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Name of form Number Description and examples
of fields

Demographics 11 Study Number, basic demographics,

Eligibility criteria 10 Eligibility check

Medical history and medication [k Comorbidity and Medication

Baseline cancer characteristics 27 PSA, T stage, GS and other cancer informat

FO | rot (I
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33 obH I3  General lab results at enrollment
MR 0000000 BE 3=/2  MRI results
Followup biopsy 24 HFE 5 Followup biopsy results
202 =7t X All PSA value and date
Q12 (A A)
37 AiAlQled  AS result, metastasis, survival outcomes
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Form Status

Complete?

Lock this record for this form?

If locked, no user will be able to edit this record on this form unfil someone with

Lock/Unlock privileges unlocks it.

Incomplete ¥

Unverified
Complete
Save Record

Save and Continue
Save and go to Next Form

— Cancel —

Delete Record (All forms/events)

Additional delete options:
Delete data for THIS EVENT only
Delete data for THIS FORM only
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Please supply reason for data changes

You must now supply the reason for the data changes being made on this page in the text
box below

Reason for changes:

Save
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Event Grid

The grid below displays the form-by-form progress of data entered

into the project for one particular Study ID for all defined events. You
may click on the colored buttons to access that form for that event. If @) Incomplete Incomplete (no data saved) |?
you wish, you may modify the events below by navigating to the

Legend for status icons:
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@ Complete
Study ID 1
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Demographics @
Eligibility

criteria

Medical

history and (-}
medication
Baseline
cancer
characteristics
Initial lab

MRI

Followup
biopsy

PSA
Oncologic
outcome
summary

9 © 9 e ©



HIO|E B2l X &= QUL

- Data Dictionary Codebook
v Z} H0f Cfot HT, 2P, Hay £ A coding USS EE|
codebook2 version HZAA|0|| PDFL}Q 2 XN|-S5tL| AtM|et A&

codebookZ * X

rir rot

- Hlo|E] B2l 3 AU LY LHE
v gojo| Yol
v' ConsensusZ} & 3t AFgH ™|
v uH 9y 5
v HEX7L Zotof g Ly

oo
mjn
mjo
u
=
lg_l-
g
|0
Hu
ux
o
oot



Demographics

v XZ SeA B2 = enroll A

Study ID olgd A
y —> 2 =AM
Center
* must provide value % —;F—jl' 7 | _T|I:|-
Merti Rl P opare gl Sl SETS=EE Inbcah
2 (@rg) O 2gpEe(RE) O ey O uEdeza O zdhzss O sagge O #=
g SuEE 7|Ef afH 1
reset 7| I_|- = I—I-
-
Study no. by center — 7 | Jlll- I:E” OI:II-
* must provide value ZtH 2l Epatient case numberE Ho|: HElE AlHE (HEHS 0tH) (=)
EEH=
Initial of name —_— A + ==X
* must provide value (& + 0|22 FSXTHA|S =4, 0: ELE --> Ec) © =
Date of enroliment e
3 day | — H
* must provide value fees %gl A-I |:I-
Birth date B (Today ) D:|, 9EH E._l E‘l
* must provide value YYYY-MM-DD
Age at enroliment View equation 0=
—> ArSAL
Height (cm)
* must provide value
Weight (kg)
* must provide value
BMI View equation —_ X'.E 7:" AI_I-
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Inclusion criteria

Men = B0 years

* must provide value

Pathologically proven adenocarcinoma of the prostate
*must provide value

Pre-Bx PSA = 20ng/ml

* must provide value

Clinical stage < T2C

*must provide value

ISUP grade group 1 or 2 without cribriform pattern 4

*must provide value

Positive core ratio = 50%

*must provide value

Maximum cancer invelvement in any one core = 50%

* must provide value

Planned prostate biopsy = 1yr (X 6m)
*must provide value

Exclusion criteria

A former therapy for prostate cancer
*must provide value

Minimum requirement for AS registry
Final eligibility

* must provide value

Eligibility criteria

HE
=

=]
| S

Yes
Yes
Yes
Yes

Yes

enroll A|A™

Mo

Gleason Score 6 or 7 (3+4)

Yes

No. of Positive cores / Mo of Total cores, TRUS-BxE A

= NfA
Yes
TRUS-BxS A

Yes

Yes

Yes

Mo

N/A

—> Inclusion criteria A|5 &t=4Y check

reset
reset
reset
reset

reset

=% BPH surgery S22 ZICt=l 22 5 TRUS-

/’Bx— A SHOFSE H 2= N/A

reset
—> Exclusion criteria

reset

—> Inclusion criteria 25 Yes EE= N/A,
Exclusion criteria No O|™, Final eligibility
YesOf sii'gE. NoO|H A TS AL}

reset



Medical history and medication

I PVE(
v Hg

Comorbidity
DM

* must provide value
HTN

* must provide value
Dyslipidemia
CVA

CvVD

Liver Ds

CKD

CCl

Charlson Comorbidity Index

CCI Score

SN

HE
=

o
—

Yes No
Yes No
Yes No
Yes No
Yes No
Yes No
Yes No

Myocardial infarct (1)
Congestive heart failure (1)
Peripheral vascular (1)
Cerebrovascular disease (1)
Dementia (1)

Chronic pulmenary disease (1)
Connective tissue disease (1)
Ulcer disease (1)

Mild liver disease (1)

Diabetes (1)

enroll A|A™

Diabetes with end-organ damage (2)
Hemiplegia (2)

Moderate or severe renal disease (2)

Other non-metastatic solid tumor (2)
Leukemia (2)

Lymphoma, multiple myeloma (2)

Moderate or severe liver disease (3)

Metastatic tumor (8)

AIDS (B)

View eguation

reset% EnrO” %)I-Al 7|%_S2§

reset
reset
reset
reset
reset

reset
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Medical history and medicat

Medication at enroliment

2o Yes
=1

kl
gk
e
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ngk
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1)

ACE inhibitor
Vasodialtor

Diuretics
Beta blocker

Angiotensin |l receptor blocker
Renin inhibitor Others

S

i)

X Statin

ngk

=0k
=2

fd

Anticoagulant

NSAIDs

=R

ok

=

ofory TS

Medication

TF T2 (AT =
AT IIE (&7 712

Ap

St 2

rin
A2
nfm

Smoking history

Smoking
* must provide value

Non-smoker Ex-smoker Current smoker Unknown

Metformin

Aspirin

29k NSAIDs

Calcium channel blocker Alpha blocker

Other OHA Insulin Others

—

Others

Copidogrel WFR Others

COX-Il inhibitor Others

4= OpekM Others
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Baseline cancer

JENE]

v HE 59 A B2 S enroll A|A

PSA (ng/ml)

* must provide value

DRE abnormality

* must provide value

TRUS abnormality

* must provide value
TRUS_total volume (ml)
* must provide value
TRUS_TZ volume (ml)
PSA density (ng/ml/ml)
Clinical stage (2009 TNM)
* must provide value

Pathologic Confirm Center

* must provide value

Meoiga EgMsnigd dEMegd
2l (greh) TEEE (2 R) nE{oiEa (2tAh)
o 2unEE 7|Ef
Other hospital name
2lgeel Wl ST 7| HEE o
* must provide value
2|22l |SUP grade group Ttx
* must provide value

Gr 1: 6 (3+3) Gr2:7 (3+4) Gr 3: T(4+3)
9 YR HSEVIE
ISUP grade group

* must provide value

characteristics

TRUS-Bx.E ZXE5HHE Pre-Bx. PSA
No Yes Unknown
reset
No Yes Unknown
reset
TRUS gl= Z2 MRIZ =&z 5 29 2.
View equation a
7|%: TRUS, DRE
obage O Iyerds O Mgsmzd O pegy—>
MEMEZA LAk 2aa sty g 743
reset
free text
No Yes Unknown
resh
92 ¥20| SB0|SLE SRS S FHO ST 7|T H2| D0 A HEHE
B HS
=Gr4:8 Unknown
reset
Gr1:6 (3+3) Gr 2: 7 (3+4) Gr3: 7(4+3) e
reset
Z|Z grade THE (215 2| IS 0rShEL 2|2 OHE, HEES H2 T

BE 1)

Pre-Bx. PSA

TRUS EE= MRIZ =743t prostate size (ml)
O| 20| UO{OF PSA density AHAtE

A& A A
Clinical T stage (MRI ME X|2|, MRI &
oHOj| Zgtot T stageRU )

o=}
ol g 2|2E Fa5H g2 o

o =0 "7|EfHESHH = E

ol 7| To| A ZEHE H T Ha|xX
Ap2] 7] 20| THEHS =X o &
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== 7|Ef 7|2t A EHA|RE LIEFE
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Pathologic confirm
cTla, b X7 Zst=
Al &S LE, BPH surgery:.<5_
MEHSH 2 0l

Confirmed by
* must provide value

Other confirming methods
TRUS-Bx date

* must provide value
Type of TRUS-Bx

* must provide value

Systematic Bx.

Other type of TRUS-Bx

Number of biopsy (in life)

* must provide value

MNo. of total Bx. cores

* must provide value

MNo. of positive cores

* must provide value

Percent positive cores (%)

Max. % of core (%)

* must provide value

BPH surgery date
* must provide value

Type of BPH surgery

* must provide value

TUR-P HolLEP Others

Other type of BPH surgery

Specimen weight (g)
* must provide value

Caner ratio in total specimen (%)

N\

* must provide value
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TRUS-Bx BPH surgery Others
S Fhs. B &9 BPH surgery A| TRUS- Bx% 0] A|ESEAHLE,
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—> o &F0|A "Others"MEHSIH - =&
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—> [EE systematic Bx. MR fusion Bx. &
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204 % THZNOE 1t negative Bx.7} Q10 O|HHO|| RICHL| QO™
2nd
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View equation
q —> XS
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2 N 2oy 2 s
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S N
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WBC (10%/ug)

Hb (g/dL)

Platelet (10%/pg2)

Creatinine (mg/dL)

IDMS MDRD GFR (mL/min/m2)

CKD stage

MNa (mmoliL)

K (mmoliL)

Cl {mmol/L)
TCO2 (mmoliL)

HbA1c (%)

FBS (mg/dl)

(=)
T T

Initial Lab

HI2 S enroll A|™
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MRI

SN
v N2 S9|A B2 = enroll A|™ (Pre-Bx. &= enroll & Post-Bx. MRI)
v Enroll 0|2 prostate MRI A|glist X1 OIC}

MRI date

* must provide valu —"' iiiiand) % OH I:I- MR | OEle-
MRI duration since enrcliment (mo) View equation % En rO” Al 'I d u ratlon X|-E 7:” Al‘
MRI AJ3 Al —> XS HA Ho|E o 7 o

Pre-Bx Post-Bx 1y 2y 3y 4y 5y Others t Efﬁ __LI _-I‘I g_ll_}.lﬂ 9' ?_l Il OH 5 L'=| O|HI--<|'|D Al =1 Al —
= dEi o o Bx MER FZ S
MRI 7|E} A2 Al

. M olgds

MRI XP7| 22 (T) 15T O 3T O Unknown reseﬁ Al %4 EI_| [HE Ol 4 ol-E E':!
MRl visible Negative or unknown Suspicious or positive lesion
" must provide value reset
Largest index lesion < 1cm or invisible z1cm et
MRI ECE Negative or unknown Suspicious or positive lesion

= reset
MRI SVI Negative or unknown Suspicious or positive lesion

- reset
MRI LN Negative or unknown Suspicious or positive lesion

- reset
MRI_Bone metastasis Negative or unknown Suspicious or positive Iesio\:%a M RIE ove rstag | n g El 7:| Ok O | ol O_I M RI | _7':_
stage by MRI (2009 TN) —> O & LCHSE clinical stageE O 7| HE 2 = MA St
ADC value 91%
B value 1000 0] 4f 1000 0|2k

reset
BIRADS ONa © 2 @3 @4 @5 —> PIRADS ver.2 7|2,|_:— Eﬂ H,_:iol 9,1 N/A, J,";I'% |
* must provide valus o1 =2 o3l= o
ust provide value PIRADS ver 2.0 71 T HA7-I L_l' H% = %Ol- - %'T UﬂknOWH
MRI &= 2 (conclusion)
XS 1l { O Sh (@] I =
—> 32 HAct ZR reviewd = U S HEE
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Followup biopsy

L]

v Enroll 0| % prostate biopsy A|gigt Ufj OfC}
Enroll O|& Al&ioh &= (XtAH==). TEX X A
/1 annual biopsyE MCIH 1

l\lo. of biopsy :I- A| -CEID-I % X|-
must provice value Enrollment 0|% =4
Biopsy date e o / X"% 7:|| Al_l-
* must provide value 2] | Today
Biopsy duration since enrollment (mo) View equation %9' x"% 7:" A|_|- XEI-_Tl_-é-I' O:I AI I|:-|I 7 | %. 1 I_lj Ol LH
Blopsy Al A/ —s confirmation X O = Al A2 <1yr
N < 1yr Ec;}tz;mrmatc;r;\)( 12\;\((annua\ gr;t;cso\) 2Y 3Y 4Y 5Y 8Y 7Y 8y (CO nfl rmato ry)’ protocol ba SedE Io-l '6H Xl_l Al IE-I| O.”
= Aot A2 RHE KO AN O HeF HdE
1€t biopsy Al Al (14 37§ E™Y first year biopsy A|HH O™ 1Y
eleation of slopsy (annual protocol) 41 EH

Protocol based By clinician’s decision Unknown ﬁ Io-| 6-H x|_| A| 7| I:é:' E -6|-E Z-\lg 1 HI_1! XO-| -6H XI_I A| 7 | E Ol-
3:7%%i|; :Djs;—;fzégf 18, FBYF A|7|= OFL|X|OF QaEHOZ |—| Xl Dl_l- PSA VelOCityjl- HHl-E E|- Elj X| 1 M RI Ol é)l- %2
Type of TRUS-Bx E —j|<—7|'E Al-éél;l-é-l'f %'—?— 2H|_-I
* must provide value

Systematic Bx MR fusion Bx. (targeted Bx. + systematic Bx.) MR fusion Bx. (targeted Bx. only) Others resﬁ %-9_' TRU S_ BXQI_ 7E|-%

Other type of TRUS-Bx

g e —> =49| Ho|F I8 biopsy X PSA =7+ &=
Pi‘:f‘?:?—zeaaiblupsy(ml) Biopsy Al £t 2t 71F (CI0IE 2= 2% FA = A@s OE 34 % _E_ﬁligl rﬂgl% _CI.)_l -6H blopsy Al-éc-Dl.I %DI-Al Slze OI=I E_:||
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Followup biopsy

Biopsy result

ISUP grade group

* must provide value

No cancer Gr 1: 6 (3+3) Gr2:7(3+4) Gr 3: 7(4+3) Gr4:8 Grb: 29

No. of total Bx. cores
* must provide value
No. of positive cores

* must provide value

Percent positive cores (%) View equation

Max. % of core (%)

must provide value Mo cancer --= 0

High PIN Yes No
ASAP Yes No

Post-biopsy complication

Complication
* must provide value

Yes No

Hematuria

No Mild - observation Moderate - Foley catheter or irrigation Severe - Tf, elective intervention or
endoscopy Life-threatening - urgent intervention or surgery Death NIA
uTl

No UTI - po medication UTI - IV antibictics, intervention Urosepsis, urgent intervention Death
N/A

Rectal bleeding

Moderate - medical intervention Severe - Transfusion, elective intervention

Death NIA

No Mild - observation
Life-threatening - urgent intervention or surgery

Other complication

Highest Clavien grade
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Result of active surveillance

Oncologic outcome summary
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Oncologic outcome summary

Clinical reclassification

* must provide value

Date of clinical reclassification

Reason of clinical reclassification

Other reason of clinical reclassification

Disceontinuation of AS

* must provide value

Date of discontinuation or last AS follow-up

*must provide value

Duration of active surveillance (mo)

Reason of discontinuation

*must provide value

Other reason of discontinuation

Initial treatment after discontinuation

*must provide value

Description of focal treatment

Description of other treatment

Yes No
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Upstaging =T3a

Lymph node involvement on image
Metastasis on image

Others
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Patient's request
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Oncologic outcome summary

Radical prostatectomy

Date of radical prostatectomy

Type of surgery

ISUP grade group by surgical pathology

Gr 1: 6 (3+3) Gr2: 7 (3+4) Gr 3: 7(4+3)

Extraprostatic invasion
Seminal vesicle invasion
Pathologic T stage (2009 TNM)
Pathologic N stage (2009 TNM)
Metastasis =7

Metastasis

Metastasis_Date

Metastasis_duration

Metastasis_description

Gr4:8

Robaotic

No

No

NO

Gr 5: =8

Yes

Yes

N1

Today

QOpen Laparoscopic

Unknown

Unknown

Nx

unknown

Today
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Oncologic outcome summary

Survival data
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