MIST2 Form SCR1, Screening Visit 1 (version June 1, 2007)

Participant ID (3 digits) RELEASEID
Visit ID = S01 VISITID
Demographics and Social Characteristics
1. Agein years Excluded if < 50 years old. AGE
2 Race/ethnicity [ ], White Non-Hispanic [ ], Other [_]; Unknown/not reported RACEETH
3. Are you married or in a long-term committed relationship? [ ]oNo [ Yes SIMARRIE
Medical History
In general, ask, “Has a physician ever told you that you have...” In some
instances you may need to ask, “Do you have...” or “Have you had...” (e.g.,
vasectomy). No  Yes
4. Congenital disease. Probe with: Were you born with a birth defect or an (1o [l — -
unusual condition such as malformation of the limbs, head, skin, or internal SICONGEN
OFGANS? e
5.  Pulmonary disease. Probe with: Do you have chronic obstructive pulmonary [ ], [ S1PULMON
disorder (COPD), asthma, chronic bronchitis, pneumonia, or pleural effusion?
6. Cardiovascular disease. Probe with: Do you have angina, myocardial Clo Ll
infarction, congestive heart failure, hypertension, arrhythmia, peripheral :
vascular disease, congenital heart disease, syncope (NOS), valvular heart SICARD
disease, bypass, or coronary artery disease? Probe for dates as needed for
EXCIUSION CHItEIIA PUIMDOSES. ......ceeeeiee et e et e et e et e e e e e eaaans
Excluded if episode of unstable angina pectoris, myocardial infarction, transient
ischemic attack, or cerebrovascular accident within the past 6 months.
7. Renal disease. Probe with: Do you have nephrolithiasis, stones, or Lo [y T
" SINEPHRO
glomerulo NEPNIItIS? .....coeeeeieeeeeeee e
8. Rheumatologic/collagen disease. Probe with: Do you have rheumatoid Clo Ll SIRHEUMA
ANOILS OF IUPUS? ... -
9. Diabetes mellitus. Probe with: Do you have non-insulin dependent or Ll U ]
: . : : SIDIABET
insulin-dependent diabetes Mellitus? ...,
10. Endocrine disorder. Probe with: Do you have a pituitary, thyroid, or adrenal (1o [ S1PITUIT
disorder, or Iow teStOStErONE? .......ccovniiie e
11. Hepatic disease. Probe with: Do you have hepatitis or cirrhosis?............... Llo Ll S1HEPATI
12. Gastrointestinal disease. Probe with: Do you have peptic ulcer disease, Ll Ll SIGASTRO

ulcer disease, GERD, Gl bleeding, cholelithiasis, cholecystitis, hemorrhoids,
constipation, diarrhea, polyps, inflammatory bowel disease, diverticulitis,
colitis, Crohn’s, or pancreatitis? ...........cccooiiiiiiiiiiie e,
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13.

14.

15.

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

Dermatological disease. Probe with: Do you have psoriasis, rosacea, rash, [lo [
(o] Q=074 1 4 1= T

Neurological disease. Probe with: Do you have seizures, multiple sclerosis, 1o [
Parkinson’s, stroke, numbness, tingling, or muscle weakness?....................

Excluded if known primary neurologic conditions such as multiple sclerosis, myasthenia gravis or
Parkinson's disease, or other neurological diseases known to affect bladder function).

Neoplastic disease. Probe with: Do you have any cancer or carcinoma? ... 1o [

Excluded if history or current evidence of carcinoma of the prostate or bladder, or cancer that is not
considered cured, except basal cell or squamous cell carcinoma of the skin (cured defined as no
evidence of cancer within the past 5 years).

N A T=Y 1 07 SRR 1o [l

Hematologic disease other than anemia. Probe with: Do you have sickle Clo Ll
cell, leukemia, or a bleeding diSOrder? ............ovieiiiiiieiieeceee e

Excluded if bleeding disorder that makes botulinum toxin injection impossible, Eaton-Lambert
syndrome, hemophilia, hereditary clotting factors deficiency or bleeding disorder.

History of urinary tract infections. Probe with: Do you have any of the Ll Uy
following urinary conditions: burning, frequency, urgency, hematuria, or
o] F=To [0 [=T g 0 F= 1] 1 4 1 PSSR

Excluded if
e active urinary tract infection as documented by positive culture OR
o two documented UTls of any type in the past year (UTI defined as > 100,000 colonies per ml
urine from midstream clean catch or catheterized specimen).

History of urinary retention. If yes, check for timing and causes. ................. Clo L
Prior history of gross or microscopic hematuria. ..............ccccooveeveeeeeeeeeennnn. [lo [l
Prior DIOPSY Of PrOState..........eeiveeieeeeee ettt Lle [l
Excluded if biopsy of the prostate within the past 6 weeks.

[V ET=Yo] (o) 1 1)V Llo [l
PENilE PrOSTNESIS ...ttt eaee e Lo [

Excluded if penile prosthesis.
Artificial urinary SPhINGLET ............cviieeeeeee et Llo [l

Excluded if artificial urinary sphincter or any implant, metallic or nonmetallic, within 1.5 inches of the
prostatic urethra.

Impotence. Probe with: Do you have any difficulty with erectile function?.... Llo [l

SIDERMAT

SINEUROL

SINEOPLA

STANEMIA

SITHEMATO

S1IURINAR

SIURETEN

SIHEMATU

S1BIOP

S1VSCT

SIPROSTH

SISPHINC

SIIMPOTE
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26.

27.

28.

29.

30.

Overactive bladder. Excluded if overactive bladder without bladder outlet

obstruction.

Other genitourinary disease. Probe with: Do you have incontinence? ........

Excluded if

e history or current evidence of pelvic radiation or surgery, urethral stricture, or
bladder neck obstruction OR

e current diagnosis of acute or chronic prostatitis OR

e bacterial or acute prostatitis within the past year documented by positive culture
OR

e daily use of a pad or device for incontinence required

Infectious diseases. Probe with: Do you have any infectious diseases such
as HIV, herpes, or tuberculosisS?...........coeiiiiiiiiiiiccee e,

Any serious medical condition likely to impede successful completion of the
study, such as certain mental thought disorders, hypersensitivity to botulinum
toxin, syncope, uncontrolled diabetes. Excluded if yes to any.

History of bladder calculi

Excluded if history of bladder calculi.

o

o

o

o

o

[y

s

[y

s

s

Family History (blood relations only)

31.

32. Has anyone in your family been told by a physician that he has prostate cancer?

Has anyone in your family been told by a physician that he has BPH?

(o No / unknown []; Yes = check all that apply
[ ], Father
[, Maternal grandfather
[]; Maternal uncle(s)
[ ], Brother(s)
[ ], Paternal grandfather

[]; Paternal uncle(s)

(o No / unknown []; Yes = check all that apply
[ Father
[ ], Maternal grandfather
[, Maternal uncle(s)
[ ], Brother(s)
[ ], Paternal grandfather

[]; Paternal uncle(s)

SIOVBLAD

S1GENIT

STINFECT

SISMCOND

SIBLADDE

| STFARPH

| SIFARPHI

| STFARBRPH2

| siFARPH3

| S1TFARPH4

| STFARBPHS

| STFABPHG6

| STFACAN

| SiFACANI

| STFACAN?2

| STFACAN3

| sIFACAN4

| STFACANS

| SIFACANG
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BPH Symptoms

33. >
For how long have you had symptoms of BPH? .L_lyears | sivrsmeH |

34. Would you say that over the past year []; Improved [ ], Stabilized []; Worsened | SISYMPTS |
your symptoms have...

35. Have you seen a physician within the past 5 years about BPH [y No []s Yes | STPHYSI |
symptoms? 0

If yes, what was recommended? Check all that apply.

a. []; Watchful waiting | STWATCHR |
b. [ly TURP or other surgical procedure | S1PSURGR |
c. [l Prescription medication | S1PRESCR |

If yes, what was done? Check all that apply.

d. [y Watchful waiting |SIWAT(‘,HD |

e. [J; TURP or other surgical procedure |S]PSIJR(}D |

Excluded if any prior surgical intervention for BPH.

f. []; Prescription medication |g]pRpg(7D |
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Uroflow Measurements

36. Voiding time | T
sec SIVOIDTM |
37. Flow time sec | siFrowt |
38. Time to maximum flow sec | STOMAXTM |
39. Maximum flow rate -
ml/sec Excluded if >= 15 mi/sec | STMAXRT |
40. Mean flow rate | :
ml/sec STMEANRT |
41. Voided volume .
ml  Excluded if voided volume < 125 mi. | STVOIDED |
42. Post-void residual ) i ; | SIPVR |
ml  Excluded if post-void residual > 350 ml. :
Lab Results
43. Serum PSA (taken within the previous 6 months) ng/ml | SIPSA |
Excluded if serum prostate specific antigen level > 8 ng/ml. For those with a PSA between 4-8
ng/ml, the PSA elevation must be considered to be from a benign cause in the opinion of the PI.
This decision can be based on PSA velocity, previous TRUS biopsy, percent free PSA, or other
clinical estimations in keeping with sound urologic care.
44. Complete blood count (taken within last month if available, otherwise obtain specimens)
(@) Leukocyte count (WBC) 3 | siRtwre |
10°/ul
(b) Erythrocyte count (RBC) 6 | S1RT RRC |
10°/ul ‘ S
(c) Hemoglobin g/dL | sinEmMoGL |
(d) Hematocrit % | STHMCRIT |
e) Platelet count 3 ;
(e) 10%ul | siPLATRL |
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45. Serum chemistries (taken within last month if available, otherwise obtain specimens)

(a) Sodium | S1SODIIM
mmol/L

(b) Potassium | SIPOTASS

. mmol/L

(c) Chloride | SICHLORI
mmol/L

d) Carbon dioxide (CO

@ (CO2) mmol/L | S1Co?

(e) Glucose ma/dL | SIRLGIUIC

Creatinine 310
(f) ma/dL | SICREATI

Excluded if clinically significant renal or hepatic impairment as determined by abnormal
creatinine level (i.e., creatinine > 2.0 mg/dL).

BUN
Q) ma/dL | SIBUN

(hy AST (SGOT) [Siast

U/L

Excluded if clinically significant renal or hepatic impairment as determined by abnormal
AST level (i.e., AST > 1.5 times the upper limit of institutional norms).
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46. Urinalysis (taken within last month if available, otherwise obtain specimens)

(a)

(b)

Dipstick

e pH

e Glucose
e Blood

e Ketones
e Protein

e Leukocyte esterase

If dipstick is positive (> 0) for blood or leukocyte esterase, send specimen for
microscopic urinalysis and code results below.

0
O,
O,
O,
O,
O,

none,
negative,

WNL

e WBC 4

e RBC 4

e Epithelial cells 4

e Mucous Ly

e Bacteria Ly

e Casts hyaline 4

e Casts other Ly

trace

[
[
[
[
[

1-5, trace,
present,
slight, rare,

occ

[
[
[
[
[
[
[

1+
[
[
[
[
[

6-15,
moderate

[
[
[
[
[
[
[

2+
[l
[l
[,
[,
[l

16-30,
many,

3+
[
[
[
[
[

frequent

[l
[l
[l
[l
[l
[l
[l

[ sipn |

-
R ——
e [wmioon |
R p——
R p———
R perpe—

> 30,

innuT%e;gble,

s [ siuRwRC |
s [smenc |
m per—
s [snicons |
m A e
e [scnsren |
s [sicastse |
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