingers resemble Photo 3
f03g15d Fingers resemble Photo 4
03916 Demarcation line for white area
03917 Demarcation line for blue area
03918 Timing of color changes

f03g19a Sensitive to cold and turn white
03g19b Palest color is 01 or 02
f03g19c Demarcation line present
03g19d Diagnosis of white Raynauds
f03g20a Sensitive to cold and turn blue
f03g20b Description of blue color
f039g20c Demarcation line present
039g20d Color changes always present
f03g20e Diagnosis of blue Raynauds
03921 White or blue Raynauds

1.4
1.4
4.3
4.2
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Variable

Label

RTS form03

09:34 Tuesday, May 2, 2000

Std Dev

Minimum

Max imum

RIGHT_T
RIGHT I
RIGHT_M
RIGHT_R
RIGHT L
ONEFING
ATT14
ONECOLD
NAIL_A
NAIL_B
NAIL_C
NAIL_D
NAIL_E
NAIL_F
NAIL_G
NAIL_H
PHONE
CONSENT
DIGITAL
SECOND
ABUSE
OTH_ILL
MOV ING
MEDUSE
ALPHA
ALPHA_A
BETA
BETA_A
CALC
CALC_A
CLON
CLON_A
ERGOT
ERGOT_A
NITRO

f03g22a
f03g22b
f03g22c
f03g22d
f03g22e
f03g22a
f03qg22b
f03g22c
f03g22d
f03g22e
f03g22b
03923

03924

f03g25a
£03g25b
f03g25c
£03g25d
f039g25e
f03g25F
f03925¢g
£03g25h
03926

03927

03928

03929

03930

f03g31

03932

03933

f03g33a
f039g33a
£039g33b
£039g33b
f039g33c
f039g33c
£039g33d
£039g33d
f039g33e
f039g33e
£03g33f

1 Thumb on left hand
1 Index finger on left hand
1 Middle finger on left hand
1 Ring finger on left hand
1 Little finger on left hand
2 Thumb on right hand
2 Index finger on right hand
2 Middle finger on right hand
2 Ring finger on right hand
2 Little finger on right hand
At least one finger per hand
>= 14 attacks last winter
Had Raynauds for >= 1 winter
Uniform dist. of capillaries
Loop width <100u in distal row
No tortuosity or deformation
Edematous appearance
Few hemorrhages
Localized avascular areas
Other abnormal findings
Normal nailfold capillaries
Telephone or other contact
Signed the Informed Consent Form
Digital ulcers/gangrene/pits
Secondary Raynauds
Drug/alcohol abuse or unreliable
Other interfering disease
Patient will be moving
Previous medications
Alpha Methyldopa used
Improved symptoms
Beta blockers used
Improved symptoms
Calcium channel blockers used
Improved symptoms
Clonidine used
Improved symptoms
Ergot preparations used
Improved symptoms
Nitroglycerine ointment used
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Variable

RTS form03

Label

09:34 Tuesday, May 2, 2000

Mean Std Dev

Minimum

Max imum

NITRO_A
NIC
NIC_A
GUAN
GUAN_A
HYDRA
HYDRA_A
MINOX
MINOX_A
PENT
PENT_A
PRAZ
PRAZ_A
RESERP
RESERP_A
OTHVAS
OTHVAS_A
CouM
COUM_A
NIF
NIF_A
NIF_B
NIFDOSE
NIFIMP
BIOTHER
FO3_DAYS
NEWID
B_YRS
ON_DAYS

03933f Improved symptoms

f03g33g Nicotine resin or patch used
03933g Improved symptoms

03g33h Guanethidine used

03g33h Improved symptoms

039331 Hydralazine used

039331 Improved symptoms

03g33j Minoxidil used

03933j Improved symptoms

03933k Pentoxifylline used

03933k Improved symptoms

039331 Prazosin used

039331 Improved symptoms

f03g33m Reserpine used

03g33m Improved symptoms

03g33n Other vasodilators used
03933n Improved symptoms

039330 Coumadin used

039330 Improved symptoms

03934 Nifedipine ever used

f03g34a Intolerant of Nifedipine
f03g34b Nifedipine used in last month
03g34bl Nifedipine daily dose
03g34b2 Nifedipine improved symptoms
03935 Previous biofeedback therapy
0392 Days from randomization
Patient ID

f03g3a Age (years) at randomization
f03g24a Onset of Raynauds

1.5 0.7
3.0 0.2
2.0 0.0
3.0 0.0
3.0 0.0
3.0 0.1
2.0 -
3.0 0.1
1.3 0.6
3.0 0.1
2.0 0.0
3.0 0.0
3.0 0.1
2.0 0.0
3.0 0.1
2.0 0.0
1.9 0.3
2.0 0.2
2.0 0.0
36.1 26.0
1.6 0.5
2.0 0.0
-41.4 12.5
213.3 143.1
44 .6 11.9

-4917.6 3863.1

2.0
2.0
1.0
1.0
2.0
5.0
1.0
2.0
-121.0
1.0
20.0
-23005.0

2.0
3.0

3



	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.


