7 Persons using assistive technology may not be able to fully access informgi}a%%sﬁ%F@rﬁigwgi?ﬁgi?sweb.com. Include the Web site and filﬁufxqe#}yﬁ% n:&e&sage.
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Part 1 Visit ldentification
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2. Dare of exarmination

fdonth

3. Has the patient SVer SINOREG CIBIETIRG T vasvramm s e s e L AT S

A, Does the patient currently SMoke CIGAIEIIEET ~evrrvmvvarmrsims s

1} if Yes, specify nuraber of clgarettes smmked per day:

B, How iong sgo did the patiant stop sroking {Check one

Lass than six months ago
SIX mornihes 10 QN YEBE RGD v e e AR RS i .

CIVQ L8 LSVEE YERTS BT onmmn o s s momm omseevs s A s s s s L

NIOTE THAN TWO YRBIE B0 mram s sa e s T Sk A A A ST T )

4. Dipes the patiant sver use alooholic heverages?

A Pavent's avarage daily aloohol intake iy

1. Bithienn OF HEBE ] omavmamvnae v i tin s s £t A A A AN AV SN AN RS I i

2 Ggasses E3F GAHEYER T or e e A A A A A A .
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HYS Foor 13
Fev, 3 TR
Page 72 of 11

. Has the patient had any 005588 8in0a the 1881 VIBIEY rrervrmrmsimms s s s s st s e E {4
Yoy No

¢

AL Briefly describe:

B Desoribe the relationship between the Hinessies) and study westomot
Check all that appivh

{11 Mone of the ilness{es) is related 10 study WERIMEBIY e e o

21 AL lnsst ove dliness is possible related (o study trestment o
}

}

>

£33 At leaxt one iliness is probably related to study treatment
141 At least ong liness is dafinitely related 10 study Wwaglment -
. Action taken:
Stiady restment stopped
Duaage of study madization reduced fmedication group anty
{aaily doss reduced from 2 pills 10 B vesvvmsevmrin s e { o
BT BOTIOTY FHRKREY «ooersemmermivressn oot oo o 6 o ot 0/ A A B 7 e A { .

. Resobution at time of this examination

Rerablomn f‘esg:igvgd JO U U U U UV P O PO U R URUUPUNVOVIFIVIVINULVIVINVIVIVIS TNV PSSR S MSPY { 1?
Probilws unresolved, mild e o s s et e s e e s s {4
Problam unresolved, moUarate «v v vt av s f v A A A s s st { \«:’

; Schedule Interim Follow-uip Vialt i

Probioms UNTESTHVEL, SBUBIE - s s s s e s s s s e

Rtop patient teatment. H the #iness is possibly, probably, o s
definitaly relatad to study medication, submit the FDIA MedWaich
Report.

ioNe. |-

<y
e

Form Type




FTS Formy 13
Rev. 3 GZ/O3HY
Page 3 of 11

7. Has the patest axpoeddence soy congditions that might be sids effects of study treatmant? o emvvncveans { ﬂ_‘_ {3
¥as o Mo
§

&, Briefly describe:

8. Desoribe the relationship between the diness{ss) and study treatment {Check all that
appivh: :

{11 None of the ilinessias) i relatad 10 study UWRBUTBNT worsvess {3}
{21 At lsast one iliness is possible related 1o study treatment - - {4
{31 At least ong liness is probabily related to study treatment - {
{4} Atpleast one iiness is definitely reiated to study treatment — - { .}
C. Action whken:
Stuchy treatmant stopped N

Dosage of study medication reduced {msadication group only)
{Oaily dose reducnd from 2 plls 10 1) -rmmmmmmmrm sttt v { .

PG BOTION TARBI mrem s ame s s o et A e s e s e e s e

3. Hesolution at time of this sxamination:

Problem resalvad {4l
Projdem unrasolved, Ml ~rrerarvesrmsrisnris ittt s {4
p{ohge{n uﬂ{eﬁﬁivgd, mgdgg’ate A aerA\eaA=iAtAstaiatesss Aisare:ssssre:ssssresesrsisssereisieresossniaenars seneha acessessraeiarnieenern i eaes { \:}
i Bchadule Intenm Followeup Visit i s
Froblent unreaoived, SEVEIE oo s st s i i s s s e {4
Stop patizng treatment. H the Hineds is possibly, probably, or et
definitsly related {o study medication, submit the FOA MadWatch
Haport,

£, iz the patient jaking any maeadication for Raynaud’s phengmsanon

other By aosignanl sTUAY 10O ORI <ot b s s i e ¢ S I Y
Yes o No
§
Fatients should not take any non-study meadication for Ravnaud’s phenomanon dunng the couras

of the study.

1 No. “

Form Type & M




AYS Farm 13
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Page 4 of 11

3. Has the patient started to ke any medications for conditinns
other than Rayraud’s pharmamenon sine the 1881 vISHD e sssiti s oo { .}

Senaric Nama flose per day

D. Are any of the above medications vasoiiatmrs? v e

10, {x the patient assigned 10 5TUdy BIOTBEOBATET —rrmrrrm e s s s s s

& How often did the patisnt practics biofesdiback during the past auwah?
{Check one answar}

SOMETHTHRS ~rv~mesmnsrnnemme s e e AL s s s 8 A1 £t 2 o A A -

¢
k3
s
%
{
{

8. Why didn't the patiant prastce hisfaedback daily? {Check one answer.}

D § s §1 e e e

Too auwh wouble
Fesling pain, sick, of worsaning Congilion - mmr e
Doesr’t think hiofestdback witrkg —vmmvsmommmm it
1t Other, describs:

18 Ho.
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RTS Form 13
Hev, 3 03A3/85
Page B of 11

1. fa the patient assigned 10 study MBQICAHONT vvr v s s i e | § 5
Yax Mo
¥

AL Wihat 1s the patient’s estimatse of the percent of prascribed
medication Da/sha has 1aReNT —rvmvmrsmmmirt ittt T

1. i < 80%, indicate the raason {chegk ang answerl:

Fargaifolness ~-renreemreeneeas - s o

Tosgy t}US‘f ettt eetereibe e Share it eeern anarmomssal e AAsas o oo o8 ¢ RS A A8 A A A ket mm et 5 is {t”}
DR IO T oo et ot A S i s {44}
Sidde efz‘ects ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ ‘:w.}
Foaling pain, sick, o wWirsening Songifiiry — s s {os

Doeen’t think raeiestion Works e e
Chinizal Unit statf 1old patient 1 rading dOse —rammsevsmm s {ood
Other

i¥ Other, describe:

B, How often doss the patisnt take mors than the prescribsd
dosa of study madication?

Bomaimng -~

(:'?ft&n hn P e e G i ' i e m S e o o e e e emea e e e e en e e o mbe et e

£, Whan the patiant forgets to teke his/her study madication,
does he/she {sheck oneg answer):
Take a0 exira 3@ ~mrommmmmrrm s

Take the dose 81 an0ther HIITIE v vt a st 2t e st orern s st { 3
Mever forgets MBGHIEATION ~ s s v as s tv s sttt b et s i {4

Sruddy madication discontinuard {
{:}{hgg ................................................................... e rr et e e aenar e eanae e aen e ermee (

i Other, desosibe:

@

(SRR SN VI S -

&

{2 Howe mnany pills par day of study medication are being presoribed
for the patient at this vigi? cvvmvvacnnes

Parg Ul Patient Assessomsrg of Bavnaud's Svinptouns and Treatant

12, Number of Raynaud’s atia0Ks 10 @1 8YErage Waak! —- e s sttt sttt b s e
8

18 o, -
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RYS Form 123
fav. 3 O3/048/38
Page 6 of 11

123, The patisnt considers his/her Raynaud's phenomenon:

f\['i!id ee weeehe memeheieeieseieers ieesanesese cense s oo e e A A A A 8 Ak e ) e b ek e s s S e e e e

A L e s s e e e e o {

SOV vomv e An ottt e At AN AN AR R AR AR SRS AR AR AT A& A8 A Ak A e e e {

\/‘efy B T2 = 10 T IV o mna { 4}

14, The patient considers Rayneud's phenoamanon 1o affect his/her life:

RTITIOTIITIENG v amvn v asa a e sen ain s n 2ot een b8 Armm B/ s s 45400 284 Lh41 LS oh L)L b kel SRS Sekih bebets eueie e e s s
L = 2 T T TR TIPS NI
Abyays oo

{
{3
{
{
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1%, The patent belioves the study treatment has had the following effecy on hisfher Raynaud’s phenomenam

improved 8 ot

T T B £ {2
Ny i:hiiﬂgﬁ ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, JRVSPRWN JER marnnmaea e et nmir e e abeare sisers menes iy
BT BB BT s s e e S e e {

E

4
i
)
H
;
;
3
¥
)
Y
;

R T Tt 1o s HE T s R e T e {

w”

s
~
(3]

The patiant feels:

WRIY W vrommnrmmrm e nc e s s e i e s e e e et et A
YA womoe s v~ s e e £ A S i it e e e
Very il -

Par 1V Fhvaician's Asssasrosent of Heynaud’s Swaptoms and Treatinent

~

17. The patisnt's Raynaud’'s phenomenon is:

BAHEE oo e e e e PO
fv?ode{aie ............................................................................................................. {

Eeva?e ,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, R e e AR A A A AR e { 3

A Y B T oo o A 8 A B A A s b Aitvins e ————
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FTS Form 13
Rav., 3 Q3/04/8%
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18, Rayneud's phenomenon affects the patient’s life:

f\}ane T A A A S L i e s A A AN o v e aaasaas |

)
!
EIITIGTIITIRE, wnrv wrormm o e e e et e et Senat e nbasn s At e e 1 e et b8 et 2 eren e { .}
LIERBIY mvm v st b it s & A b bt e e £ e e kS e ettt et b { }
AU EIVER v v ma s a st s b At~y e A 1k A e e et e e eteviee e { $3

18, Study weatment has had the following effecy on the patient’s Rayraud's phenomanon:

irnprovad a ot
improved some

Mo (,ghif'igﬁ e e e A A & e b s i sttt e
SATOTGONIE BOITHE wmrm o s s e sine s hbets e ttas eear e e et Shbet e s e A A A e et 5 ren Seeos 2enre e i,
‘\A’{r}rssng‘d a ggt ............................................................. SR AR AMA AR A R A A A A A 1t e 1 i b e { .

[SSPRRR V-V

24, The patisnt is:

Yary wall
W al s e A A A AR A A A A A A L e S e
R I

N Y
N Ve R e

[

. em e e

Fare ¥V, Physical Examination

2, WBIHTL e e s s et a1 A A A AR A A A A S A AR A A A A R pounds

d2. T&rﬂp‘er&{gt'e: b s A A A R AR AR A A A A 0 A 0 A 1 0 2 2 S 8 et 1 8 = e ekt ket £esere s saralmsmesain , “f

A, Check methot:

c‘:};'agn.‘..._"m e imee reers mesem s nAn e A A AR AT A A A A A A A

Othigr woen RN A A

23, Blond pressure {sitdngh

oo Mg

A S’y’ﬁ((?iﬁf e ehidis meeere abbers Sesars e A A A e i R Y S AT 8 A AR A ST A 4 8 e 93 A e 8 e 5 e o e 7eon e = enon e rae e o emennns

F2 DMARTNHE ~rveravvmasraausa auaa i i ot A A At e o o o 2 ket et e S8 Lt s aens Su1ar S eh etk 1 e 5 A AR 4 At A vy Hg

i

ZE. Palos [GHBIGH o oo e s i st i e e e i e A e e baata/minute

I Ho. -
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RTS Form 13
Hev, 3 3/433/05
Page 8 of 11

25, Dw Bood pressure andior pulse maasurerments reprasent extrame valuss?

AL Extrame value is:
Nog related o study treatment - 3
Possitiy ralated to study treativigot 3
Feobably relatad 10 study TEaUMBAT e s s ar e -
Dafinitely related 10 3tudy reatmeny —vrrsvmmscm e )
B Action waken:
Stuedy treatmant stogsmed -
Dosage of &tudy medsra?zon refﬁur@d {medication groun
onlyd {Daily dose reducest front 2 pills to 1) e T I
Mo aonon taken - j

T 1 R T e o £ e T I

g,
A. Brietly desoribe
B. Exwems valas ix
Mot related o study treatment - {4
Possibly refated to study treatment - {
Probably related 10 study aalment o eoesn {1
Definitely related 10 study TRgIMBNT —~vrmvvmmr s eesaavanas {4
C. Action taken:
Study treatment stopped {4
Dzage of study medicaton raduced medication groun
mniy} e‘-”saié ; dase raduced from 2 pz%is e B {3
27, Cardio-pulmonary examinauon abrormal? oo s s v o e s e R R
Yas  No
¥
A, Briefly desoribe
B, Extreme valus ig:
Mot relstaed o stucly treatmung { i
Fogaibly related 10 Study WRBUNENT ~ e ssmsmmns smomemececee {4
Probably related 10 study sreatraent {od
ihefnnleiy refared to staly taatmant {
. Action taksro
Study treatmant stopped {4
Dosage of study medizstion reduced medication group
oniyl {Dally duse reduced from 2 il 1o 11 meemsinnes ¢

I No. -
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T8 Form 13
Ray, 3 Q3O3EME
Page Q3 of 11

28, KK BBOOIHIRIT crommm s s v m st s s A R R PR 8!
Yas Wi

e

. Brisfly dascribs:

w

Extreme value s
Nt ralated (0 study Waatimant e iy
Possibly related 1o study reatroent .

}

}

Probably related to study restment — s o
Dafindtely ralated to study treatment
Action taken:
Study tregtment stoppaed
Prosage of swudy roedicatinn redocsd {omdication group
onbyd  {Dally dose reduced from 2 pills to 1) e {0
N CHON 1BKEN corrmrvvssvr s s st s v st s A v A {4

B TS AL T B e e e A B & A o i i

Yeg 3\30

A, Brielly describs:
2. bxwame value ik
Mot related 1o study treanent - {4
Poasibiy related o study treatment - { .}
Probabdy related to study treatmant {4t
Definitely related 10 31Uy WOBHNENT — e e L
. Action takery
Study tratment sopped {4}
Dogage of shudy madicayon reducaed {medication group
onty!  {Daily dose reducsed from 4 pills o 1) e
HG BOUOH 1BKEN s {4




is this Mornitoring Visit 1 (MO1) or Fallow-up Visit 4 {FV04)7

RTS Forme 13
Rev. 3
Fage 10 of 11

&, Has blood speoimen for satety evaluation baen drwn? e d

. ia this FC%E{?V‘J"UI} MIRIT A7 o e e

4. i: Y}'.‘C‘,; ?‘8()0:’(3 t,tpr A AN A & E A A A A ASA A AR R M AR R R & R mAar e el s Amesol s irare mesaroimernieinernl Samare amevn asars mamern

2. Assssament of natfold capiliaras

. Capilfary loop i without marked torteosity o otfu deformation?
S I s T T Yo T T2 o L

a. Few, if any, capillary nemorrhages with normad outgrowth iy the cuticie? -

g.  Any other definitely abnormal capiliary microscopy findings? o

b Does the patignt have normal nailfold capilarias? e
{items 30B2a, b, ¢, arvl e answererd "Yes,” argd hems 3A082d, {, and g
anawared "Ne.”

1. Haa plood specimen baen sent 1o the Corg Labnraiory for ANA detsrmination? —--

a.  Uniform distribution of capillaniag? s

b Capiflary loop with < 100 i the diStal (0w e

iB No.
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Evaluating physichan:
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32. Research Coordinatorn

Signature:

FTS Form 1
Rev. 3 DI
Fage 11 of 11
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TS Baff No.o: -

RTS Staff No.t -

33. Dwte form completed:

Month  Day  Year

i No,
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RAYRAUL 8 TREATHENTY STURY BYS Form 13
Rev, 2 OB/L7/9%
CLINICAL MONITORING FOEH Page 1 of 11

I Ha. -

Porm Type & i

Month Day Year

2. Has

&, Bossg the patisnt corvently smoke clgaretbies? ---o-

Ly 1f wes, specify mubsr of clgavettes smoked pey day: - -

B. BHow long agoe ddd the patlent stop sumaking? {Thaok one )
Less than siy months ago

Siw wonthls 10 0N YEHE BZD - eeeeenee s ooenaea i onnnnn s {00
Dite LQ LWO Ye8TE BED ~=vvvvasasmsvvvamanansvvmnannvunun {4y

Mora than two WEALS SED fr v e v e st a s { i;:’

4 Dows the patient sver use alceoholic beverapes?

A, Patdsnt’s average dally aloohel intake i

1. Bottles of beey:
2. Classzes of wins:

o
naneax of Tiguor:

3. Is the patient pregnanili? ~sccrr o mm e e e {

o,

5TUP study medication.

I Ne. -

Form Type G i M




eyt

R4S Form 13

. Has the patient had any

b. Briefly describe:

B. Deacribe the relatienship betuween the
illnessles) and svudy medicay
a1l that apply. it
{1} HNone of the illness{es)

velated o study medi

At least ene illness ix

related to study medic
¥ AT least orne illoess

srudy mldl

illiness ix

stady medicati

3
>4

(N

Pr e

N

o~
Ll

oy

. Action taken:
Study medication stopped
Dosage of study medication
{Daily dose raduced from 2 ;
No action taken <o ermmmrrsmaan e = {3

T e
Nan” Nant

B, Bezalucion at time of this sxamination:
Probliem vesolved cromrr v rnan i 3
Problog unrtesolved, mild v men i { =)
Froblem wnresoivad, medeyrate ~-«--vonnac-n {43

Schedule Interim ¥Follow-up Vizit.
Problem unresclvad, severe ------ommmonven {3
s %
£

Stop patient medication. I the illnpess i=
possibly, probably, or definitely related
to  study  medication, submit the FhA
HedWatoh Raport.

I e, -

Form Tyype C M
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O
Rew, 2 08717794
Fage 3 of 11

7. r, exparienced any conditions
ht be zide affects of stody medication? -rvvvvnnrrons T SRR RS B Y
Yexs Ho

3>

N

B, This condition is:
atmd to study medication
Foszibly related to study medication ----- o
study medication -- - {32
to study medicatidlon -~~~ (4}

(4]

, om 2 pills to 13
tlon taken --- s emmems vt e

I, Resolution at time of this exawmination: 5
Problam vesolved vonrrrmmmnsaiirnn e
Problem unresolved, mild --rrvrmormsvvnans
Problem unrescoived, moderate -~~vvvv oo

Sehedule Interim Follow-up Visizn.

froblem wmrescived, zevers «--- R R {40

Srop patient medication. If the illness Iz *
posaibly, probably, or definitely related
te study medication, submit the ¥hA
HedWatch Heport.

8. 1z the patient taking any ssdication for Bsymaud’s phenomenon
orhar than ssaigned study wmedicati

Patients should not take any nore-study medication
for Ravnaud's phepemenocn during couvrss of atudy .

ib Neo. -
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BPE Form 13
K

3o

Hev, @ OB/17/95

9. Has the patient started te take any medicationx fov conditions
crher than Ravnaud's phenomeron sines the last vwigit? : SEDER Y

Dose per day

D. Arve any of the abowvs
medicationg vasodilators? ~~vvv- {

10, % the patient sasigned to study biofesdback? --v-reevever B D N P

atie practice bivfeedback during
the past month?  (Check ona answer.)

3
(e
g

FWET ~avvvommannswmaama e rr v vy memna e A e e e
Fare }:y e e e e e e e n e A e e e
ROMBRTINEE ~v v m s s s mrmnm o an e e e e e e A e e e e

g,

Fovgetfulnags ~ecrrvvomwnne B e T {
Too b;ﬁ;}y VUV VUV VRV VvV U PR SRV UV
Bidnt o rmad {f ~rvvevmn s vt R {
Too much treuble ~vvvvee M e e s s R {
¢
{
{

+

¥

B

€

3

¢

s
LN 3
L2 e

X3

e

Feeling pain, siak, ¢
Boesrn't think bilefs

Dt";@-l‘ F N T

i

1%
(PR VN S W A e

.
=~

i orher, dezccibe:

EIE Na.

- o
[Foym Typel € | M




RTS Form 13
Bev., 2

¥

the pe

=
fani

‘s estimate of ths pevcent of
»

ab 5! 3:36':,-"5;}3.8 hune takeny -oecoe i va e i pA

1. IF < 90¥%, indicate the rvesson {check one answeyl:

:-g)V;:f;‘\? fulness ~v~-- U0 U VO VAl U VR A UG O AU UV e e e e (di}
Too bﬂa/ v e e {0
Do’ o I v I Ceaaa v s s {3
3&¢ tffects ........... e e e v v e e A A e n e a e ee e e {0*\

Fealing paln, sick, ov worsening condifdon --~rovennoee ~ {ga)
Doezn’ t thiok asdication works - nmrmmmervmnnan R (ass
Unit suaff told patient te reduce dose -------- Cay

(o}

B. How aften does the patident take mors
than the prezcribed dozs of study medication?
Pewey ~vvvvmmmasann R

Ra're'}y ...... i i ; m  a ar m  h e m e e e e e e e e W e ke kM W M A A A e e {

P

TOMETIIIRE v v v mm e A A M s  a a w wm e s e o s {

L

v
A R ey

{;}f‘t:@z; D VYV e ar e e e e e e m e A A M A A & A A e e . e e {

2

. When the patiest forgets to tvake his/her situdy
3)363(1@»3»31?,}.0&, dogs he/zhe {(checl one answer):

Take an extra doss ~---- . v 4yl
Skip the missed dogs ~orvrmrrvrromencaiv e (g )
Take the doxe a4t gvoe thfs‘r o S L R i {22
EAS e 7

Never Forgets medicafion veeemmrsvvvvnnnnnnunn a5
Study wedication discontinued { s}
Othel womnnan~n e e e {8

.

if Other, desori

D, How many pi"' study medics

1o
st this visix

presovibed

Part I1E:  Patient Assessment of Zavosuwdl s Svmpliowms and Treatment

i Numbey of Ravnawmd®s actacks in an average week! -vovvovmmooneonn

16 No. -
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TS VForm 13
Rew. 2 0871794
Page & of i1

13. The patient considers his/her Rayasudts phanomenon:

MATA womm s s n v aaa e e m e |

2
e

Moderale ~~cvvwmmnannx o e e e e m - “ammvem ..

N

SRVELL v v o A A A N A s e e v M A A a e e (

e

(@

Ve Y'Y HGVETE vemaaasamw r e e e e e e e e e e e e e -~

fank
S~
~3
Pt
Ly
3

iders Haynaud’'s phanwmpenco to affect hiz/ her Life:

Norg wvaavevens T AR {9

SOMatiles -y rmaremrvesvvn e ne B I

Faacs
N
o

RN L R e e e e = -

.~
=3
Nt

PN
R

ALWARYE wrnwrrrrsm e v e me e v e e e e

15, The patient balleves the stuwly tveatment has had the follawing
affect oo his/her Bayvpnaud's phenomensn:

Improvad & 108 svemmccnmnmvenon R N e G
f{mpzjcfved B S S L T L T T e NP { 5}
Na Ch&ﬁg& o e e e e e e e e e e e e mn e ¥ W e A A A A A e e e - & ‘3}
Worsenad some - - e R {43
Worsened a Lol ~rrrrrvvvmonrnnnvvvvvennnay IR P

16 The patisne feels:

¢
N

‘(}@_'3_‘}7 Wald c e e s e a e e e A A v v e s e s

o 1 UV U OO UGG U Vv G e

TLT wvvm e n s e e a e a v e e

N
N
s

o~
[
N

Part IV:  FPhyaiciard s Assessment. of Ravanud s Syvaptoms and Trestment

17, The patient’s Raynaud’s phanapenon ix:
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18. Raynaud’ s phepomenon affects the patient’:
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25 o blood preszure and/or pulze measursmeniz
reprasent values? v im e s e R

AL Pztveme walue L

'ﬁlﬁﬁed to study medication
1y
i

elated to study wedic
¥ fv?~z9d to stuwdy medicstion ~---- {
Pefinitely related to study medization --- (

<
-

B, Actian
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Mo action tsken
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<

<
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96, HEENT sbrormal? veeessovann . e SRS
:

A, Briefly describe:

i This shnermality is ,
Not pelated o study medication {033
Posaibly related to stedy medication ----- { 3}
Probably related to study wedioation «ewe- 33
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v rvelated to study wedication - - -
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Action taksan

Study m sdication stopped -~
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Mo actinn taken ~--wewoe oo
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cia shpovmality is:
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~

cssibly related o study medicatlon ~---- { 2}
robably related to study wedication ----- { 3)
wefinitely related to study medicaticn ~-- { 4]

Aotion ta

Gtudy wed .on stopped - .

Dosage of Wy medication veduced -- .o {
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&.  Briefly describs;

B, This sbpormal
Mot velated ,
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Astion taken:
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i}usas;:a of study medication reduced -v-v~eo { ol
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T1on TaKell vvnremmvvsna s aaa {9)
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8. This aboormality is:

rolated to stady nmedication {43
sibly ralated fo study med - { 2)
Probahly related o study medication ---~»~- {40
Defl tutv}y related vo study m.sad,z.-._.e.u:i(m {48

G, Asrtien fal
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1. Has blood specimen heen sant to the Lors
Laboratory for ANA determination?

rasond LLiey, svvvvwanarvvvvunas 10

2. Assesxment of nallfeld capillaries

Vniform disty

Jote

butidlon of capillarviesg?

N
Y
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~
~

. Cepillary loop width <100y
in vhe distal vow? ~- v e {3

¢, Capilisry leop is without nmarked
tortussity or wthev deformation? -~ vvvwnan
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4. Hdematous appearanoat c-oceeessssconooos sem g

m. Few, Lf aoy, sapillary iem>a1¥-gss with
normal oubgrowth in the cubicle? ~vvnvannon {43

F. Yocalized avaseglay areas? --vve - vmoannne {43
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Pars I  Visic Ddentifisatian

i Patient s initial

2. Date of ensmination: ---csrvvvvocnnrnvans R

Part 11: History

3. Hagz the patlent evey smoked i

4. Does the patisnt currently smoke clgsretles’

1y If ves, specify nuumber of uof

e

How long ago did the patient stop smekiong? (Check one )
Less than siyx months ago - - rroemrrmvrvvnan e

5ix months €0 ong yeayr Sgn -~r--s~cevvoo- S e
One to EWe YEars fn --onsesveeoaan R I R {4

More than LW YRATS 8D ~vvmeasv oo h e s {
o A8 -

&, Does the patlant ever use aleoholie beveragss?

&, Patient’s average daily alcohol intake is:

1. Bottlesz of basr:

Glasses of wine:

N

[

. Dunces of liguer:

N I5 the patient pregnanty « .- covomrrm e rrmma i s (2 1)

STO¥ study medication,
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Briafiy

Daseribe the relatignship hatween the
iliness{es) and study medication {Check
all that apply.
(1Y None of the 1liness{es) isx
related to study wmedication --
{23 At least ome illress is possibly
related to study medication ~~-mwes
{3y At feast one illness is pyrobably
1 roed e study medication ~-v----
{43 At least ong Llinesg is definitaly
related e study medication -----~-

sction taken:

Stuﬁy medicatinn stopped ----
Dogage of study medication reduced

{Baily doze rveduced frem 2 pills te 1)

No sotion TaKerl v e s v oo mma e i v e

axamination:

Fesolution at time of this
Proeblem resolived
Problem unreselved, mild ~vvvmne v mmmnnas
Problem unresolved, moderate

~
e

o

PN
P
N N

Schedule Interim Follow-up Visit.

Problem unresolved, ssvere

Stop pavisot medicstion. If the ilimess is
possibly, probabkliy, or definizely velated
o stedy wmedicavion, submit the ¥4
HedWatch Reporg.
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tx of study medication? ~v~vevevnannnnonnanay L O
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BEriefiy describe:

This conditvion ls:

Mot velated to study wedication ---vmenvv {3

Pn sibly related to study medi Latieﬁ ««««« { 4}
Probably related to study medication -~---- { <

Defindtaly velated to study m&di@dVLOﬁ N

Action taken

Study mad"gﬁtiov stoppead I’
Dosage of study medication reduced -----~- { 2)
{(Baily dose raduced from 2 pills to 13

No action taken ~~vrvvvvvvancininvvnnnnnnnn

Regolution at time of this examination:
Froblem vesolved covvmnrrvivinnnniiiinnna.
Problem unresolved, wild ----rrvmrvn o
Preblem unrssclved, moderate ~--cvvvnnomnen

Schedule Interim Follow-up Visiu.

Proahlen hf’l{t'\f‘ﬂi"(j(’d SOVRTR e [ ( 4)
P

Stop patient medication. 1f ths iliness is
possibly, probably, or definitely velsted
o study mesdication, submit the ¥FRA
Hadiztch Report.

any medi tion for Raynaud’s phanamenon
signed stady wmedicaltion? v vvmmn e

b

Parients h>u A rert take any nen-stody sedication
for Haynaud’s phenomenon during course of study,
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3
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4. Has the patient stavtaed to take any medlicstious for cenditions
cther than Raynsud's phenomsnen since the last wigit? ---vrvvennaan {0y 03
Yes No
i
Generic Hanms Dose pex day
B.
[
B. &ve any of the abowvs
medications vascdilators? «wv-nn
1. ix the pavient assigned to study biofeedback? vovrrrrvvvvnaniniiinnany {23 )
N s g
TE8 NG

&, How often did the patient practice biofeedback during
the past month? (Check ona answer.)

RHavey ~~vermermrrinnanan AR A st {4
Barely ~-vvevvemsrmriivimni v s a v € o)
BOMOTEMES ~ v r e e e e s e Y
e { )

B, Why did’v the patient practice g4 2y .}
Forgetfulness «- - rrrrrrrrnnnn s r v rr e {43
TOO BUSY - rrr v rmm e v it vt rr i n vt v { 43
380" 0 need 10 ceee st i {53
Too much BYouble crammcrrr v v {0y)
Faaling paln, =zic oy worsaning ecorslition ~~----onnn R G
Doesn’t thionk edback works {
QLHEY ~rrrrovm o sy {4
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I the patient axsigoed to stedy medication? ~rvvvvvoamo o ninniiunn {0y {0
5 S 24

&, VWhat is the patient’s egtimate
preseribed medication he/she has

-

i If < 890%, indicate the veason {oheck ona apswar):

Forgetfuiness
Too BUSY ~rsvromnnaen R R R (s}
Don't meed L ~-vvrr et (o3
Bide effecta e rvvmm e {oa)
Peeliong pain, sick, or worsening condition - rvvveanannen {os
Doeggn’' ¢ think medicavion works ~~v-ovmmorvannnnrnnnnnn

Clindoal Unito zeafl told patient
Othey ~evvrvvrmanmressmnna v
1f Gthey, describe;

B. How often dees the patient take mors
than the prescribad dose af study sedication?
Never
Barndy co e o s e e
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¢. VWhen the patient forgebs to taske bhis/ hey stody
madication, deoes ha/she {check one angwer)

Take an exirs dose oo mmm o n e { a3
Skip the missed doge ~vvvmmcrr v s
Take the doss at another btime «vvorrmmvromnno oo me e {3

Bever forgets medicatdon «oeme e o nna o o
Study medication discontinued ~---rmmmmnnn o nn
(}t:}'u;:r e ot o v o et e e e e e e e e e e e e

-

if Quheyr, descyibs:
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How many pills pev day of study medication are baing
presoribed for the patient af thiz vigit? ~vvvm o vmanniannn.
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Number of Ravnaud’s attacks In ap averags week) -~ corevn s innaaaoo N

in No.
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i3, The patient considers hizfher Bayvnaud’ s phenomenon:

4. The patient considers Ravnaud’s phenomenon to affect his/her life:
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18, Rayneud’s phenomenon affects the patient’s Life:

Bomeldmifg v e e e s e e e A v A . { ‘}
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19, Study treatment bhas had the following effeet
on the patient’s Baynaud’s phenomenon:
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Woraened a lot --rnvaen R I R {
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Vary Well covrm et { 4

Well ~ovvrmmnmnnrnvnnnan TR R {3
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Vary $11 ~vrvmmm i {43
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23, Blood pressure (sitting):
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Do blood pressure and/or pulse messuremenis
represant exivems valuesy
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&.

Extreme value is:

Nat relatsd te study medication - -
Posxilily relatad to stedy medicatlon ~vw-s
Probably velated te study medication -----
Befinitely velated to study medication ---

Action taken:

e N

Study medication stopped .~ R
Dosage of study medication rveduzed ~~~---- { .3
{Bally dose reduced from 2 pills te 1)
Ho action taken! ~v-vvrorvvrovmnnnrvrnnnny {33
HEENT abnormal? -~ rvevmmmm e m o v v oo v i s e T TS T

A

.

£iy describe:

This abrommality Ix:

Not velated te study msdication --w-ve--o-
Possibly related to study medication -v---
Erobably related to gstudy ssdication ~--~~

definitely velated to atudy medication ---

Action taken:

Study medication stopped
Boxage of study medication rveducsd -------
{Baily dosze reduced from 2 pills te 1)
Mo action taken ~-rvvvvvmmmmmvvnnn s

w R e
S N Nt

-
s

Cardio -pulwonary examination shnormal?

>3

Briefly describe;

This abnormslivy is:

Not related to study medication
Poszibly relaved to study medication --~-~~-
Probably velated te study medicatien ~----
Befinits telated to scedy wmedication ~--

dction taken:

Study wmedication stopped
Bosage of study medication reduced
(Baily dozg reduced from 2 pills to 1
No action taken ~-vevvvmmmmmnirnnnnnvnnns
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Skin abnormal?
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Briefly degcribe:

This abrnermalitcy is:

ot velated Lo study medicatioen - {

Possibly related te stuedy medication ----o
{
{
N\

Prohably related to avudy medication -»-v-
Befinitely ralated to study medicavion ---

Action taken:

Study medicatlion stoppad e e {
Dosagse of stuwdy medicaticn reduced ~~vvwas {
{Daily doss reduced from ¢ pills te 13

No actinn taken ~--rvmmmmm s {

wooN
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fly dexaribe:

Thisz abnormalivy is:

Hot related to study medication --
Pessibly related to atudy medisation ~~--- {
Probably related fo study wmsdication -----
PDelfinitely related to study mediocation --- {

Action taker:

Study medication stopped

Bosage of study sedication veduosd ~--ene- {
{Daily dose veduced from 2 pills no 1}

No avtion Lakan ~-rrsrvesvmnmncvmmnunncnvnnn {
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24

Has blood spesimen for zafevy evaluation besn drawn? --

B. Is this Folluw-up Visit 49 ---v-.. {4y {2

1. Has blowd specimen been sant to the fors
Laboratory for ANA datemmivation? --vvrmcnmrrrmcanao oo £ D
Yes  No

a, Lf yes, record titer. -vvvvvmanirrnnnnnn 1:

2. Aszsssment of nailfeld capillarvies

Yeu No

—

a.  Undfors distrilation of capillaries? - --vven {

b. Capiliary loop width <100y
in the diztal row? «vvvvvmmmmmmmnrcr oo {

e
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o. Capilliarvy loop iz without marked

tortupsity or othey deformation? ~-vvvnsvsns .y {
d. Edematous appaarance? ~recrvevrnnonnan s onnan {0 (
.,  Faw, if any, capillary hemorrchages with

novmal sutgrowth in the cuticle? cvcvvvvvnwn S T
. Lecalismed svascular areas? ~--v - vvnnnneonn {8/

£. Any othey det nitely abnormal caplliirv
A—(i‘i“ ‘(\Uf:(‘a(}pf l;’(‘;t}h @ e e s e e e e e e ( 3‘} {

h. Dees the patient have normal
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{Tvems 20BRa, b, ¢, and sred ®Yeas, "
and fvems 30B2d, §, and g answered “No ¥
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~
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3, Has the medication ueblinding envelope bhesn
astitachad vto thiz foerm? -+ vrvvvvvivnvnnaiiivvvnnnasivunn
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1y 1f ves, specify number of cigarett

smoked per <y

o4

¥, How long ago #id the patient stop smoking? (Cheek one.)
Less than siz months agoe

Six moaths to ong yeé

One to Lwo Years ago

4%, Does the patient sver usa alcoholic bavavages? ---- .- T S B

4. Patient’s average daily aleehol iotake is:

1. Bottles of beay:

2. Qlasses of wine:

v

Guneas of liguor:

N Ix the patient pregnant? ~~----- R i e AR R - gl

STOPR study medicstioun.
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5, Has the patient had any illnesses since the tast vigdt? ~anmwmo o {4

@
2
n
e
ol
et
I

&, Bria=fly de

¥, This illnexz is:

“st .a?ed o gtudy sedication vy

caaibly re lzi»& to atudy medication ~---- { 3}
Yo -Jdba) ralated to qtud‘/ modloation «--nn {09
Definitely related vo study medication --- {4

¢, Action taker:

Study medication stopped {4
Dosags of study medication vaduced ------- {0,
{(Paily dose redussd from 2 pi?is to 1}
Ho action taken ~-vrassrvvrvon o oma e we {0
D. Rescoluticn at time of this examination
?rcblem sciné. ~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~ - {0
Problem unreselved, aild v-vvrmmrsemnne {050
Problem untesolved, modarvate ~-~---- M )
FS

Scheduls Interinm Follow-up ¥isit,

-~
-
oy

Droblon unresolved, RaVETe -~ornosmvassmee

Stop patient maésratiaﬁ‘ If the ilimesz Is | *
possibly, probably, ov definitely related
to  study  medication, gsubmit the FDA
Hed@atch Report.
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7. Has the patispt espevienced any nonditions
that might be side affects of study medication?

A, Briafly desecribe:

H. This iliness is:
Wot related to study maedication -----vvude
Possibly relatad te siudy medd
Probably relaved to stody medication ----- :
Dafinitely related to study medicatiom --- { o

P

*
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t
€
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4. Action taken:

tudy medicavion stopped ~-vovev-

Dozage of study medication raduced ~------ {
1 ed from 2 pills o 1)

[

:
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-
Nt s

0. Beseluvien at tims of vhiz evawmizatien:
Problem rasolved - o e am e v v
Problem unresoived, mild -« rome v e
Probien unresolved, moderate ~vevoee o meas

Sohedule Intsrim Follow-up ¥isit,

Probien unyresolved, HaVere ~s~vvvswsooneae T
Stop patient medication. If the illness is | ¢
possibly, probably, or definitely related
to  study medication, submit the ¥FhA
Hed¥atch Report.

&, Is the patient taking avy medication for Baynawud’s phenomenon
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J Y
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g, Mas the patient starvied to bake any medications for conditions

3

nee the lash visit? cecssivinnnnaa o

Geneyric Name Doge pay day

. Ave any of the above
medications vasodilators? ~~----

14 T tha patient

A&, How often did the patient practice biofeedback during
vhe past month?  {(Check ons answer.)
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13 The patient conside Rayoaud's phenomensn:
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15, The patisnt believes the stosdy

effect on hissher Raynaud

<<
]
oo
5
e
=t
el
oy
=
oy
2
M
ot
<
e
=

TN
L

Toproved a Lot -« rrrmrmrevev o e s s £

Deprovad SQme v oovese v s ems s s e e { 53

Worsenad

Worsened & LoU ---c-rvvmmnannvnnn R R G

i
o
el
st
~

°

P
1]
P
o)
~t
)

T
5
it
1
wm
&
[
433

Yery will cre-crmanmame - B Y.

Well ~rrrvv e U
T 5 T UV NV e ¢

"‘\}’ery 111 m v v e s e A v v s s A r M v e e o - })

Part IV: Puysisian’s sssesswment of Raynaud’s Sywptems and Trestumpl

=8
=
st
i
1
¢
¢
¢
s
¥
»
>
H
2
2
1
1
4
<
b
¢
¢
s
b
»
2
¢
4
4
i
§
4
+
»
»
o~
S

MOABTHTE  m mm m o m s m w s m v s M A s Sl A - { 5




"
Jmab
e
g
<)

15. Raynaud’s phenomenen affects the pstlent
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25, Do bloed pressure anddfor pulse measuraments
TEpresani extrems VAIUEEY ce s s vs s aai i s s s e

A,  Extreme wvalue iz
Not realated to study medication ~-
Pozsibly related to study sedication - - --
Probably related to study medication ~----

b
€
N AT AN
"
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st
a s
Definitely related to study wmedicaticn ~-- ([}
B,  Suotion taken:
Arody medication staopped ~v¥hdaaniiiiennn € 43
Dosg )

se of abtudy medication redusad - ove e

ped =3 )

ciiy doze reduced frem 293

Ti M&han: ah e e es e ke we e G m w W e s eh we e e e v e we we ea v (.

P HEENT abnormaly v e mmocma i oo o s sm s am e s e m A h A ma M v a ..

3. This abnormalivy ls:

Kot velated to study wmedication -v--- ¢ o)
Fossibly related to study medication ----- {2
Probably velated to study medication «---- {9
Pefinitely velatved to :ﬁum, medication ~-- ()

setion takem:

Study wmedication stopped : -
Dowage of study pedication vedused -v--vo ()
TN

(b&ii} dase raiduced from pills to 1)
Mo action taken ~vvvvmmmnmvvnnnn s nna s LG

[}

27 Gardio-pulwonary examination abnormal? ~-rvvvvvvvnnamnnn e e ()

Yeou Ne
i
&, Briefly describe:
B, This abnommslity ls:
Not related to study medication { )
Pessibly related to study medicstioy SRR Y
”rohablv ralated to study wedicavion ~~vv- { 53
ﬁeflr}twiy related to study medication --- {
i Action taken
Study medicarion stopped {1
Dosage of astudy medication feduﬁﬂﬁ R G
’Lazlﬁ doge reduced from 2 rz o 1)
Mo action taken vvvv e aaaam v e {0 i
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8. Skhidn abnormal? - emne i

i

Yes Mo

A, Briefly desoribe:

&, This abnormality iz .
Not rvelated to study medination -~~~
Fossihly re;ated to study wmedicavtion «---~
Probably relatad to study medination -----
Definitely velated o study medication ---
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A, Briefly dascribe:

B, This abpermmalivy is;

Not velated to study medication -4 {43
?aﬂsi%7y related to study medication ----- {0,
Probably related to study medicavtion ----- {3
Defind a}y related fo study medicatid ~e- {00

¢, astion falen:

Study medization s
Dosage of study medicstd -
{Paily doss reduced from 2 le o 13

Ho action taken ~srvvvvemmnnncvvnnnnivnnnas
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Yexz N
1. Bas bBleod specims
Laboratory for ANA

a If ves, recovd vlvey, «-eowae- R T

2. Asseszment of nsilfceld capillavies
Yes No
a. Uniform distribution of capillaries? ~v---

Lol marked

forgation? -~~~

illary loop
rortussity or othay

FEdematous appuarance? -v---

&, Yew, if awy, capillary hemorrhages with
normal outgrowth the ocuticle? -
. Lacalized avasculasy areas? ~~-vvew- .

5. 4ny otherv definditely abnormsl caplllary

microsoewy Fimdinga? ~rcveomeemnmnams
. Boss the patient hsve rormal
Told sapillavies?

I s 308RZa, b, o, and o avpswerad “Yes ©
and Ttems 30824, £, and g answayaed "So.”
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Part VI. Asdmindatrasive Matters

31,  Evaluatiog physician:

_—_ BIS Sraff Wo.: __ -

32, Zessarch Cosvdinator:
Signatoys: RTS Besaff No.: -
33 Date form completad: «wcarnsn e e e - .

Morith . Bay .. Year

FOR  COORDINATING CENTER USE ONLY

P
I
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34, Unblinding envelope attached? ----vrvvvonsivvnnnninnn L1
Yes No

I No. -
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ITEM

HEADER

HEADER
2

3A
3A1

3B

4A1
4A2
4A3

6A

NAME
NEWID
FMTYP
F13 DAYS

EVERSMK

CURRSMK
NUMSMK

TIMESMK

ALCH_USE
BEER
WINE
LIQUOR
PREG
ILLLV

ILL_RMK

FORM 13 (Rev. 0, 1, 2, 3)

CLINICAL MONITORING FORM

TYPE AND LENGTH

1(4)
CHAR(4)

1(4)

I(1)

I(1)
I(3)

I(1)

I(1)
F(4.1)
F(4.1)
F(4.1)
I(1)

I(1)
CHAR(1)

CODES OR UNITS

Patient ID
CMO1 - CM04

Date of examination
Days from randomization

1 = Yes, 2 = No

1 =Yes, 2= No
Cigarettes per day

1 = < 6 months ago

2 = 6 months - 1 year ago
3 = 1-2 years ago

4 = = 2 years ago

1 = Yes, 2 =No

Bottles of beer/day
Glasses of wine/day
Ounces of liquor/day

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

1 = Cold/Flu/Sinusitis

1 = Diarrhea

1 = Minor Infections

1 = Joint Diseases

1 = Muscle

1 = Tumor

1 = Gastric Complaints

1 = Chest Pain

1 = Rash/Urticaria

1 = Headache/Lighthead/
Visual Changes

1 = Gynecological Complaints

1 = Insect Bites

1 = Fatigue

1 = Hernia

1 = Hemorrhoids

1 = Choleocystitis

1 = Dematological

1 = Glaucoma

1 = Eye Problems

1 = Mood Change/Anxiety/Depression

1 = Hypoglycemia

1 = Cardiovascular

1 = Plantar Warts

1 = Allergies

1 = Asthma

1 = Dental Problems

1 = Ischemia

1 = Cold-induced Numbness



FORM 13 (Rev. 0, 1, 2, 3)

CLINICAL MONITORING FORM
(Continued)

ITEM NAME TYPE CODES OR UNITS
6B* ILL_SM (1) 1 = Not related
2 = Possibly related
3 = Probably related
4 = Definitely related
6C ILL_ACT (1) 1 = Study medication stopped
2 = Dosage of study medication
reduced
3 = No action taken
6D ILL_RES (1) 1 = Problem resolved
2 = Problem unresolved, mild
3 = Problem unresolved, moderate
4 = Problem unresolved, severe
7 SIDEEFF (1) 1 =Yes, 2= No
TA SIDE_RMK CHAR(1) 1 = Remark written on form
SFX1 (1) 1 = Swelling/Headaches/Light Headed
SFX2 (1) 1 = Flushing
SFX3 (1) 1 = Color Change in Extremities
SFX4 (1) 1 = Myalgia
SFX5 (1) 1 = Gastric Pain/Symptoms
SFX6 (1) 1 = Fatigue
SFX7 1(1) 1 = Mood change/anxiety/jitters
SFX8 (1) 1 = Constipation
SFX9 (1) 1 = Cardiac (tachycardia/chest pain)
SFX10 (1) 1 = Heavy Menses
SFX11 (1) 1 = Extremity Pain
SFX12 (1) 1 = Dypsnea
SFX13 (1) 1 = Rash/Urticaria
SFX14 (1) 1 = Diarrhea
SFX15 (1) 1 = Bruising
SFX16 (1) 1 = Weight Gain/Loss
SFX17 1(1) 1 = Tinnitus
SFX18 (1) 1 = Parasthesias
SFX19 (1) 1 = Impotence
SFX20 (1) 1 = Worsening Raynauds Attacks
7B* SIDE_SM 1(1) 1 = Not related
2 = Possibly related
3 = Probably related
4 = Definitely related
7C SID_ACT (1) 1 = Study medication stopped
2 = Dosage of study medication reduced
3 = No action taken

* Depending on the revision, there may be four questions for this item instead of one. In this event, the most
serious code (highest number) is kept in the database.



ITEM

7D

10A

10B

10B1

11

11A
11A1

11A1
11B

11C

11C

NAME

SID_REL

ANYMEDS
OTHRMED1
MED1ARMK
MED1BRMK
MED1CRMK
VASO
BIOASS

BIOMONTH

BIODAILY

BIORMK

MEDASS

ESTMED
ESTREAS

EST_RMK
MOREMEDS

FORGMED

FORG_RMK

OoOonod

FORM 13 (Rev. 0, 1, 2, 3)

CLINICAL MONITORING FORM

TYPE

I(1)

I(1)
I(1)

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

I(1)

CHAR(1)

I(1)

I(3)
I(1)

CHAR(1)
I(1)

I(2)

CHAR(1)

(Continued)

CODES OR UNITS

Problem resolved

Problem unresolved, mild
Problem unresolved, moderate
Problem unresolved, severe
Y
Y

s, 2 = No

P R AWNR

e
e

s, 2 = No

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

1 = Never

2 = Rarely

3 = Sometimes
4 = Dalily

1 = Forgetfulness

2 = Too busy

3 = Didn't need it

4 = Too much trouble

5 = Feeling pain, sick or worsening condition
6 = Don't think biofeedback works

7 = Other

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

1 = Forgetfulness

2 = Too busy

3 = Don't need it

4 = Side effects

5 = Feeling pain, sick, worsening condition

6 = Doesn't think medication works

7 = Clinical unit staff told patient to
reduce dose

8 = Other

1 = Remark written on form

Often

Take an extra dose

Skip the missed dose

Take the dose at another time
Never forgets medication
Study medication discontinued
Other

= Remark written on form



ITEM

11D

12 (REV 0)
12 (REV 1)

13

14

15

16

17

18

19

20

22
22A

23A
23B

24
25
25A

NAME

MED_NBR

NBR_DAY
NBR_WK

PT_ASS

PTLIFE

STUDYTRT

PTFEELS

PHYS_ASS

LIFE

TRT_EFF

PTIS

TEMP
METHOD1

SYS
DIAS

PULSE
EXTVALUE
EXTA

FORM 13 (Rev. 0, 1, 2, 3)
CLINICAL MONITORING FORM

TYPE
I(1)

1(2)
F(4.1)

(1)

I(1)

I(1)

I(1)

I(1)

I(1)

I(1)

I(1)

F(5.1)
I(1)

I(3)
I(3)

I(3)
I(1)
I(1)

(Continued)

CODES OR UNITS

Pills per day

Attacks per day
Attacks per week

1 = Mild
2 = Moderate
3 = Severe

4 = Very severe

1 = None

2 = Sometimes
3 = Often

4 = Always

1 = Improved a lot
2 = Improved some
3 = No change

4 = Worsened some
5 = Worsened a lot

1 = Very well
2 = Well
3=1

4 = Very lll

1 = Mild

2 = Moderate
3 = Severe

4 = Very severe
1 = None

2 = Sometimes
3 = Often

4 = Always

1 = Improved a lot
2 = Improved some
3 = No change

4 = Worsened some
5 = Worsened a lot

1 = Very well
2 = Well
3=

4 = Very ill
Degrees F

1 = Oral, 2 = Other

mm Hg
mm Hg

Beats per minute
1 =Yes, 2 =No
1 = Not related

2 = Possibly related
3 = Probably related



FORM 13 (Rev. 0, 1, 2, 3)

CLINICAL MONITORING FORM
(Continued)

ITEM NAME TYPE CODES OR UNITS

4 = Definitely related

25B EXTB (1) 1 = Study medication stopped
2 = Dosage of study medication reduced
3 = No action taken

26 HEENTABN I(1) 1= Yes, 2 =No
26A HEENTRMK CHAR(1) 1 = Remark written on form
26B HEENT_B (1) 1 = No related

2 = Possibly related

3 = Probably related
4 = Definitely related
1

26C HEENT_C (1) = Study medication stopped
2 = Dosage of study medication reduced
3 = No action taken
27 CPABN (1) 1 =Yes, 2= No
27A CPA_RMK CHAR(1) 1 = Remark written on form
27B CPB (1) 1 = Not related
2 = Possibly related
3 = Probably related
4 = Definitely related
27C CPC (1) 1 = Study medication stopped
2 = Dosage of study medication reduced
3 = No action taken
28 SKINABN 1(1) 1 =Yes, 2 =No
28A SKINARMK CHAR(1) 1 = Remark written on form
28B SKINB (1) 1 = Not related
2 = Possibly related
3 = Probably related
4 = Definitely related
28C SKINC (1) 1 = Study medication stopped
2 = Dosage of study medication reduced
3 = No action taken
29 EXTRABN (1) 1 =Yes, 2 =No
29A EXTRARMK CHAR(1) 1 = Remark written on form
29B EXTRB (1) 1 = Not related

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



FORM 13 (Rev. 0, 1, 2, 3)

CLINICAL MONITORING FORM
(Continued)

ITEM NAME TYPE CODES OR UNITS

29C EXTRC 1(1) 1 = Study medication stopped
2 = Dosage of study medication reduced
3 = No action taken

30 MVORFV I(1) 1= Yes, 2 = No
30A DRAWN I(1) 1 = Yes, 2 = No
30B VISIT4 I(1) 1 = Yes, 2 = No
30B1 ANA_CORE I(1) 1 = Yes, 2 = No
30B1A ANAL 1(4) Titer 1:
30B2A NAILA O
30B2B NAILB 0
30B2C NAILC O
30B2D NAILD 0
30B2E NAILE 0 1) 1 = Yes, 2 = No
30B2F NAILF 0
30B2G NAILG 0
30B2H NAILH O
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CONTENTS PROCEDURE

Observations: 917
Variables: 135
Indexes: 0

Observation Length: 552
Deleted Observations: O

Compressed: NO
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First Data Page:
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6
76
75
21

27
29
28
30
60
61
62
63

51
73
32
33
34
54
55
68
69
70

71
53

ALCH_USE
ANA1
ANA_CORE
ANYMEDS

BEER
BIOASS
BIODAILY
BIOMONTH
BIORMK
CPABN
CPA_RMK
cPB

cPC
CURRSMK
DIAS

DRAWN
ESTMED
ESTREAS
EST_RMK
EVERSMK
EXTA

EXTB
EXTRABN
EXTRARMK
EXTRB

EXTRC
EXTVALUE

Num
Num
Num
Num

Num
Num
Num
Num
Char
Num
Char
Num
Num
Num
Num

Num
Num
Num
Char
Num
Num

Num
Num
Char

Num

Num
Num

4

8
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24
300
296

90

28
105
113
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245
249
250
254

204
288
122
130
134
224
228
271
275
276

280
220

2.
4.
2.
2.

4.1
2.
2.
2.

2.

2.
2.
2.
3.

2.
3.
2.

2.
2.

2.
2.

2.
2.

BEST22.
BEST22.
BEST22.
BEST22.

BEST22.
BEST22.
BEST22.
BEST22.

BEST22.

BEST22.
BEST22.
BEST22.
BEST22.

BEST22.
BEST22.
BEST22.

BEST22.
BEST22.

BEST22.

BEST22.

BEST22.

BEST22.
BEST22.

1394 Patient uses alcoholic beverages
f13g30bla ANA titer 1:

f139g30b1l Blood sent to Core Lab

1398 Any other medication for
Raynauds

f13g4al Daily beer intake (bottles)
13910 Patient assigned to biofeedback
f13g10b Why not daily practice

f13g10a How often did patient practice
f139g10b Other reason, describe

13927 Cardio-pulmonary abnormal
f13g27a Describe CP abnormality
f13927b CP ab. related to medication
f13g27c Action taken

f13g3a Patient is currently smoking
f13923b Diastolic blood pressure (mm
Ho)

f13g30a Blood drawn

fl3glla Patient estimate of med. taken
f13gllal Reason less than 90%

f13gllal Other, describe

1293 Has patient ever smoked

f13g25a Extreme is related to
medication

f13g25b Action taken

13929 Extremities abnormal

13929 Describe extremities
abnormality

f13929b Extremities ab. related to
med.

f13g29c Action taken

13925 BP or pulse are extreme
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CONTENTS PROCEDURE

# Variable Type Len Pos Format Informat Label

FEEfEEff i fffffffffffffffffffffffffffffffffrfffffrreerfffrfrreerfffrerreeefees

134
1
36
37
56
57
58

59
86
87
88
89
90
91
92
93
94
95
96
97
98
99
100
101
102
103
104
105
106
107
108
109
110
111
112
113
11
14
15
12
13
45

23
24
25
31
38
49
35

F13_DAYS
FMTYP
FORGMED
FORG_RMK
HEENTABN
HEENTRMK
HEENT_B

HEENT_C
ILL1
ILL2
ILL3
ILL4
ILL5
ILL6
ILL7
ILLS
ILLO
ILL10
ILL11
ILL12
ILL13
ILL14
ILL15
ILL16
ILL17
ILL18
ILL19
ILL20
ILL21
ILL22
ILL23
ILL24
ILL25
ILL26
ILL27
ILL28
ILLLV
ILL_ACT
ILL_RES
ILL_RMK
ILL_SM
LIFE
LIQUOR
MED1ARMK
MED1BRMK
MED1CRMK
MEDASS
MED_NBR
METHOD1
MOREMEDS

Num
Char
Num
Char
Num
Char
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
Char
Num
Num
Num
Char
Char
Char
Num
Num
Num
Num

4
4

AR AR D

A ADMDMPRPPPOAMPMPRLPAEAIAEDMDAEDLIEDDEDDEDLDDIELAEDDIAELDDDEIAEDDDAEAEDDIAEADDADLNSD

540

0
139
143
232
236
237

241
348
352
356
360
364
368
372
376
380
384
388
392
396
400
404
408
412
416
420
424
428
432
436
440
444
448
452
456

56

65

69

60

61
172

44

98

99
100
118
144
192
135

4.
$4.
2.

2.

2.

2.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
1.
2.
2.
2.
2.
2.
2.
4.1

2.
2.

2.

BEST22.

BEST22.

BEST22.

BEST22.

BEST22.
BEST22.
BEST22.

BEST22.
BEST22.
BEST22.

BEST22.
BEST22.
BEST22.
BEST22.

1392 Days from randomization
FMTYP

f13gllc Action when dose forgotten
f13gllc Other, describe

13926 HEENT abnormal

f13g26a Describe HEENT abnormality
f13g26b HEENT ab. related to
medication

f13g26c Action taken
Cold/Flu/Sinusitis

Diarrhea

Minor Infections

Joint Diseases

Muscle

Tumor

Gastric Complaints

Chest Pain

Rash/Urticaria
Headache/Lighthead/Visual Changes
Gynecological Complaints

Insect Bites

Fatigue

Hernia

Hemorrhoids

Choleocystitis

Dermatological

Glaucoma

Eye Problems (Detached Retina)
Mood change/Anxiety/Depression
Hypoglycemia

Cardiovascular (Hypertension, MI)
Plantar Warts

Allergies (nhot insect bites)
Asthma

Dental Problems (not abscesses)
Ischemia

Cold-induced Numbness

1396 Illnesses since last visit
f13g6c Action taken

f1396d Resolution at this exam
f13g6a Describe illnesses

f13g6b Illness related to study med.
13918 Phys. opinion of affect on life
f13g4a3 Daily liquor intake (ounces)
f13g9a Generic name

f139g9b Generic name

f139g9c Generic name

13911 Patient assigned to study med.
fllglld Pills prescribed at this visit
f13g22a Method for temperature
f13g11lb Takes more than prescribed
dose
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CONTENTS PROCEDURE

# Variable Type Len Pos Format Informat Label

FEEfEEff i fffffffffffffffffffffffffffffffffrfffffrreerfffrfrreerfffrerreeefees

72
77
78
79
80
81
82
83
84
39

85

135

22
44

10
43
47
41

40
52
114
115
116
117
118
119
120
121
122
123
124
125
126
127
128
129
130
131
132
133
16
17
18
19
20
64
65

MVORFV  Num
NAILA  Num
NAILB  Num
NAILC  Num
NAILD  Num
NAILE  Num
NAILF  Num
NAILG  Num
NAILH  Num
NBR_DAY  Num
NBR_WK  Num
NEWID  Num
NUMSMK  Num
OTHRMED1 Num
PHYS_ASS Num
PREG Num
PTFEELS Num
PTIS Num
PTLIFE  Num
PT_ASS  Num
PULSE  Num
SFX1 Num
SFX2 Num
SFX3 Num
SFX4 Num
SFX5 Num
SFX6 Num
SFX7 Num
SFX8 Num
SFX9 Num
SFX10  Num
SFX11  Num
SFX12  Num
SFX13  Num
SFX14  Num
SFX15  Num
SFX16  Num
SFX17  Num
SFX18  Num
SFX19  Num
SFX20  Num
SIDEEFF  Num
SIDE_RMK Char
SIDE_SM Num
SID_ACT Num
SID_REL Num
SKINABN  Num
SKINARMK Char

4

» DM 00 0 (o] A DADAMIMDMDMIAEIAD

A A DD

284
308
312
316
320
324
328
332
336
148

340

544
12
94

168

52
164
180
156

152
212
460
464
468
472
476
480
484
488
492
496
500
504
508
512
516
520
524
528
532
536

73

77

78

82

86
258
262

2.
2.
2.
2.
2.
2.
2.
2.
2.
2.

4.1

4.
2.
2.
2.

2.
2.
2.
2.

2.
3.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.
2.

2.
2.
2.
2.

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.

13930 MO1 or FVO4

f13g30b2a Uniform dist. of capillaries
f13930b2b Capillary loop width <100u
f139g30b2c Capillary loop not deformed
f13930b2d Edematous appearance
f139g30b2e Few if any hemorrhages
f13930b2f Localized avascular areas
f13930b2g Abnormal microscopy findings
f139g30b2h Normal nailfold capillaries
f11912(r0) No. of attacks on average
day

f13g12(rl) No. of attacks in average
wk

Patient ID

f13g3al Cigarettes per day

1399 Medications for other conditions
13917 Physician assessment of
Raynauds

1395 Patient is pregnant

13916 How patient feels

13920 How patient is

13914 Patient opinion of affect on
life

13913 Patient assessment of Raynauds
13924 Pulse (beats/minute)
Swelling/Headaches/Lightheaded
Flushing

Color Change in Extremities

Myalgia

Gastric Pain/symptoms

Fatigue

Mood change/anxiety/jitters
Constipation

Cardiac (tachycardia/chest pain)
Heavy Menses

Extremity Pain

Dypsnea

Rash/Urticaria

Diarrhea

Bruising

Weight Gain/Loss Inability

Tinnitus

Parasthesias

Impotence

Worsening Raynauds Attacks

1397 Possible side effects

f1l3g7a Describe side effect

f13g7b Relation to study medication
f13g7c Action taken

f13g7d Resolution at this exam

13928 Skin abnormal

f13g28a Describe skin abnormality
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66
67
42
50

48
5
46
26
74
8

SKINB
SKINC
STUDYTRT
SYS

TEMP
TIMESMK
TRT_EFF
VASO
VISIT4
WINE

Num
Num
Num
Num

Num
Num
Num
Num
Num
Num

4

(oo P SN

o~ DM DdO®

263
267
160
196

184
20
176
101
292
36

2.

W NN

A NNMNDNDNOGO

BEST22.
BEST22.
BEST22.
BEST22.

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

f13g28b Skin ab. related to medication
f13g28c Action taken

13915 Patient opinion of trt effect
f13g23a Systolic blood pressure (mm
Hg)

13922 Temperature (F)

f13g3b When patient stopped smoking
13919 Physician opinion of trt effect
f1399d Patient taking vasodilators
£139g30b FV04

f13g4a2 Daily wine intake (glasses)
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Variable Label N Mean Std Dev Minimum Maximum
EVERSMK 1293 Has patient ever smoked 917 1.6 0.5 1.0 2.0
CURRSMK  f13qg3a Patient is currently smoking 917 1.9 0.3 1.0 2.0
NUMSMK f13g3al Cigarettes per day 91 17.1 10.0 1.0 40.0
TIMESMK  ¥13q3b When patient stopped smoking 307 3.9 0.5 1.0 4.0
ALCH_USE f139g4 Patient uses alcoholic beverages 916 1.4 0.5 1.0 2.0
BEER f13g4al Daily beer intake (bottles) 917 0.2 0.7 0.0 8.0
WINE f13g4a2 Daily wine intake (glasses) 917 0.2 0.6 0.0 7.0
LIQUOR f13g4a3 Daily liquor intake (ounces) 917 0.1 0.5 0.0 8.0
PREG 1395 Patient is pregnant 917 2.0 0.0 1.0 2.0
ILLLV 1396 Illnesses since last visit 916 1.7 0.5 1.0 2.0
ILL_SM f13g6b Illness related to study med. 295 1.1 0.3 1.0 3.0
ILL_ACT  f13g6c Action taken 295 2.9 0.5 1.0 3.0
ILL_RES f1396d Resolution at this exam 295 1.4 0.5 1.0 3.0
SIDEEFF  f13q7 Possible side effects 916 1.9 0.3 1.0 2.0
SIDE_SM f13g7b Relation to study medication 118 2.4 0.8 1.0 4.0
SID_ACT  f13g7c Action taken 118 2.4 0.8 1.0 3.0
SID_REL  f13qg7d Resolution at this exam 118 1.6 0.5 1.0 3.0
ANYMEDS  f139g8 Any other medication for Raynauds 914 2.0 0.1 1.0 2.0
OTHRMED1 f13q9 Medications for other conditions 916 1.7 0.4 1.0 2.0
VASO f1399d Patient taking vasodilators 250 2.0 0.1 1.0 2.0
BIOASS 13910 Patient assigned to biofeedback 917 1.5 0.5 1.0 2.0
BIOMONTH ¥13gl0a How often did patient practice 432 2.8 1.0 1.0 4.0
BIODAILY ¥13gl10b Why not daily practice 314 3.0 1.5 1.0 7.0
MEDASS 13911 Patient assigned to study med. 917 1.5 0.5 1.0 2.0
ESTMED fl3glla Patient estimate of med. taken 484 84.0 30.7 0.0 100.0
ESTREAS  fl3qgllal Reason less than 90% 73 3.1 1.8 1.0 7.0
MOREMEDS f13gllb Takes more than prescribed dose 485 1.0 0.2 1.0 4.0
FORGMED  f13gllc Action when dose forgotten 485 3.2 1.2 1.0 6.0
MED_NBR fllglld Pills prescribed at this visit 485 1.6 0.7 0.0 2.0
NBR_DAY  f11g12(r0) No. of attacks on average day 96 1.0 1.0 0.0 6.0
PT_ASS 13913 Patient assessment of Raynauds 916 1.5 0.6 1.0 4.0
PTLIFE 13914 Patient opinion of affect on life 916 1.6 0.7 1.0 4.0
STUDYTRT ¥13qgl5 Patient opinion of trt effect 910 2.2 0.8 1.0 5.0
PTFEELS  f13g16 How patient feels 916 1.4 0.5 1.0 4.0
PHYS_ASS f13qgl7 Physician assessment of Raynauds 913 1.4 0.5 1.0 3.0
LIFE 13918 Phys. opinion of affect on life 912 1.6 0.6 1.0 4.0
TRT_EFF  13ql9 Physician opinion of trt effect 908 2.2 0.8 1.0 5.0
PTIS 13920 How patient is 912 1.3 0.5 1.0 3.0



Variable
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Std Dev

Minimum

Max imum

TEMP
METHOD1
sys

DIAS
PULSE
EXTVALUE
EXTA
EXTB
HEENTABN
HEENT_B
HEENT_C
CPABN
cPB

cPC
SKINABN
SKINB
SKINC
EXTRABN
EXTRB
EXTRC
MVORFV
DRAWN
VISIT4
ANA_CORE
ANAL
NAILA
NAILB
NAILC
NAILD
NAILE
NAILF
NAILG
NAILH
NBR_WK
ILL1
ILL2
ILL3
ILL4

13922 Temperature (F)

f13g22a Method for temperature

f13g23a Systolic blood pressure (mm Hg)
f13923b Diastolic blood pressure (mm Hg)
13924 Pulse (beats/minute)

13925 BP or pulse are extreme

f13g25a Extreme is related to medication
f139g25b Action taken

13926 HEENT abnormal

f13g26b HEENT ab. related to medication
f13g26c Action taken

13927 Cardio-pulmonary abnormal
f13927b CP ab. related to medication
f13g27c Action taken

13928 Skin abnormal

f13g28b Skin ab. related to medication
f13928c Action taken

13929 Extremities abnormal

f13929b Extremities ab. related to med.
f13929c Action taken

13930 MO1 or FV04

f13g30a Blood drawn

£13930b FV04

f139g30b1l Blood sent to Core Lab
f13g30bla ANA titer 1:

f13g30b2a Uniform dist. of capillaries
f139g30b2b Capillary loop width <100u
f139g30b2c Capillary loop not deformed
f13930b2d Edematous appearance
f139g30b2e Few if any hemorrhages
f13930b2f Localized avascular areas
f139g30b2g Abnormal microscopy findings
f139g30b2h Normal nailfold capillaries
f13912(rl) No. of attacks in average wk
Cold/Flu/Sinusitis

Diarrhea

Minor Infections

Joint Diseases

912
60
912
20

912
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1.0
1.0
1.0
3.0
1.0
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1.0
1.0
1.0
1.0
1.0
1.0
1.0
1.0
0.0
1.0
1.0
1.0
2.0
1.0
1.0
1.0
1.0

3.0
2.0
1.0
3.0
2.0
3.0
3.0
2.0
3.0
3.0
2.0
2.0
2.0
2.0
1280.0
2.0
2.0

42.0

2
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Variable Label N Mean Std Dev Minimum Maximum
ILL5 Muscle 295 0.1 0.3 0.0 1.0
ILL6 Tumor 295 0.0 0.2 0.0 1.0
ILL7 Gastric Complaints 295 0.1 0.2 0.0 1.0
ILL8 Chest Pain 295 0.0 0.1 0.0 1.0
ILL9 Rash/Urticaria 295 0.0 0.1 0.0 1.0
ILL10 Headache/Lighthead/Visual Changes 295 0.1 0.2 0.0 1.0
ILL11 Gynecological Complaints 295 0.0 0.1 0.0 1.0
ILL12 Insect Bites 295 0.0 0.1 0.0 1.0
1LL13 Fatigue 295 0.0 0.1 0.0 1.0
ILL14 Hernia 295 0.0 0.1 0.0 1.0
ILL15 Hemorrhoids 295 0.0 0.1 0.0 1.0
ILL16 Choleocystitis 295 0.0 0.1 0.0 1.0
ILL17 Dermatological 295 0.0 0.1 0.0 1.0
1LL18 Glaucoma 295 0.0 0.1 0.0 1.0
ILL19 Eye Problems (Detached Retina) 295 0.0 0.1 0.0 1.0
ILL20 Mood change/Anxiety/Depression 295 0.0 0.1 0.0 1.0
ILL21 Hypoglycemia 295 0.0 0.1 0.0 1.0
ILL22 Cardiovascular (Hypertension, MI) 295 0.0 0.1 0.0 1.0
1LL23 Plantar Warts 295 0.0 0.1 0.0 1.0
ILL24 Allergies (nhot insect bites) 295 0.0 0.1 0.0 1.0
ILL25 Asthma 295 0.0 0.1 0.0 1.0
ILL26 Dental Problems (not abscesses) 295 0.0 0.1 0.0 1.0
1LL27 Ischemia 295 0.0 0.1 0.0 1.0
ILL28 Cold-induced Numbness 295 0.0 0.1 0.0 1.0
SFX1 Swelling/Headaches/Lightheaded 118 0.6 0.5 0.0 1.0
SFX2 Flushing 118 0.1 0.3 0.0 1.0
SFX3 Color Change iIn Extremities 118 0.0 0.2 0.0 1.0
SFX4 Myalgia 118 0.0 0.2 0.0 1.0
SFX5 Gastric Pain/symptoms 118 0.1 0.3 0.0 1.0
SFX6 Fatigue 118 0.1 0.3 0.0 1.0
SFX7 Mood change/anxiety/jitters 118 0.1 0.2 0.0 1.0
SFX8 Constipation 118 0.0 0.2 0.0 1.0
SFX9 Cardiac (tachycardia/chest pain) 118 0.0 0.2 0.0 1.0
SFX10 Heavy Menses 118 0.0 0.1 0.0 1.0
SFX11 Extremity Pain 118 0.0 0.1 0.0 1.0
SFX12 Dypsnea 118 0.0 0.1 0.0 1.0
SFX13 Rash/Urticaria 118 0.0 0.1 0.0 1.0
SFX14 Diarrhea 118 0.0 0.2 0.0 1.0



RTS forml3 11:20 Wednesday, May 10, 2000 4

Variable Label N Mean Std Dev Minimum Maximum
SFX15 Bruising 118 0.0 0.1 0.0 1.0
SFX16 Weight Gain/Loss Inability 118 0.0 0.2 0.0 1.0
SFEX17 Tinnitus 118 0.0 0.1 0.0 1.0
SFX18 Parasthesias 118 0.0 0.1 0.0 1.0
SFX19 Impotence 118 0.0 0.1 0.0 1.0
SFX20 Worsening Raynauds Attacks 118 0.0 0.1 0.0 1.0
F13 _DAYS f13g2 Days from randomization 917 249.5 138.5 43.0 576.0
NEWID Patient ID 917 155.4 89.8 2.0 312.0
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FMTYP

Cumulative Cumulative

FMTYP Frequency Percent Frequency Percent
FEFffffffffffffffffffffffffeffefferferferferfereere
Cmo1 259 28.2 259 28.2
CM02 227 24.8 486 53.0
CM03 222 24.2 708 77.2
CM04 209 22.8 917 100.0

f13g6a Describe illnesses

Cumulative Cumulative

ILL_RMK Frequency Percent Frequency Percent
FEFFFFffffffffffrfrrrrrrrrrrrrrrrrrrrrrrrrrrrrrrerreees
1 295 100.0 295 100.0

Frequency Missing = 622

f1l3g7a Describe side effect

Cumulative Cumulative

SIDE_RMK Frequency Percent Frequency Percent
FEFFFfffffffffffrrffrfrrrfrrrrfrrrrrrrrrrrrrrrrrreereees
1 118 100.0 118 100.0

Frequency Missing = 799

1
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f13g9a Generic name

Cumulative Cumulative
MED1ARMK Frequency Percent Frequency Percent

FEEfEEffffrfrfffffffffffefrfffrfrrefrfffrerrerefrreeere
1 250 100.0 250 100.0

Frequency Missing = 667

f139g9b Generic name

Cumulative Cumulative
MED1BRMK Frequency Percent Frequency Percent

FEEfEEffffffffffffffrfffefrfffrfrrefrfffrerrereffreeere
1 93 100.0 93 100.0

Frequency Missing = 824

f139g9c Generic name

Cumulative Cumulative
MED1CRMK Frequency Percent Frequency Percent

FEEfEEffffffrfffffffrfffefrfffrfrrefrfffrerrerefrreeere
1 27 100.0 27 100.0

Frequency Missing = 890
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f13g10b Other reason, describe

Cumulative Cumulative

BIORMK Frequency Percent Frequency Percent
FEFFFFffffffffffrffrrfrrrrrfrrrrrrrrrrrrfrrrrrrerereees
1 15 100.0 15 100.0

Frequency Missing = 902

f13gllal Other, describe

Cumulative Cumulative

EST_RMK Frequency Percent Frequency Percent
FEFFFFffffffffffrffrrrrrrrrrrrrrrrrrrrrrrrrrrerererereees
1 37 100.0 37 100.0

Frequency Missing = 880

f13gllc Other, describe

Cumulative Cumulative
FORG_RMK Frequency Percent Frequency Percent

FEEfEEffffffrfffffffrfffefrfffrfrrefrfffrerrerefrreeere
1 13 100.0 13 100.0

Frequency Missing = 904
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f13g26a Describe HEENT abnormality

Cumulative Cumulative
HEENTRMK Frequency Percent Frequency Percent
FEFFFFfffffffffffrffrfrrrrrrrrfrrrrrrrrrrrrrrrrrreereees
1 60 100.0 60 100.0

Frequency Missing = 857

f13g27a Describe CP abnormality

Cumulative Cumulative

CPA_RMK Frequency Percent Frequency Percent
FEFFFFffffffffffrffrrrrrrrrrrrrrrrrrrrrrrrrrrerererereees
1 20 100.0 20 100.0

Frequency Missing = 897

f13g28a Describe skin abnormality

Cumulative Cumulative
SKINARMK Frequency Percent Frequency Percent

FEEfEEffffffrfffffffrfffefrfffrfrrefrfffrerrerefrreeere
1 99 100.0 99 100.0

Frequency Missing = 818
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13929 Describe extremities abnormality

Cumulative Cumulative
EXTRARMK Frequency Percent Frequency Percent

FEEfEEffffrfrfffffffffffefrfffrfrrefrfffrerrerefrreeere
1 139 100.0 139 100.0

Frequency Missing = 778
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