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Enrollment

Demographics

Eligibility criteria

Biopsy MRI  Biopsy Biopsy MRI Radical Metastasis
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[ Followup ] [ Followup ] MRI Metastasis in
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Radical summary” *
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summary” *
v
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Result of active
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“Oncologic outcome
summary”*

* Not a additional form.
Section in “Oncologic

outcome summary” form

10



=
=

100

|l A
ZEIE

Al E

H
7|22 A4H| X5 X+ 238 o8

F2MNE

HHE 7

| -
o
o=

*must provide value 2}11
24
=]

v
v

8]

A

Initial of name

-

de valu

* must

Branching

/9 YN0 BE BHE

0%

HOo|A [0

)

=3
o

St Ztoll et XS AAHE (Lol BMI



H|O|E &

Form Status

. Of QLA of2f ofzet 22 20| A
v Incomplete: H|O|E{ & &3] Cf EX| U2 B
v Unverified: §|0|E{E X3 C} YX|Ot 7} AE7I ZQst AL
v Complete: C|O|E{ Ql&dn} HAE7I B4 A2 > =@t AL locking 75
= FO|LE T U A S 1) 20| Alg QET0| . o]= A4HI0]

o FATEE AB NAUEL

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.
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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



GlOE| 43 &1 At

 Event Grid

=L 0| L} (Legend %)

. Demographlcs 2 ot ¢l 2 QFAlO 2 Event 10§|2F E=X|

= MRI/Followup biopsy= 2087 X| 8t5 AH 71

= Oncologic outcome summary2 745 0fst= 2 Ao 2 Event 10§ TF
ZXHSELE AP X = lockingStH L completions}X| 11 §X|

Event Grid

| |
188
Ju
>
riok
_>,i
nE
o
)
>
21-
0 mjo
m oo
o
rjr ret
o lot
urg

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:

Define My Events page Unverified
@ Complete
Study ID 1
Data
Collection  Event_1 Event_2 Event_3 Event_4 Event_5 Event_6 Event_7 Event_ 8 Event_9 Event 10 Event_i1 Event_12 Event 13 Event_14 Event_15 Event_16 Event 17 Event_18 Event_19 Event_20
Instrument (1) 2) 3 ) (8) (8) U} ® E]] (10} [ 12y (13 (14y 5y (16] (17 (18) 19y (207

Demographics @
Eligibility

criteria

Medical

history and (-}
medication
Baseline
cancer
characteristics
Initial lab

MRI

Followup
biopsy

PSA
Oncologic
outcome
summary

9 © 9 e ©



HO|E B2 X &5 QUL

- Data Dictionary Codebook
v Zh H0of Cjst HeE, 2Py, Hy £4 9 coding ZES dE|
codebookS version tHHZd A|0j| PDFI}Q 2 X|SslL| AMst ME =
codebookZ *IX

+ GlO|E| Fo| U U Qhf L4S
v 8029 Z9|

ConsensusZ} & 23t Al ™|

JER-LTR=

HEX7L Lotof & LHES

NN X

3

ot

X gtHo=E 4

o



Demographics
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ey 23 A
Center
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Initial of name —_— A +E==2X
* must provide value (8 + 0128 F2ATHA|2 =4, 0: E2E --> E7c) c'T=
Date of enroliment e
3 Today | - O =13
* must provide value = o —| A-I )
Birth date B (Today ) D:I, E'EH E-._l E‘l
* must provide value YYYY-MM-DD
Age at enrollment WE SR
v —> S A
Height (cm)
* must provide value
Weight (kg)
* must provide value
View equation
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Eligibility criteria
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Inclusion criteria

Men = B0 years

“ must provice 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

Yes No NIA
Positive core ratio = 50%
* must provide value No. of Positive cores / No of Total cores, TRUS-Bx& A
= N/A
Maximum cancer involvement in any one core < 50% Yes No NIA
must provide vaiue TRUS-BXS AT Z20 OfLl Z2£ N/A
Planned prostate biopsy = 1yr (X 6m) Yes No
*must provide value
Exclusion criteria
A former therapy for prostate cancer Yes No
*must provide value
Minimum requirement for AS registry
Final eligibility Yes No

* must provide value

Yes

Yes

Yes

Yes

Yes

enroll A|A™

Mo

Gleason Score 6 or 7 (3+4)

—> Inclusion criteria A|5 &= check

reset
reset
reset
reset

reset

.. %> BPH surgery S22 ZICHEl Z2 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 sli'gE. NoO|&H A i AL}

reset



Medical history and medication
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v N2 S9oAM B2 = enroll A|H

Comorbidity
DM Yes No = el (=)
Fp— w—> Enroll 2A| 7|E0 2 st S8t Mgk of %
HTN Yes No
* must provide value reset
- . Yes No
Dyslipidemia —_
CVA Yes No
reset
CVD Yes No
reset
Liver Ds Yes No
reset
CKD Yes No
reset
cci
Myocardial infarct (1) a Ch | C b d t I d Hl:l_ x|
Congestive heart failure (1) arison omoroial y naex. o o =
Peripheral vascular (1) )l t 7=| _CI>_ mu|t|p|e Ch0|ce 7|- > -
Cerebrovascular disease (1) e
x A K|I©S O == L— o o
Dementia (1) ] E T 2 | OH H Ol- A-I I:H <lll-le— I:OI:| _'|;'I
Chronic pulmonary disease (1) " |. |. |_I'__X| SUPER PC AS _ver 1 3" %E
Connective tissue disease (1) _._I_ =}
Ulcer disease (1) QE :r"|_‘I
Mild liver disease (1)
Charlson Comorbidity Index Diabetes (1)
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)

CCIl Score View eguation % Xl‘% 7:|| Al_l-



Medical history and medicat

Medication at enroliment
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ACE inhibitor
Vasodialtor

Diuretics
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Angiotensin |l receptor blocker
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S

i)

X Statin

ngk

=0k
=2

fd

Anticoagulant

NSAIDs
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Medication
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Ap

St 2

rin
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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
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Baseline cancer

JENE]

v NE 32AM

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

Metge O ggdsdEd O gudesd
2l (greh) TEEE (2 R) nE{oiEa (2tAh)
g SATE 715t
Other hospital name
eEa He| T 7|3 s o8
* 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

mE7

IE)

characteristics

Hf © I I
22 Z enroll A
TRUS-Bx.E Z&5HH =l Pre-Bx. PSA
MNo Yes Unknown
reset
MNo Yes Unknown
reset
TRUS gl= Z2 MRIZ ZEgh 25 2Esi= &
View equation ﬁ
7|%: TRUS, DRE
ofateg el 32 g =L >
NEITEEIPN LIS ETIPN st #=
reset
free text
Mo Yes Unknown
resh
QSR S0 EL ZREEE TIHEIA BT |2 HE D0 HES
B HS
=Gr4:8 Unknown
reset
Gr 1: 6 (3+3) Gr2: 7 (3+4) Gr 3: 7(4+3) %
reset
Z|Z grade T (2R H2| TS UHEL 918 TS, HEES E2

Pre-Bx. PSA

TRUS It = MRIZ =735t prostate size (ml)
O] 2O MCHOF PSA. deHSIty ALt

A& A At
Clinical T stage (MRI ME X|2|, MRI &
2H0]| et T stageQ 3

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

o =0 "7|EfHESHH = E
QIF Z[2tof| M TIEHEl & offd He| =4
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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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To1| (2t M= BPH surgery A2t TRUS-BxE Z 0|

BPH surgery2| pathology0f A{

KICHE| O] confirmatory TRUS-BxE Rlalist= A= Y 5 E*
M=
TRUS-Bx BPH surgery Others
S Fhs. B &9 BPH surgery A| TRUS- Bx% 0] A|ESEAHLE,
BPH surgery= confirm2|st TRUS-Bx A|Zst 2
—> 2t AF0|AM "Others"MEHSIH = F
e —> Bx EW
—> [E 2 systematic Bx. MR fusion Bx. &
MR fusion Bx. (targeted Bx. + systematic Bx.) MR fusion Bx. (targeted Bx. anly) Others et targeted BX + Systematic BX_ 7EI-O| _CIIS_I' 7C:)|_CI)_E
=M, targeted Bx Tt St A2 M| HK|
1st 2nd 3rd 4th >5th > MO HEHTY biopsy A=X], O|I—| 1Ho
204 % THZNOE 1t negative Bx.7} Q10 O|HHO|| RICHL| QO™
2nd
§ MA| coreZd %= 8l cancer®l= coreZliz=
View equation
q —> XS A 4t
& =00k cancerst mRore HIE B 1 8 % —> 10mm core0j A cancerZ} 6mm X}X[ S}
m G .\\eﬁewawgéaﬁ
BPH surgeryE ol REH=l 420t
g EE
—> o $20| A “Others"MEHB} B 5. Sf
+&9 o
M MAZO HeE|ar=2 2T specimen
A HE| =X = FMEIMH0| AX|BH= H|E (%) We|ght (g) EE:: jlj—-u-l (ml)
MA tissue = cancer?} X}X|St= H|E. O] H| 20| 5%
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Initial Lab

2 =2 enroll A|A™

Xl = AH9| feasibilityS 112{5l0{ enroll A| 3HH =S = Z{o 2 51
oL ¢ia|eslo] ZF S0 W2t F/U labS jH = biopsy A}

- QE *I7 I
v NE SoM &
v
ot 4EX|E £3
WBC (10%/pg)
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

v

v

1: > 90, 2: 60-89, 3A: 45-59, 3B: 30-44, 4: 15-29, 5:<15 or
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MRI

SN
v N2 S9|A B2 Z enroll A|™ (Pre-Bx. EE= enroll T Post-Bx. MRI)
v Enroll 0| % prostate MRI A|3list X1 O}C}

MRI date

* must provide valu —"' iiiiand) % OH I:I- M RI | OEI xl’
MRI duration since enrcliment (mo) View equation % En rO” AI |:-|I 'I d u ratlon X|-E 74' Al‘
MRIAJ% Al —> XS HA IHO|E O bSEe)
Pre-Bx Post-Bx 1y 2y 3y 4y 5y Others t Efﬁ __|_I'__ _-I‘I g_ll_}.JiL_:l gl ?_l Il OH 5 L'=| OlHL(HD Al SH Al —
= MESHA e Bx TRk 72 WS
MRI 7|E} A2 Al
. M olgdsd
MRI XP7| 22 (T) 15T O 3T O Unknown reseﬁ Al %4 EI_| [HE Ol _=|| 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 RI — Ove rstag | ng El 7:| Ok O | o] O'I M RI | —7|:—
Stage by MR (2009 TNM) —> O 2 IECHSE clinical stageE O 7| He =2 = XA St
ADC value O:I o
=K
B value 1000 0] 4f 1000 0|2k
reset
PIRADS ONa © 2 3 4 5 —> PIRADS ver.2 7|2,|_:— ‘:c'ﬂ I:ﬂOl ch)i N/A, Jl-';l'% |
. o oAl o
ust provide value PIRADS ver 2.0 71 T 817" L.l' H% = %Ol‘t %'—r UnkﬂOwn
MRI &= 2 (conclusion)
x —_— = o _L f— =]
—> 32 LAt R reviewd = A S H=E

X1| = copy & paste



Followup biopsy

L]

v Enroll 0| prostate biopsy A|gigt Ujj OfC}
Enroll 0]% Algyst 8Kt ei%). LR Ay
/1 annual biopsyE UCHH 1
No. of biopsy / :I- Al-czlb-l OEIX|-
* must provide value Enrollment 0[= 241
Biopsy date . X|'E7-"AI'
"""uz'.:;o-;c-:—,a_e 12 | _Today | / o —

Yo AtsAHLH HA5H0 AlF 7| . 14 O|Ly

Biopsy duration since enrollment (mo) View equation
Biopsy Al AI% —s confirmation MO 2 A[gHot A2 <1yr
N <1~,rr$c;}l::ﬂrmatc;r;r\)( 12\;\((annua\ gr;t;cso\) 2Y 3Y 4Y 5Y 8Y 7Y 8y (COﬂflrmatOFy), protocol basedg Io-l-é-HXd AlIE-;O.”
com = Aot A2 2 IE X0| AN e O HeS dH
7€t biopsy Al Al (14 374 E™Y first year biopsy A|HH O™ 1Y
e (annual protocol) 414

Protocol based By clinician's decision Unknown resﬁxo-i-é-HxLl A|7| I:EHE 6"% Zd% 1H|_-i, Xo-l-é-HXLI Aljlf Ol'
BT A7 ABE 20k 101 ST A7k 0N ByHes B L|X| 2t PSA velocity7} tt2LC} EHX|, MRI O| & &
Type of TRUS-Bx EE $7+§ Al-scl;l-é-l'f %‘—?— 2H|_-i
* must provide value

i \ . . it tic Bx. MR fusion Bx. (t ted Bx. onl Oth o
Systematic Bx MR fusion Bx. (targeted Bx. + systematic Bx.) VIR fusion Bx. (targeted Bx. only) ers resﬁ %}-9_' TRUS'BXQ" 7E|-E

Other type of TRUS-Bx
—> £29| HO|Z 93} biopsy H{T PSA 7} 242
(@)

* must provide value

ol T sz e s vsnmmenzs 0 42| OIS |l biopsy A[E G| size &E
A 018 7HS) (7|-a'7£'|| blopsy Al?DHol-EA‘l 0|_|' TRUS7|2,|_<—O||—|' I:|'
ensity (ng/ml/ml) at biops: View equation —_ o
PSA density (ng/ml/ml) at biopsy a % %WSQE J'lil-E|_|-0|'O4£ _?_Izlol-)
Nojo| £ groz x5 A



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

—> 5}l biopsy pathology Z1}. @32 At Y
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PSA
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PSA date B [ Today
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Oncologic outcome summary

. A=A
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metastasis A1, AlQt 20| S event OFC} 7ZH A6l OF SF

Bl 7|3t 2 E FIU 27 B (roday ) XH|517|—'|' *|—7‘<— F/U 'é"N‘
A B (e —> 47| F/U 2 ZEsH SANH 2T F/U 2R
Total FU period (mo) View equation
TR XE A ALE
Result of active surveillance X|- 7:" I-:'
e oy estfeaten ves o = Reclassification™0f = &4 NoZ U SX
Pathologic reclassifcation by Standard follow-up biopsy Additional biopsy = a x7lx_| OE A|0H0|' blopsyE El'El_l'El_l 70:1_?_ 1
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ISUP upgrading 7|—§ AloHol- b|opsy§ J.ILI-El-El 7515'3_ 2
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* must provide value Max. % of core
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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

Discontinuation 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

Today |

Upstaging =T3a

Lymph node involvement on image
Metastasis on image

Others

TRA BT AR

Yes No

_Today |

ZSLIEHE) ZorE =2 last F/U dateE Z 25

View equation

Pathologic relcassification
Clinical reclassification

Patient's request

Patient's age or general condition
Others

Radical prostatectomy
Radiation

Primary ADT

Watchful waiting
Focal treatment
Others
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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

View equation

Others
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Oncologic outcome summary

Survival data

Alive or Death A"%l' E-;ll-ol_l Ix_-|77|-x|E A|IV€§ AI_-iE_II.IElo-I (/?JIKL_‘|-7|-
Alive Death (prostate cancer) Death (other cause) t/ A"Eél' z;!-ol_l Al HI_:I7O:I
APZE =01 TR = 2 Alive HHEX QI0{0F 2
peaih_other cause —> O|X &H20| A Death (other cause) MEHA| =
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Audit Trail
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# Data Quality
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