ACRIN 6673

Multicenter Feasibility Study of Percutaneous
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AE ACRIN Adverse Event Form

ACRIN Study

Case #

PLACE LABEL HERE

Institution

Participant Initials

Institution No.

Case No.

Allquestionsregarding Adverse Events should bedirected to ACRIN. All Adverse Events (AEs) and Serious Adverse Events (SAESs) as defined in the protocol require

routine reporting via web entry of the AE CRF. In addition, SAEs meeting the criteria for expedited reporting, as specified in the protocol, require (a) telephone report to
both NCl and ACRIN within 24 hours of knowledge, (b) ADEERS report completed and submitted as specified in the protocol, and (¢c) completed AE case report form with
investigator's signature submitted to ACRIN via web and filed in the participant chart.

CTCAE AdEERS
Attribution Submitted | Action Taken | Outcome Date of AE Onset and
Grade for SAEs Resolution
AE Description AE Short Name ;Zl\l\/;llcl)dderate 1=Unrelated| _ s 1=None 1 = Recovered (mm-dd-yyyy); check box
P CTCAE v3.0 3 =Severe | 2=Unlikely g é 2 = Medication | 5 _ \mproved "on-going" if the AE is
4 = Life 3 = Possible :.’_ E 1=No 3 _'Il;’herar;y 3=0ngoing on-going at the time of report
threatening | 4 = Probable | W = 2 = Yes - fOC?ta] ure | 4 beath
or disabling _ - non 4 = Hospitalization | ~ -
5 = Fatal 5 = Definite - o 5 = Other 5=Unknown | ® On-going
Start date:

Resolution date:

[J On-going
Start date:

Resolution date:

[J On-going
Start date:

Resolution date:

J On-going

Comments - for each comment, identify the AE number from above (#1-3):

=

"copyright 2005"

check this box and use another form.
<<Page

of >>

If there are more than 3 AEs for a visit]

\ Investigator Signature

Date Form Completed (mm-dd-yyyy)
AE 01-18-05

lof1l




NOVU-8-2005 ©2:48P FROM: TINA TAYLOR £434)296-31682 TO:12157178936 P.2

4 N\
' ACRIN Study 6673
TL ] ?.CR'N 6673 PLACE LABEL HERE
m reatment Labs Institution Institution No.
If this 1s a revised or corrected Participant Initials Case No.

form, indicate by checking box.

Instructions: To be completed at each ablation session by the Study Interventional Radioclogist. Report all
dates mm-dd-yyyy. Pages 1 and 2 must be completed "prior” to ablation session. Pages 3 and 4 are completed
“post” ablation session.

1. Date of RFA session: @ - - ’Dcz\ﬂ lb

(mm-dd-yyyy)

2. Aspirin and nonsteroidal anti-inflammatory T\ th PL'-
medications, antiplatelet medications, or warfarin
discontinued prior to the proca%re, per Sec 5.3.87

O No, specify reason: (5 (STOP, SIGN and DATE form. RFA treatment may not commence)
0 Yes Charader 4

O Participant not taking these medications

3. Low molecular heparin discontinued 12 hours prior "(Y\\)l—\wPLL
L\\ to RFA session, per Sec. 5.3.9

0 No, specify reason: (S (STOP, SIGN and DATE form. RFA treatment may not commence)
O Yes (halacker Ho

O Participant not taking heparin

4. Pregnancy test performed, per. Sec. 5.3.7.7 N\U H"PL"'

@ 0 No, specify reason: T (STOP, SIGN and DATE form. RFA treatment may not commence)
0 Yes, results negative Choracer 4O

O Yes, results positive (STOP, SIGN and DATE form. RFA treatment may not commence)
O Not applicable

e ,
"copyright 2005" ACRIN 6673 TL 11-01-05 1o0of4




NOU-8-2885 ©62:45F FROM: TINA TAYLOR

(43413296-3162 T0: 1215717E936 P.3

-

R

TL ACRIN 6673

Treatment Labs Revision D

ACRIN Study 6673
PLACE LABEL HERE

5. PRE-RFASESSION LABORATORYEVALUATIONS:
[Performed within 14 days prior to RFA]
done, within normal limits

Institution Institution No.
Participantinitials .. Case No.

done, abnormal elevated
done, abnormal depressed
8 not done
9 unknown

O W WD =

()

Column, record unit of measure in field provided. If unit reports are the same

Instructions: If lab units are other than that prompted within the Lab Value
as those prompted, then Column Il (Qther Unit of Measure) is to be left blank.

LabsEvaluation Lab Value

Other
R Mumbﬁ\ = Unitof

LR Pateers ¥ LA e LLID

{date is required for all labs) LOW HIGH
Measure : {required for all {required for aif
chﬁ.((lﬂ of 1) ’Do:t( lb abnormal results) abnormal results)
M- dd-yyyy ( — Numbt( of leaath W~ ’
| - - (2 ) /

Date oftestimm-dd-yyyy}] = NormalRanae  Normal Range

dd e 15 LI L &conds
A0 prr Al L Ll secynas
Bl W ATU.LJ % ?\f L2 |
A2 sonm 330 Lmgh 9 L34 |

Creatinine

a

17 - - % {q \ Aot
A3 - - e as 7 5
29 . - A 3

25 - . e 7 27 /

2K cer L2A 4o J 4y - i 42 4z \ |
] won 45 Ju LYk 47 - 4 44 >_{’J@:ﬁ
150)  aep St U ngme L5 ] 8D - sS4 N ‘—% ﬁogi’
Bel seor STL__ Jun LB | 39 - - WO (ol W
led| serr  WBL___ Jun Lt ] S - - bl > el lle%’-—*
8 | Total bitrubin | |_] mbg?dL L | Jt - - 12 7 13 ] m‘
14 sodium LS Jmmon. L 1lo | 17T - - 18 Y 19 5 W
|__8Q| Potassiom @1 |_J. || mmou L §d ] _@_ - - ' '-] gS A :\i%‘
18] chioride LR Jmmon L B¥ K9 - . aQd__ q ;\"m
93] Gucose 92  ImgaL a4 | o - A 91 22“4
AR & (99 Jmga  L_ASD | ot - - LOR Lod
B caom pSLLS U mge 1ot 0T - . 0¥ o
D] oo LI LIMMA LU W - iy us ) fed
lo! Towproein L[] ‘glr;{d!. L uy uq. - - 2N 11 >
3 abumn 1350 LJ gL L 124 | 135 - . 13w 131 / o£
B8 ammoie 129 umar L0 i3 .. NS FY )
W g i35l ] L gae  LAD6 | 137 - - | DK 3 _L.ﬁ_?_\',pud-s
) e M) e LiMa 43._ . 44 5 _145 e
\LH!QI woe  MTLL) U LAY ] 194 - - _lﬁ_o_ﬁ M..q ﬂws

"copyright 2005"

ACRIN 6673 TL 11-01-05 20f4



NOU-9-26885 12:51P FROM: TINA TAYLOR (43432956-31062 T0:1215717@936 P.2
(TL ACRIN 6673 . . ACRIN Study 6673 )
3 Treatment Labs | Revision [] PLACE LABEL HERE
Institution Institution No.
[Perfo;rned within two hours after ablation procedure.] {Paﬂlclpant Initials —_________ Case No.
1 done, within normal limits
§ zz:z :mz?,nn:?:;fézed [Instructions: If lab units are other than that prompted within the Lab v;m}
98 not done Column, record unit of measure in field provided If unit reports are the same
89 unknown as those prompted, then Column Il (Qther Unit of Measuce) is to be left blank.
Labs Evajuation Lab Value Other Date oftest(mm-dd-vyyy} Normal Range N_HDELRMQQ
Unitof (date is required for ail labs) LOW
Measure aomormelrosuts)  shrom ﬁ'sﬂfs)
U5  pratelets 193 e LUSY 155. - | 5 157
USH pr 159 LLJ L seconas LD | Aol - - Lo\ lw3
(et pr Vs L] U seconss Lilole o] - - 1 19
7o) we VU LI % g ] 113 - - i 14 LIS
BIH sem VT7LJ L mgraL A8 (19 - - KD 1£1
Creatinine
U&R sar L1ED Ju Lt | 185 - - (£ 1 &7
L&Y Lo Li®Jw L9o) @t . . _19a 193
U e @5 L) Jogm L19GJ 197 - - 198 199
D] sgor Laol Jun Léed |  Zo3 - . _ast _AanS
vk spr 201 un. Lok | af - - AlD Al
Yy I T mgldL Lo | ars . - Al NN
B8] sodum Lé_\f‘...lmmom. LAAS | AA) - - AA A AAD
B4/ possum L) [ |2 Ahe 2L - - A3 % _A29
B2d  chioride L3 U mmon. LA | A - - A4 _AXS
B cucose LS T g LO® | a3 - - H4D A4 )
aval  eum LD tmgar  LAdd | 245 - - A4l .
A48 caicium LLJ LA Lase | a5l - - 3354 ASD
B prospnons LI LI@2C  LASe ] 257 - ASY 259
BeY  rotaprotein L. L]“ém/aL LRed |  Ze3 - - HrloH] AeS
lakid  Atbumin L8 gldL Lt | AlA - - 210 a1l
1&_] Ammonia l._éll]umollL | :ZH 1 9\_’5 - - j\"l(p a I~L_
A1 e 3L g [LDED AKXl - - P a&«i,_
B we g8l Jw  ldke | 2%] - - A8 A9
W we palll) Uk 2221 293 : X4 293

J/

"copyright 2005"

ACRIN 6673 TL

11-01-05 3of4




NOU-8-20685 ©2:49P FROM: TINA TAYLOR (434>296-3162 TO0: 12157178936 P.5

\
‘T TL ACRIN 6673 Revision D ACRIN Study 6673
Treatment Labs PLACE LABEL HERE
Institution Institution No.
Ertlclpantlnltlals_____ Case No.
Comments: A9k - Chara e b
A98 Date IS
AT - chotada HD Date form completed * - -
Signature of Person Responsible for the date ' (mm-dd-yyyy)
AN Chargd AS
Signature of person entering data onto the web ?

_ .y,
“"copyright2005" ACRIN 6673 TL 11-01-05 4of4




OCT-13-2005 ©1:23P FROM: TINA TAYLOR

(434)296-3162

TO:12157178936 P.2

ACRIN 6673
Telephone Contact

If this is a revised or corrected D
form, indicate by checking box.

_\
ACRIN Study 6673 N
PLACE LABEL HERE '
Institution Institution No. I
Participantinitials ... . Case No. _.____._._..___J

This form is to be completed by the Research Associate at 1 Day, 1 Week, and 1 Month after the initial Ablation Session.
This form is to be completed at 1 Day, 1 Week, 1 Month and 3 Months after additional ablation sessions.

’:D. Date of evaluation: - - iDEQ\L O

(mm-dd-yyyy)

2. Reason for contact: (Vo L\\{’LL

@ O ! 1 day post ablation

024 week post ablation
0 2,1 month post ablation
043 months post ablation

2a. Date of last RFA session:

@ - L O30
(mm-dd-yyyy)

3. Participant status: H\ul‘\-}?l e
Ot Alive (Proceed to Q4)
O 2-Transpianted (Complete 3a)
0O 24 Dead (Complete 3b, 3¢, and 3d)
O t{ Lost to follow-up; unable to contact

(complete 3c¢)
ROSTRIY

@3a. Date of transplant:

(mm-dd-yyyy)
@3!). Date of death: ¥ VO
{mm-dd-yyyy)
(If date of death unknown, code 12-12-2100)

3d. Cause of death: T \ple
® O | Progressive/persistent cancer
O L-Complications of protocol treatment

0% Progressive cirrhosis

0g Other, specify: NGrQe

Oggnknown (Wo)
6ﬁom\ance status (Zubrod Scale} Y\L | ‘\-\? L

\D O\ Fully active

02 Ambulatory, capable of light work

01 In bed less than 50% of the time,
capable of self-care, but not of
work activities

04 1n bed greater than 50% of the time,
capable of only limited self care

O 4 Bedridden

O {, Not evaluated

%Unknown

5. Are there any reportable complications/adverse
®events per Sec 15.7.1 of the protocol?
o1 No  hol¥
O LYes (If yes, an AE form must be completed)

D  chamqela- Ld

Comments:

RECE; .
("D 3c. Date of last contact: QO‘}L \§ A1 VEL’
(mm-dd-yyyy) AT 4 .
ACAIN

(2 chadart~ as

Signature of Site Principal Investigator

(l@ Crewcachy 25

\ Signature of person entering data onto the web ?

@ T O
Date form completed ° - -
(mm-dd-yyyy)

J/

"copyright 2005

ACRIN 6673 TC 10-11-05 1




- )

ACRIN 6673 ACRIN Study 6673
PO RFA-HCC PLACE LABEL HERE

ACRIN Consensus Pathology Read Institution Institution No.
If this is a revised or corrected Participantinitials________ Case No.
form, indicate by checking box.(:]

Instructions: This form is completed by the Alternate ACRIN Pathologist.

1. ipterpretation Date
-— - (mm-dd-yyyy)

2, Specimen type (select one)

ol FNA
:g Core Needle Biopsy

Resected Hepatic Tissue

2a. Specimen ID#: @

3. Findings

- Presence of hepatocellular carcinoma (HCC)
o | Not present (Stop, sign, and date form)
0~ Present

3a
@ o~ Equivocal
3b. Nuclear grade
> ol
@ oA M
o3Il
o4 v

3c. Growth pattern (check all that apply)
(o O Trabecular
1 [ Psuedoglandular
& [ Compact
4 [ Fibrolamellar
{0 [ Scirrhous
iv [ Mixed

Comments: (lg

Signature of person entering data onto the web’ (mm-dd-yyyy)

()

Printed name of pathologist 2 )

o

"copyright 2005" 6673 PO 10-25-05 1 of 1




SEP-7-2006 ©8:30A FROM: TINA TAYLOR
( ACRIN 6673

PL | rRra-HCC

(4343296-3102

Local Pathology Interpretation

if this Is a revised or corrected form, please \/ box. D

T0:12157178S36 _P.4

ACRINStudy 6673
PLACE LABEL HERE

Institution InstitutionNo.

Participant Initials Case No.

Instructions: Part A is to be completed by the Research Associate. ‘Date form completed’ under Part A is the date that questions
1 -6 under Part A were completed. After completion of Part A, the form and pathologic material are sent to the local pathologist. Part
B is to be completed by the local pathologist. ‘Date form completed’ under Part B is the date that questions 1 - 5a under Part B were
completed. The completed form is submitted to ACRIN. A separate form is submitted far each tumor.

Part A (completed by site Research Associate)

(j Pracedure Date:
i

(mm-dd-yyyy)

2. Type of Procedure (select one)

:) ot FNA
a o0& Core Needle Biopsy
Resected Hepatic Tissue

o

3. Couinaud SegmentLocation
(check all that apply for this tumor)

Segment
Segment
Segment
Segment
Segment
Segment
Segment
Segment Vil
Segment Ml

39«346‘(}\-@(»
ocoocCcooaad
S<S§E=_

O

4 Specimen D# (1%

Part B (compieted by the locat Pathologist)

O Interpretation Date:

(mm-dd-yyyy)

ot FNA
04 Core Needle Biopsy
oé Resected Hepatic Tissue

3. SpecimeniD# _@___

4. Findings
da, Presence of hepatoceliular carcinoma (HCC)

@ o ¢t Not present (skip 4b and 4c)
o Present

0% Equivocal

@z Specimen type (select one)
8)

4b. Nuclear grade
ol |
® oQ |l
o3 Ul

o;{,lv

0g Unable to determine

4c. Growth pattern (check all that apply)

@ ~ {7 Trabecular

5 SlidelD# @ 250 Psuedoglandular RECEIVED
Compact
A
6. Tumor# @ a1 0 Fibrolameliar SEP 07 2006
A% O Scirrhous
390 Mixed ACRIN
39 ] Unable ta determine
Comments:m Comments: @
( \‘ {
o Date form completed * @ - -
Signature of person responsible for the data ! % (mm-dd-yyyy)
Date form completed * @- - Printed nam—e of pathologist
(mm-dd-yyyy)
®
Signature of person entering data on to the weh ? J

“copyright 2006"

6673 PL 8-29-06 1of1



SEP-7-20@6 ©8:3BA FROM:TINA TAYLOR (434)296-3102 TO:12157179936 P.3

ACRIN 6673 ACRIN Study 6673 \

RFA-HCC PLACE LABEL HERE

ACRIN Central Pathology Interpretation | Institution Institution No.
Participantinitials —_ Case No.

If this is a revised or corrected form, please \/ box. D

instructions: Part A is to be completed by the Research Associate. After completion of Part A, the form is sent to the Core Pathologist for completion of
Part B. Part B will be completed by the Core Pathologist based on the pathologic material available. At the time of slide submission a copy of the PC form,
the P4 form and the P1 {pathology report) should be mailed to ACRIN 6664 Data Management, 1818 Market Street, Suite 16, Philadelphia, PA 19103. A separate
form is submitted for each tumor.

Part A (completed by site Research Associate) Part B (completed by the ACRIN Pathologist)

1. Procedure Date: Q - 1. il“tefp"e‘iatim Date:

(mm-dd-yyyy)

) (mm-dd-yyyy)
2. Date Specimen sentto Core Lab:

é Specimen type
—— T ———— ol FNA
{mm-dd-yyyy) ) oA Core Needle Biopsy

0 SResected Hepatic Tissue

3. Couinaud SegmentLocation
(check all that apply for this tumor) 3. Specimen D # 1a
3 O Segment 1 4. Findings
4 [0 segment | 4a. Presence of hepatocellular carcinoma (HCC)
S [J segment il o b Not present (skip to Q5)
& O Segment WA o] Present
o >Equivocal
1 O Segment WNB
¢ OO segment V 4b. Nuclear grade
Q L Segment M @ oll
oal
o[ Segment Wi o3l
0 ] Segment Vi ogN
0< Unabie to determine
4, Specimen ID # (\A\ RECEIVED
4c. Growth pattern
A [ Trabecular
5. 1_J__| Number of Slides 43 [0 Psuedogtandutar SEP 07 200
Submitted this S i ¢ [ Compact
phmitied ogthis Speeimen gSD Fibrolamellar ACHIN
[0 Scirrhous
901 Mixed
6. Tumor # a:h :5 ] Unable to determine

5. Agree with local diagnosis
o ¢ No (complete §A)
@ o 3 Yes (skip to end)
5a. Date specimen(s) forwarded to alternate
ACRIN pathologist

£y - . (mm-dd-yyyy)

Comments: (rg} Comments: __@

Date form completed @_ - (mm-dd-yyyy)

Completed by (Site RA}): @ @

Printed name of ACRIN pathologist

. /

"copynght 2006" 6673 P4 8-29-06 1of1




e \
ACRIN 6673 ACRIN Study 6673
I F RFA Hepatocelluar Carcinoma PLACELABELHERE
Initial RFA Treatment Form - -
Institution Institution No.
If this is a revised or corrected . , . o
form, indicate by checking box. Patient's Initials Patient's 1.D. No.
Instructions: This form collects information related to the RFA Treatment. Use code table when provided and
report dates mm/dd/yyyy. If a response is unknown, record (99).
1 Did the RFA treatment commence? 3b If RFA did not commence or was
1 No (complete 1a) not completed, specify reason:
2 Yes O 1 Patient refused to start treatment
| Lesion 1 O 2 Technical problems during procedure
| Lesion 2 O 3 RFA treatment initiated but not completed
| Lesion 3 O 4 RFA treatment not initiated
esion O 5 Adverse event or toxicity, specify:
3 Not applicable
) . O 6 Other reason, specify:
la If RFA treatment did not commence, specify reason why:
O 1 Patient refused to start treatment
O 2 Technical problems
O 3 Adverse event or toxicity, specify: 4 **Number of tumors treated:
0o1 0o 2 O 3
O 4 Other reason, specify: **[Complete an Ablation Treatment Form per tumor treated
- see pages 3-5.]
1b Were any adverse events reported 5 Radiologist D performing procedure:
during this time period:
0 1 Yes ]
O 2 No
If yes, specify date: ( dd ) 6 Imaging modality utilized for RFA
- - mm_ -
Y O 1 Ultrasound
2 Has the tumor been biopsied? O 2 CTScan
O No (skip to Q3) 0 3 MRI
O Yes
7 Was a pregnancy test performed
2a |_, Date of biopsy - - (BetahCG blood test) within 24 hours prior to
(mm-dd-yyyy) RFA procedure?
O 1 No (complete 7a)
2b Type of procedure: O 2 Yes (complete 7b)
O 1 FNA O 3 Not applicable
O 2 Core Needle Biopsy
7a If no specify:
3 Date of RFA treatment - - (mm-dd-yyyy)
3a Was the RFA treatment completed for each tumor?
1 No (complete 3a)
2 Yes 7b Test results:
Lesion 1 O 1 Negative
O 2 Positive
Lesion 2
Lesion 3
3 Not applicable
\\§ J
"copyright 2005" ACRIN 6673 TF 06-08-05 1o0f6



T N

TF| Study 6673 Case # Revision | |

8 Complete description of each tumor ablated and indicate location using the diagram,
(Appendix VI). Numbering must be consistent throughout the study.

Contiguous to
major (< 1 cm)

Subcapsular vessels
Assigned Liver Size (mm) 1 No 1 No
Tumor # Segment * Trans (M-L) x CC (S-1) x AP (A-P) 2 Yes 2 Yes

*Couinaud Segments

Segment |
Segment I
Segment |l
Segment IVA
Segment VB
Segment V
Segment VI
Segment VII
Segment VIl

O© O ~NO Ol WDN P

N J
"copyright 2005" ACRIN 6673 TF 06-08-05 2o0f6




TF| Study 6673 Case #

Revision | |

.

Ablation Treatment Form

9. Tumor | (Record tumor number per diagram)

9a. |_|_| Number of ablations this session within this tumor

9b. Number of cauterizations for this tumor:
o1l o2 o3 04 05 06

9d. Indicate Valley Lab Cooled Tip
Rf Ablation needles utilized:
o 1 single, 2 cm tip
0 2 single, 3 cmtip
o 3 cluster, 3 prong, 2.5 cm tip

9e. Were any complications encountered?
o No o Yes
If yes, check all that apply:
0 abcess 0 pneumothorax
o hemorrahage o tumor seeding
o other, specify:

Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions
1 L] L] L

2 Ll L] .

3 Ll L] 1

4 L] L] L

5 L] L] L

6 L] L] L

7 L] L] L

g L] L] L

9 L] L] L

10 L] L] L

of. Mark location cauterizations on diagram with a"c".

Diagram of the Liver

*Couinaud Segments

Segment |
Segment I
Segment I
Segment IVA
Segment VB
Segment V
Segment Vi
Segment VII
Segment VIl

©O© 00 ~NO Olh WN P

"copyright 2005"
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TF| Study 6673

Case #

Revision | |

.

Ablation Treatment Form

IFNOTAPPLICABLE SKIP AND COMPLETE LAST PAGE

10. Tumor || (Record tumor number per diagram)

10a. || INumber of ablations this session within this tumor 10e. Were any complications encountered?

0 Not applicable

10b. Number of cauterizations for this tumor:
ol 02 o3 04 05 06

10d. Indicate Valley Lab Cooled Tip
Rf Ablation needles utilized:
0 1 single, 2 cm tip
0 2 single, 3 cmtip
o 3 cluster, 3 prong, 2.5 cm tip

o No o Yes

If yes, check all that apply:

o abcess 0 pneumothorax
o0 hemorrahage o tumor seeding
o other, specify:

Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions
1 L] L] 1

2 L L 1]

3 L1 L1 L

4 L] L] 1

5 L L 1]

6 L L 1]

7 L] L] 1

8 L L 1]

9 L L 1]

10 L] L] 1

Diagram of the Liver

*Couinaud Segments

Segment |
Segment I
Segment I
Segment IVA
Segment IVB
Segment V
Segment Vi
Segment VII
Segment VIl

©O© 00 ~NO Olh WN P

10f. Mark location cauterizations on diagram with a"c".

, e

"copyright 2005"
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TF| Study 6673

Case #

Revision | |

Ablation Treatment Form

o Not applicable

ol 02 03 04 o065

[IENOTAPPLICABLE SKIP AND COMPLETE LAST PAGE]

11. Tumor |_J (Record tumor number per diagram)

1la. |_|_| Number of ablations this session within this tumor

11b. Number of cauterizations for this tumor:

06

11d. Indicate Valley Lab Cooled Tip
Rf Ablation needles utilized:
o 1 single, 2 cm tip
0 2 single, 3 cm tip
o 3 cluster, 3 prong, 2.5 cm tip

1le. Were any complications encountered?
o No o Yes
If yes, check all that apply:

0 abcess 0 pneumothorax
0 hemorrahage o tumor seeding
o other, specify:

Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions
1 L] L] 1]
2 L] L] I
3 L1 L1 I
4 L1 L1 I
5 L] L] I
6 L1 L1 I
7 L1 L1 I
8 L] L] I
9 L1 L1 I
10 L1 L1 I

*Couinaud Segments

Segment |
Segment |l
Segment |l
Segment IVA
Segment VB
Segment V
Segment VI
Segment VII
Segment VIl

OO ~NO Ul WNPE

.

Diagram of the Liver

11f. Mark location cauterizations on diagram with a"c".

"copyright 2005"
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TF| Study 6673 Case # Revision | |

Comments:

Date form completed 2 - -
Signature of person responsible for the data * (mm-dd-yyyy)

Signature of person entering data onto the web 2

N J
"copyright 2005" ACRIN 6673 TF 06-08-05 60f6




RFA-HCC
Additional RFA Session Form

RA

If this is a revised or corrected form, please \/box. I:'

N
ACRIN Study 6673 )
PLACE LABEL HERE
Institution Institution No.
Participant Initials Case No. )

Instructions: The Additional RFA Session Form (RA) is to be completed by the Study Radiologist (the radiologist performing the RFA), for tumors ablated after the initial ablation
session. A RA Form is completed for each tumor ablated.The ablated tumor and cauterization locations are marked within the diagrams (page 2, question 6b) with a “t” and “c"within
the appropriate segment. Once the form data has been entered into the ACRIN website www.acrin.org a copy of page 2 of the RA form must be mailed to the Data Management Center.

A case specific label should be affixed to the form in the designated area.

1. Did RFA session commence for this tumor? [110]
(Complete one RA from per tumor)

O No (Complete Qla- 2d, then sign and date form)
O Yes (Proceedto Q2)

la. Ifnogive reason:;,

Participant refused
Technical problems during procedure
RFA deferred

Adverse Event
Claustrophobia
Complications, specify:
Medical reason
Equipment failure
Injection site complications
Unable to visualize lesion
Other reason, specify:

[112]

ool oNoNoNoNoNoNoNONG

[113]

1b. How many tumors were scheduled to be treated? |_|_, [114]

1c. This form represents tumor number: I_I_I [115]

1d. Was the participant rescheduled?

O No
O Yes

[116]

2. Type of recurrence (select one) "

O Local (faliure of primary ablation)
O Remoteintrahepatic
O Both

\-

5.

2a. Proof of recurrence (select one) 2

O CT (complete Q2b)
O Biopsy (complete Q2c and Q2d)

2b. Date of CT scan: - -

(mm-dd-yyyy) 5,

2c. Date of biopsy: - -

(mm-dd-yyyy) 4]

2d. Type of procedure

O FNA
O Core needle biopsy

5]

Date of RFA session: - - (mm-dd-yyyy) 5,

3a. ReaderID#:| | | | | | | |

Total number of tumors treated this session: 8]

(Complete one RA form per tumor)
4a. This form represents tumor number: |_|_, (9]
4b. Imaging modality used for RFA:

O Ultrasound
O CT scan
O MRI

[10]

Are there any reportable complications / adverse events per
Sec. 15.0 of the protocol?

O No
O Yes (AE form must be completed)

[11]

"Copyright 2007"
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RA RFA-HCC

Additional RFA Session Form

If this is a revised or corrected form, please \/box. l:l

ACRIN Study 6673
PLACE LABEL HERE

Institution Institution No.

ABLATION SESSION FORM

6. This form represents Tumor Number l_l_, [12]

6a. Date of Session: - - (mm-dd-yyyy) ;5

6b. Mark location of this tumor number and cauterization with a"t" and "c"
respectively on the diagram below.

Diagram of the Liver (Appendix VI)

.

Tumor location and numbering must remain consistent throughout study.

\Participant Initials____ Case No.

6¢c. Was the RFA session completed or attempted for this tumor?

O No, RFA not completed, no RFA treatment to record
(Complete 6d, sign and date form)
O Yes, RFA complete (Proceed to Q7)
O Yes, RFA attempted and incomplete (Complete 6d and proceed to Q7)

[14]

6d. If RFA was not completed, specify reason:

Participant refused
Technical problems during procedure
RFA deferred

Adverse Event
Claustrophobia
Complications, specify:
Medical reason
Equipment failure
Injection site complications
Unable to visualize lesion
Other reason, specify:

[15]

[117]

(cNoNoNoNoNoNoNoNONONG)

[16]

Couinaud Segments:

Segment | Segment |l Segment I
Segment VA Segment VB Segment V

Segment M Segment VI Segment VI

J

"Copyright 2007"
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Vs

RA RFA-HCC

Additional RFA Session Form

If this is a revised or corrected form, please \/box. l:l

N

Ablation Session Form

7. Complete description of this tumor

ACRIN Study 6673

PLACE LABEL HERE

Institution

Participant Initials
S p

Case No.

Institution No.

] Segment IVA 22]

] Segment IVB

[23]
] Segment V [24]
] Segment VI [25]
] Segment VII [26]
] Segment VIII 27]

throughout the
study on RA forms.

Assigned Record Couinaud Liver Segment Size (cm) Subcapsular | Contiguous to Number of ablations Number of
Tumor Session (Check all that apply for this tumor) Largest Size Major Vessels? this session within percutaneous
Number Date in Diameter (vessels > 5mm) this tumor puncturesduring

this session
17 18 28 29 30 31 32
Y e () segment | [19] Note: Lesion size[ ! O No e O No . - .
l_l_l - - 20 [] segment Il recorded on C2or |O Yes O Yes l_l_l l_l_l
(mm-dd-yyyy) [20] NT form(s) must
|:| Segment " 21] remain consistent

J

"C

opyright 2007"
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Vs
RA RFA-HCC ACRIN Study 6673
Additional RFA Session Form PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. l:l
\Participantlnitials Case No.
Note: Required ablations (as per Section 9 of the protocol) less than 12 minutes (16 minutes if using switchbox) will be considered non-compliant according to
Section 20.6 of the protocol.
Ablation Baseline Treatment One minute Post Switch Switch box Indicate Valley Lab Cauterization of Number of tumors | Assigned tumor number Arethere
Number | Impedance (R)| Duration (min) Treatment box used? | cycle number Cooled Tip RF ablation needle track ablated utilizing of tumors ablated additional
Temperature (C) needles utilized performed? switch box utilizing Switch box ablations to
L (check all that apply) describe for
If yes indicate this tumor?
location on
diagram with a "c"
1 [35] [36] [37] [38] [39] [34] [33] [118] [119] [40]
' O No 01 04 Single, 2cm tip O No 01 04 01 s o O No
| | | | | | | | | O Yes 02 05 Single, 3cm tip O Yes 8 g 8 2 [J2 [Oe6 [J1o| O Yes
03 i O3 O7 Oun
Cluster 3-prong 2.5 cm ti
prong P 04 Os [dau2
2 [41] [42] [43] [44] [45] [120] [121] [122] [123] [46]
O No 01 O a4 |O Single 2cm tip 0 No 01 04 S 1 S 5 S 9 | 0No
O Yes 02 05 Single, 3cm ti O Yes 02 05 2 6 10 | O Yes
L | 02 02 o5 |0z Jo Ow
Cluster 3-prong 2.5 cm tip a s ] 12
3 [47] [48] [49] [50] [51] [124] [125] [126] [127] [52]
0 No 01 04 |O Single, 2cm tip O No 01 04 U1 Os 09 |ono
| | | | | | | | | O Yes 02 05 Single, 3cm tip O Yes 02 05 2 Oe [10|0 vYes
03 . 03 06 O3 O7 0On
Cluster 3-prong 2.5 cm tip []a s ] 12
4 [53] [54] [55] [56] [57] [128] [129] [130] [131] [58]
O No 01 04 Single, 2cm tip O No 01 04 E 1 E 5 E 9 1 onNo
| | | | | | | | | O Yes 02 05 Single, 3cm tip O Yes 02 05 2 6 1010 ves
03 ’ ] 03 06 s 07 (] 11
Cluster 3-prong 2.5 cm tip Oa Os [Ja2
5 [59] [60] [61] [62] [63] [132] [133] [134] [135] [64]
' O No O1 O 4 |O Single, 2cm tip 0 No 01 04 U1 Os 09 |gpne
| | | | | | | | | O Yes 02 05 |0 single, 3cm tip O Yes 02 05 2 Oe 10| o ves
0O 3 ’ 03 06 s 07 (] 11
Cluster 3-prong 2.5 cm tip Oa4 Os [J12
6 [65] [66] [67] [68] [69] [136] [137] [138] [139] [70]
' O No 01 04 Single, 2cm tip O No 01 04 U1 Os 09 [ono
| | | | | | | | | O Yes 02 05 |0 single, 3cmtip O Yes 02 05 U2 Oe [10] 0 ves
03 ’ _ 03 06 O3 O7 O
Cluster 3-prong 2.5 cm tip Oa4 Os [J12
N
"Copyright 2007" ACRIN 6673 RA 10-18-07 4of 6
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RA

RFA-HCC
Additional RFA Session Form

If this is a revised or corrected form, please \/box. l:l

Institution

ACRIN Study 6673
PLACE LABEL HERE

Institution No.

Participant Initials
9 p

Case No.

Note: Required ablations (as per Section 9 of the protocol) less than 12 minutes (16 minutes if using switchbox) will be considered non-compliant according to
Section 20.6 of the protocol.

.

Ablation Baseline Treatment One minute Post Switch Switch box Indicate Valley Lab Cauterization of Number of tumors | Assigned tumor number Arethere
Number | Impedance (R)| Duration (min) Treatment box used? | cycle number Cooled Tip RF ablation needle track ablated utilizing of tumors ablated additional
Temperature (C) needles utilized performed? switch box utilizing Switch box ablations to
o (check all that apply) describe for
If yes indicate this tumor?
location on
diagram with a "c"
7 [71] [72] [73] [74] [75] [140] [141] [142] [143] [76]
0 No 01 04 Single, 2cm tip 0 No 01 04 O1 Os 0O9 | onNo
| | | | | | O Yes 02 05 |g single, 3cmtip O Yes 02 05 2 Oe [J10| 0 Yes
03 : 03 06 s O7 On
Cluster 3-prong 2.5 cm tip 4 s [ 12
8 [77] [78] [79] [80] [81] [144] [144] [146] [147] [82]
' O No 01 04 Single, 2cm tip O No 01 04 O1 Os 0Oo9 |onNo
] ] OYes |02 05 | single, 3em tip O Yes 02 05 L2 e [J10|0 Yes
03 , 03 06 s O7 On
Cluster 3-prong 2.5 cm tip 4 s ] 12
9 [83] [84] [85] [86] [87] [148] [148] [150] [151] [88]
O No 01 04 Single, 2cm tip O No 01 04 01 Os Oo O No
| | | | | | O Yes 8 g 05 Single, 3cm tip O Yes 8 g 8 2 2 Os [J10|©O Yes
Cluster 3-prong 2.5 cm tip s a7 011
a4 Os 12
10 [89] [90] [91] [92] [93] [152] [152] [154] [155] [94]
: O No 01 04 Single, 2cm tip O No 01 04 (1 0Os [Jo |0No
| | | | | | O Yes 02 05 |qg single, 3cm tip O Yes 02 05 2 [Oe [J10| O Yes
03 Cluster 3-prong 2.5 cm tip ©s 06 s 07 0 u
’ ' O4 Os [Oa12
11 [95] [96] [97] [98] [99] [156] [156] [158] [159] [100]
. O No 01 04 Single, 2cm tip O No 01 04 (1 [Os5 [9 |ONo
| | | | | | O Yes 8 g 05 Single, 3cm tip O Yes 8 g 8 2 (D2 [Oe6 [J10| O Yes
Cluster 3-prong 2.5 cm tip E i E ; E E
12 [101] [102] [103] [104] [105 [160] [160] [162] [163]
: O No 01 04 Single, 2cm tip O No 01 04 01 Os Oo
| | | | | | O Yes 8 g 05 Single, 3cm tip O Yes 8 g 8 2 2 Oe [0
Cluster 3-prong 2.5 cm tip E i E ; E E
"Copyright 2007" ACRIN 6673 RA 10-18-07 5of
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RA RFA-HCC ACRIN Study 6673
Additional RFA Session Form PLACE LABEL HERE
Institution Institution No.

If this is a revised or corrected form, please \/box. l:l

\Participant Initials____ Case No.

Comments:

[106]

107 Date form completed - -
Signature of Person Responsible for the data (mm-dd-yyyy)

[108]

[109]
Signature of person entering data onto the web

N\ %
"Copyright 2007" ACRIN 6673 RA 10-18-07 6o0of 6




\
ACRIN 6673 ACRIN Study 6673
I M CT Imaging Follow-up Form PLACELABEL HERE
Institution Institution No.
If this is a revised or corrected S o I
form, indicate by checking box. Patient's Initials Patient's 1.D. No.
Instructions: This form is completed by the Study Radiologist.
1. RFA Follow-up Time Period
O Within 7 days of initial RFA Treatment
O 0-3 month
O 3-6 month
O 6-9 month
O 9-12 month
O 12-15 month
O 15-18 month
O Other, specify:
la. Reason for CTImaging Follow-up:
O Every 3 month visit
O Post ablation/re-ablation treatment
O Repeat CT Scan
2. Date of last RFA procedure: - -
(mm-dd-yyyy)
2a. Total number of tumors treated since enrollment:
O 1 O 3 O 5 o7
O 2 O 4 O 6 O 8
3. Date of imaging study: - -
(mm-dd-yyyy)
4. AFP drawn on same day as CT Scan?
O No
O Yes (complete 4a)
O Not applicable
4a.AFPlabvalue___ ng/ml
5. Does the CT Scan meet the imaging criteria
as outlined in the protocol, section 13.2.1?
O No (Answer 5a, stop and sign form)
O Yes
5a. If NO, scheduled date of repeat CT:
(mm-dd-yyyy)
. J

"copyright2005"
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M STUDY 6673 Cases [ |Revision
Diagram of the Liver
*Couinaud Segments:
Segment |
Segment Il
Segment 1]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
6. Ablated Tumor Status
TUMORNUMBERING MUSTREMAIN CONSISTENT THROUGHOUT THE STUD
Tumor | Couinaud Local Patterns Re-ablation IC}‘ YES ch') Re-ablati?]n If Noto Arethere
[ intra- [ indicated: oes this meet the i additional
Number Liver intra hepatIC. of follow-up criteria as _rgablanon ablated
Segment* tumor status: recurrence: utlinedintherotocol, prOVIde reason: tumors
Checkallthatappl i .
( forthistumorgpy section 9.5.3 (Checkallthatapplyforthistumor) | t0 describe?
O Segment | 1 TumorAbsent |1 Enlargement |1 No 1 No O Size of recurrence 1 No
|J O Segment i 2 TumorPresent | 2 Halo 2 Yes 2 Yes exceeds 5cm 2 Yes
0 Segment Il | 88 Indeterminate | 3 Nodule 88 Indeterminate 0 Recurrence adjacent
O Segment IVA to vital structures
O Segment IVB Lu |J |J |J 0 Evidence of extrahe- u
O Segment V patic tumor
O Segment VI O Not technichally
O Segment VII feasible
O Segment VIlI g Not clinically indicated
- J
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IM |
STUDY 6673 Cases [ |Revision
Diagram of the Liver
*Couinaud Segments:
Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
7. Ablated Tumor Status
TUMORNUMBERING MUST REMAIN CONSISTENT THROUGHOUT THE STUD
Tumor | Couinaud Local Patterns Re-ablation g YES ;c_) Re-ablatiﬁn If Noto Arethere
i intra- i indicated: oes this meet the i additional
Number Liver intra hepatIC' of follow-up criteria as _rgablanon ablated
Segment* tumor status: recurrence: utlinedintherotocol, prOVIde reason: tumors
(Chf(e)ﬂ(h?!ttlrj]rérlltoargply section 9.5.3 (Checkallthatapplyforthistumor) | tg describe?
0 Segment | 1 TumorAbsent |1 Enlargement 1 No 1 No o Size of recurrence 1 No
|J O Segment I 2 TumorPresent | 2 Halo 2 Yes 2 Yes exceeds 5cm 2 Yes
0 Segment 11l | 88 Indeterminate | 3 Nodule 88 Indeterminate O Recurrence adjacent
0O Segment IVA to vital structures
0 Segment IVB | u u u g Evidence of extrahepatic u
0O Segment V tumor
0O Segment VI O Not technichally feasible
0O Segment VII o Not clinically indicated
o Segment VIl
N /
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M STUDY 6673 Cases [ |Revision
Diagram of the Liver
*Couinaud Segments:
Segment |
Segment I
Segment 11l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment VIl
8. Ablated Tumor Status
TUMORNUMBERING MUST REMAIN CONSISTENT THROUGHOUT THE STUD
Tumor Couinaud Local Patterns Re-ablation Idf YES:\Q Re-ablati?]n If Noto Arethere
[ intra- [ indicated: oes this meet the i additional
Number Liver intra hepatIC. of follow-up criteria as _rgablanon ablated
Segment* tumor status: recurrence: ut|ined intherotocol, prOVIde reason. tumors
(Chfg(r:t(heilélttﬂgtgsaply section 9.5.3 (Checkallthatapplyforthistumor) | to describe?
O Segment | 1 TumorAbsent |1 Enlargement |1 No 1 No O Size of recurrence 1 No
|J O Segment i 2 TumorPresent | 2 Halo 2 Yes 2 Yes exceeds 5cm 2 Yes
o Segment Il | 88 Indeterminate | 3 Nodule 88 Indeterminate O Recurrence adjacent
0O Segment IVA to vital structures
0O Segment IVB LIJ |J |J |J O Evidence of extrahepatic u
O Segment V tumor
O Segment VI O Not technichally feasible
O Segment VI o Not clinically indicated
0o Segment VIII
- J
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- I N
M STUDY 6673 Cases [ |Revision
Diagram of the Liver
*Couinaud Segments:
Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
9. Ablated Tumor Status
TUMORNUMBERING MUST REMAIN CONSISTENT THROUGHOUT THE STUD
Tumor | Couinaud Local Patterns Re-ablation g YES ;c_) Re-ablatiﬁn If Noto Arethere
i intra- i indicated: oes this meet the i additional
Number Liver intra hepatIC' of follow-up criteria as _rgablallon ablated
Segment* tumor status: recurrence: ut|ined intherotocol, pl’OVIde reason. tumors
(Cr}(e;?{(h?!ltlrllr?ltg‘gply section 9.5.3 (Checkallthatapplyforthistumor) | to describe?
O Segment | 1 TumorAbsent |1 Enlargement |1 No 1 No O Size of recurrence 1 No
|J O Segment I 2 TumorPresent | 2 Halo 2 Yes 2 Yes exceeds 5cm 2 Yes
0 Segment 11l | 88 Indeterminate | 3 Nodule 88 Indeterminate O Recurrence adjacent
0O Segment IVA to vital structures
0 Segment IVB | u u u g Evidence of extrahepatic u
0O Segment V tumor
0O Segment VI O Not technichally feasible
0O Segment VII o Not clinically indicated
o Segment VIl
- J
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IM

STUDY 6673

Cases#

|:| Revision

Diagram of the Liver

0O Segment IVA
0 Segment IVB
0O Segment V
0O Segment VI
O Segment VII
o Segment VIl

L]

L

L

L

to vital structures
O Evidence of extrahe-
patic tumor
O No technichally feasible
g Not clinically indicated

*Couinaud Segments:
Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
10. Ablated Tumor Status
TUMORNUMBERING MUST REMAIN CONSISTENT THROUGHOUT THE STUD
Tumor | Couinaud Local Patterns Re-ablation gYEsaqRe-ablatiﬁn If Noto Arethere
i intra- i indicated: oes this meet the i additional
Number Liver intra hepatIC' of follow-up criteria as _reL.abIatlon ablated
Segment* tumor status: recurrence: utlinedin therotocol, provide reason: tumors
(Cr}gffh?!{grﬁggply section 9.5.3 (Checkallthatapplyforthistumor) | to describe?
0 Segment | 1 TumorAbsent |1 Enlargement 1 No 1 No o Size of recurrence 1 No
|J O Segment I 2 TumorPresent | 2 Halo 2 Yes 2 Yes exceeds 5cm 2 Yes
0 Segment 11l | 88 Indeterminate | 3 Nodule 88 Indeterminate O Recurrence adjacent

|

.

v
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IM

STUDY 6673

Cases#

|:| Revision

Diagram of the Liver

0O Segment IVA
0 Segment IVB
0O Segment V
0O Segment VI
O Segment VII
o Segment VIl

L]

L

L

L

*Couinaud Segments:
Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
11. Ablated Tumor Status
TUMORNUMBERING MUST REMAIN CONSISTENT THROUGHOUT THE STUD
Tumor | Couinaud Local Patterns Re-ablation gYEsaqRe-ablatiﬁn If Noto Arethere
i intra- i indicated: oes this meet the i additional
Number Liver intra hepatIC' of follow-up criteria as _reL.abIatlon ablated
Segment* tumor status: recurrence: utlinedin therotocol, provide reason: tumors
(Cr}gffh?!{grﬁggply section 9.5.3 (Checkallthatapplyforthistumor) | to describe?
0 Segment | 1 TumorAbsent |1 Enlargement 1 No 1 No o Size of recurrence 1 No
|J O Segment I 2 TumorPresent | 2 Halo 2 Yes 2 Yes exceeds 5cm 2 Yes
0 Segment 11l | 88 Indeterminate | 3 Nodule 88 Indeterminate O Recurrence adjacent

to vital structures
O Evidence of extrahe-
patic tumor
O No technichally feasible
g Not clinically indicated

|

.

v
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IM

STUDY 6673

Cases#

|:| Revision

Diagram of the Liver

*Couinaud Segments:
Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
12. Ablated Tumor Status
TUMORNUMBERING MUST REMAIN CONSISTENT THROUGHOUT THE STUD
Tumor | Couinaud Local Patterns Re-ablation gYEsaqRe-ablatiﬁn If Noto Arethere
i intra- i indicated: oes this meet the i additional
Number Liver intra hepatIC' of follow-up criteria as _reL.abIatlon ablated
Segment* tumor status: recurrence: utlinedin therotocol, provide reason: tumors
(Cr}(e;?{(h?!ltlrllr?ltg‘gply section 9.5.3 (Checkallthatapplyforthistumor) | o qascribe?
0 Segment | 1 TumorAbsent |1 Enlargement 1 No 1 No o Size of recurrence 1 No
|J O Segment I 2 TumorPresent | 2 Halo 2 Yes 2 Yes exceeds 5cm 2 Yes
0 Segment 11l | 88 Indeterminate | 3 Nodule 88 Indeterminate O Recurrence adjacent

0O Segment IVA
0 Segment IVB
0O Segment V
0O Segment VI
O Segment VII
o Segment VIl

L]

L

L

L

to vital structures
O Evidence of extrahe-
patic tumor
O No technichally feasible
g Not clinically indicated

|

.

v
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- I N
M STUDY 6673 Cases [ |Revision
Diagram of the Liver
*Couinaud Segments:
Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
13. Ablated Tumor Status
TUMORNUMBERING MUSTREMAIN CONSISTENT THROUGHOUT THE STUD
Tumor | Couinaud Local Patterns Re-ablation g YES ;c_) Re-ablatiﬁn If Noto Arethere
i intra- i indicated: oes this meet the i additional
Number Liver intra hepatIC' of follow-up criteria as _reL.abIatlon ablated
Segment* tumor status: recurrence: utlinedin therotocol, provide reason: tumors
(Cr}gﬂ‘h?!{ﬂ‘ﬁ};?p'y section 9.5.3 (Checkallthatapply for this tumor) todescribe?
O Segment | 1 TumorAbsent |1 Enlargement |1 No 1 No O Size of recurrence 1 No
|J O Segment I 2 TumorPresent | 2 Halo 2 Yes 2 Yes exceeds 5cm 2 Yes
0 Segment 11l | 88 Indeterminate | 3 Nodule 88 Indeterminate O Recurrence adjacent
0O Segment IVA to vital structures
0 Segment IVB | u u u o Evidence of extrahe- u
0O Segment V patic tumor
0O Segment VI O No technichally feasible
0O Segment VII o Not clinically indicated
o Segment VIl
- J

"copyright2005"

ACRIN 6673

IM  06-22-05 9 of 20



IM

STUDY 6673

Cases#

|:| Revision

Diagram of the Liver

v

*Couinaud Segments:
Segment |
Segment I
Segment 11l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment VIl
14. Ablated Tumor Status
TUMORNUMBERING MUSTREMAIN CONSISTENT THROUGHOUT THE STUD
Tumor Couinaud Local Patterns Re-ablation IJ YESLQ Re-ablaticr)]n If Noto
H i _ i indicated: oes this meet the :
Number | Liver intra-hepatic of follow-up criteria as te-abiation
Segment* |tumorstatus: | recurrence: utlinedintherotocol, | providereason:
(Checkallthatasaply section 9.5.3 (Checkallthat apply for this tumor)
for this tumor,
O Segment | 1 TumorAbsent |1 Enlargement |1 No 1 No O Size of recurrence
|J O Segment Il | 2 TumorPresent | 2 Halo 2 Yes 2 Yes exceeds 5cm
0 Segment Il | 88 Indeterminate | 3 Nodule 88 Indeterminate 5 Recurrence adjacent
O Segment IVA to vital structures
O Segment IVB LIJ |J |J |J O Evidence of extrahe-
O Segment V patic tumor
O Segment VI O No technichally feasible
0O Segment VI g Not clinically indicated
O Segment VIII
\ B
"copyright2005" ACRIN 6673 IM 06-22-05 10 of 20



1M |
STUDY 6673 Cases [ |Revision
15. Is there evidence of Remote Intrahepatic Tumor?
O No (STOP andsignform)
O Yes(Complete 5a)
O Indeterminate
15a. L| Number of Remote Intrahepatic Tumor(s)
Diagram of the Liver
*Couinaud Segments:
Segment |
Segment Il
Segment 1]
Segment VA
Segment VB
Segment \%
Segment Vi
Segment VI
Segment Vil
Remote Intrahepatic Tumor
16. Number of New Tumor
Complete description of each tumor, and indicate location using diagram.
Tumor | Couinaud Largest size Biopsy Does tumor meet the If Noto RFA Are there
Number Liver in diameter | Indicated? | criteriafor RFA treat- provide additional tumors
Segment* (cm) mentasoutlinedinthe reason to describe?
(Chfgﬂ(h?g ttll}%t gs)ply Protocol? (Checkallthatapplyfor thistumor)
|J O Segment | |J u 1 No 1 No g Tumor Size 1 No (Stop and sign form)
0O Segment 11 ' 2 Yes 2 Yes exceeds 5 cm. 2 Yes
O Segment Ill |J 88 Indeterminate o Tumor adjacent to vital |J
O Segment IVA u structures.
O Segment IVB g Evidence of
O Segment V extrahepatic tumor
D Segment VI o Not technically feasible
0 Segment Vi o Not clinically indicated
O Segment VIlI
. : J
"copyright2005" ACRIN 6673 IM 06-22-05 11 of 20



IM |
STUDY 6673 Cases [ |Revision
Diagram of the Liver
*Couinaud Segments:
Segment |
Segment I
Segment 11l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment \ii
Segment Vil
Remote Intrahepatic Tumor
17. Number of New Tumor
Complete description of each tumor, and indicate location using diagram.
Tumor | Couinaud Largest size Biopsy Does tumor meet the If Noto RFA Are there
Number Liver in diameter | Indicated? | criteriafor RFA treat- provide additional tumors
Segment* (cm) mentasoutlinedinthe reason to describe?
(Chf(e)ﬂ(h?!ttﬂlr?]t oar?rﬂy Protocol? (Checkallthatapply for this tumor)
|J O Segment | u u 1 No 1 No Tumor Size 1 No (Stop and sign form)
0O Segment I ' 2 Yes 2 Yes exceeds 5 cm. 2 Yes
O Segment 1I u 88 Indeterminate o Tumor adjacent to vital |J
O Segment VA structures.
O Segment IVB o Evidence of
O Segment V extrahepatic tumor
O Segment VI o Not technically feasible
0 Segment Vi o Not clinically indicated
O Segment Vil
\ B
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IM

STUDY 6673

Cases#

|:| Revision

Diagram of the Liver

*Couinaud Segments:

Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
Remote Intrahepatic Tumor
18. Number of New Tumor
Complete description of each tumor, and indicate location using diagram.
Tumor | Couinaud Largest size Biopsy Does tumor meet the If No to RFA Are there
Number Liver in diameter | Indicated? | criteriafor RFA treat- provide additional tumors
Segment* (cm) mentasoutlinedinthe reason to describe?
2 !
(Chf%ﬂ(h?gttnrﬁggply Protocol* (Checkallthatapply for this tumor)
|J O Segment | |J u 1 No 1 No g Tumor Size 1 No (Stop and sign form)
0 Segment I ' 2 Yes 2 Yes exceeds 5 cm. 2 Yes
O Segment Il |J 88 Indeterminate o Tumor adjacent to vital |J
O Segment IVA structures.
O Segment IVB o Evidence of
O Segment V extrahepatic tumor
D Segment VI o Not technically feasible
0 Segment Vi o Not clinically indicated
O Segment Vil
- J
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IM

STUDY 6673

Cases#

|:| Revision

Diagram of the Liver

*Couinaud Segments:

Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
Remote Intrahepatic Tumor
18. Number of New Tumor
Complete description of each tumor, and indicate location using diagram.
Tumor | Couinaud Largest size Biopsy Does tumor meet the If Noto RFA Are there
Number Liver in diameter | Indicated? | criteriafor RFA treat- provide additional tumors
Segment* (cm) mentasoutlinedinthe reason to describe?
2 !
(Cf}g‘ﬁﬁhﬁgfﬂgggmy Protocol* (Checkallthatapply for this tumor)
|J O Segment | u u 1 No 1 No g Tumor Size 1 No (Stop and sign form)
0 Segment 11 ' 2 Yes 2 Yes exceeds 5 cm. 2 Yes
O Segment Il |J 88 Indeterminate o Tumor adjacent to vital |J
O Segment VA structures.
O Segment IVB o Evidence of
O Segment V extrahepatic tumor
O Segment VI o Not technically feasible
0 Segment Vi o Not clinically indicated
O Segment Vil
- J
"copyright2005" ACRIN 6673 IM 06-22-05 14 of 20



IM

STUDY 6673

Cases#

|:| Revision

Diagram of the Liver

*Couinaud Segments:

Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
Remote Intrahepatic Tumor
19. Number of New Tumor
Complete description of each tumor, and indicate location using diagram.
Tumor | Couinaud Largest size Biopsy Does tumor meet the If No to RFA Are there
Number Liver in diameter | Indicated? | criteriafor RFA treat- provide additional tumors
Segment* (cm) mentasoutlinedinthe reason to describe?
2 !
(Chf%ﬂ(h?gttnrﬁggply Protocol* (Checkallthatapply for this tumor)
|J O Segment | |J u 1 No 1 No g Tumor Size 1 No (Stop and sign form)
0 Segment I ' 2 Yes 2 Yes exceeds 5 cm. 2 Yes
O Segment Il |J 88 Indeterminate o Tumor adjacent to vital |J
O Segment IVA structures.
O Segment IVB o Evidence of
O Segment V extrahepatic tumor
D Segment VI o Not technically feasible
0 Segment Vi o Not clinically indicated
O Segment Vil
- J
"copyright2005" ACRIN 6673 IM 06-22-05 15 o0f 20



IM

STUDY 6673

Cases#

|:| Revision

Diagram of the Liver

*Couinaud Segments:

Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
Remote Intrahepatic Tumor
20. Number of New Tumor
Complete description of each tumor, and indicate location using diagram.
Tumor | Couinaud Largest size Biopsy Does tumor meet the If No to RFA Are there
Number Liver in diameter | Indicated? | criteriafor RFA treat- provide additional tumors
Segment* (cm) mentasoutlinedinthe reason to describe?
2 !
(Chf%ﬂ(h?gttnrﬁggply Protocol* (Checkallthatapply for this tumor)
|J O Segment | |J u 1 No 1 No g Tumor Size 1 No (Stop and sign form)
0 Segment I ' 2 Yes 2 Yes exceeds 5 cm. 2 Yes
O Segment Il |J 88 Indeterminate o Tumor adjacent to vital |J
O Segment IVA structures.
O Segment IVB o Evidence of
O Segment V extrahepatic tumor
D Segment VI o Not technically feasible
0 Segment Vi o Not clinically indicated
O Segment Vil
- J
"copyright2005" ACRIN 6673 IM 06-22-05 16 of 20



IM |
STUDY 6673 Cases [ |Revision
Diagram of the Liver
*Couinaud Segments:
Segment |
Segment I
Segment 11l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment \ii
Segment VIl
Remote Intrahepatic Tumor
21. Number of New Tumor
Complete description of each tumor, and indicate location using diagram.
Tumor | Couinaud Largest size Biopsy Does tumor meet the If Noto RFA Are there
Number Liver in diameter | Indicated? | criteriafor RFA treat- provide additional tumors
Segment* (cm) mentasoutlinedinthe reason to describe?
(Chf(e)ﬂ(h?!ttﬂlr?]t oar?rﬂy Protocol? (Checkallthatapply for this tumor)
|J O Segment | u u 1 No 1 No g Tumor Size 1 No (Stop and sign form)
0O Segment 11 ' 2 Yes 2 Yes exceeds 5 cm. 2 Yes
O Segment 1I u 88 Indeterminate o Tumor adjacent to vital u
O Segment VA structures.
O Segment IVB o Evidence of
O Segment V extrahepatic tumor
O Segment VI o Not technically feasible
0 Segment Vi o Not clinically indicated
O Segment Vil
- : J
"copyright2005" ACRIN 6673 IM 06-22-05 17 of 20



IM

STUDY 6673

Cases#

|:| Revision

.

Diagram of the Liver

*Couinaud Segments:

Segment |
Segment I
Segment 11l
Segment VA
Segment VB

Segment \%

Segment Vi

Segment VI
Segment Vil
Remote Intrahepatic Tumor
22. Number of New Tumor
Complete description of each tumor, and indicate location using diagram.
Tumor | Couinaud Largest size Biopsy Does tumor meet the If Noto RFA Are there
Number Liver in diameter | Indicated? | criteriafor RFA treat- provide additional tumors
Segment* (cm) mentas outlinedinthe reason to describe?
2 .
(Chf%ﬁ(h?gttﬂr%t&gply Protocol? (Checkallthatapply for this tumor)
|J O Segment | u |J 1 No 1 No Tumor Size 1 No (Stop and sign form)
0 Segment I ) 2 Yes 2 Yes exceeds 5 cm. 2 Yes
O Segment 1l 88 Indeterminate Tumor adjacent to vital

0 Segment IVA
0 Segment VB

structures.
Evidence of

L]

O Segment V extrahepatic tumor
O Segment VI Not technically feasible
u] 289”‘6”; \\;IIIII Not clinically indicated
0 Segmen
J
"copyright2005" ACRIN 6673 IM 06-22-05 18 of 20



IM

STUDY 6673

Cases#

|:| Revision

Diagram of the Liver

*Couinaud Segments:

Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
Remote Intrahepatic Tumor
23. Number of New Tumor
Complete description of each tumor, and indicate location using diagram.
Tumor | Couinaud Largest size Biopsy Does tumor meet the If No to RFA Are there
Number Liver in diameter | Indicated? | criteriafor RFA treat- provide additional tumors
Segment* (cm) mentasoutlinedinthe reason to describe?
2 !
(Chf%ﬂ(h?gttnrﬁggply Protocol* (Checkallthatapply for this tumor)
|J O Segment | |J u 1 No 1 No g Tumor Size 1 No (Stop and sign form)
0 Segment I ' 2 Yes 2 Yes exceeds 5 cm. 2 Yes
O Segment Il |J 88 Indeterminate o Tumor adjacent to vital |J
O Segment IVA structures.
O Segment IVB o Evidence of
O Segment V extrahepatic tumor
D Segment VI o Not technically feasible
0 Segment Vi o Not clinically indicated
O Segment Vil
- J
"copyright2005" ACRIN 6673 IM 06-22-05 19 of 20



IM |
STUDY 6673 Cases [ |Revision
Diagram of the Liver
*Couinaud Segments:
Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil
Remote Intrahepatic Tumor
24. Number of New Tumor
Complete description of each tumor, and indicate location using diagram.
Tumor | Couinaud Largest size Biopsy Does tumor meet the If No to RFA
Number Liver in diameter | Indicated? | criteriafor RFA treat- provide
Segment* (cm) mentasoutlinedinthe reason
(Chfg‘r:t(heilgttﬂr?]t :SP'V Protocol? (Checkallthatapply for this tumor)
|J O Segment | Ll Ll 1 No 1 No o Tumor Size
0O Segment I ' 2 Yes 2 Yes exceeds 5 cm.
O Segment Il |J 88 Indeterminate o Tumor adjacent to vital
O Segment IVA structures.
O Segment IVB g Evidence of
O Segment V extrahepatic tumor
D Segment V! o Not technically feasible
0 Segment Vi o Not clinically indicated
O Segment VIII
Comments:
Date form completed 2 - -
Signature of person responsible for the data * (mm-dd-yyyy)
\Signature of person entering data onto the web 2 )

"copyright2005"

ACRIN 6673
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ACRIN 6673
RFA Hepatocellular Cancer
Initial Evaluation Form

11

If this is a revised or corrected
form, indicate by checking box.

ACRIN Study 6673

PLACELABEL HERE

Institution Institution No.

Patient's Initials Patient's 1.D. No.

Instructions:

Complete and submit this information at the time of the patient's entry to the study.

Information reported is for observations and findings prior to the start of protocol RFA.
All dates are mm/dd/yyyy unless specified otherwise.
1. Performance status (Zubrod Scale) 4. Pre-enroliment imaging
O  Fullyactive, able to carry on all (performed within 60 days of RFA treatment)
. - . - O Notdone
predisease activities without restriction. O Done
O Restrictedin physically strenuous activity O Unknown
but ambulatory and able to carry out work
of alight or sedentary nature. .
Imaging Date
O Ambulatory and capable of all self-care
but unable to carry out any work activities.
O Capableofonly limited self-care, Abdominal CT - -
confined to bed or chair 50% or more of (mm-dd-yyyy)
waking hours.
O Completelydisabled Hepatic Ultrasound - -
O  Unknown (If performed) (mm-dd-yyyy)
ChestCT - -
: . . . (mm-dd-yyyy)
2. Diagnosis of Cirrhosis (Check all that apply) . oo
. O Negative for metastatic disease
[] Biopsy proof
Date of biopsy: - - O Positive for metastatic disease
(mm-dd-yyyy)
[] Type of procedure Other, specify
] FNA
[] Core Needle Biopsy - -
(mm-dd-yyyy)
[] Clinicalandimaging confirmation
5. Prior treatment for HCC:
) _ _ O No
3. Confirmation of Hepatocelluar carcinoma (HCC) O Yes (Answer 5a)
[] Biopsy proof
Date of biopsy: - - 5a. If yes, specify treatment:
(mm-dd-yyyy)
[] Type of procedure
LI FNA ) 6. Patient a surgical candidate?
[[] Core Needle Biopsy ) )
(see Surgical Assessment Form, Appendix IX)
[] Barcelonaimaging criteria: © No
[ Radiologic criteria [two coincidental O Yes
imaging techniques (CT, MRI, US, angio)
showing > 2 cm arterial enhancing tumor nodule
[] Combined criteria[singleimaging technique
(CT, MRI, US, angio) showing > 2 cm arterial
enhancing tumor nodule with AFP > 400 ng/mL
[C] Tumor growth criteria
-
"copyright2005" ACRIN 6673 11 06-22-05 1lof5




ACRIN 6673

11

RFA Hepatocellular Cancer - Initial Evaluation

Case #
Revision

98 not done
99 unknown

—

abs

Platelets

PT

PTT

INR

Serum Creatinine

GGT

LDH

AFP

SGOT

SGPT

Total bilirubin

Sodium

Potassium

Chloride

Glucose

BUN

Calcium

Phosphorus

Total Protein

Albumin

Ammonia

Hgb

Hct

Whbc

.

7. Baseline Laboratory Evaluations:
[Performed within 14 days prior to RFA]

1 done, within normal limits

2 done, abnormal elevated

3 done, abnormal depressed

Pre-Registration Baseline

Lab Value

i
|| seconds
|| seconds
L L mgran
L L mora
L Jun

L L mgra
L Ingmi
L un

L

L L mgan
L megra
L) L meq
L Imean

L gl

L L mgra

L L mgan
L L mgan
L gman

L L g
L gra

L L g
L mira

L L mme

Date of test (mm-dd-yyyy)

(date is required for all labs)

Normal Range
LOW
(required for all
abnormal results)

Normal Range

HIGH

(required for all
abnormal results)

"copyright2005"

ACRIN 6673

11

06-22-05
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|1 ACRIN 6673 Case #
RFA Hepatocellular Cancer - Initial Evaluation Revision

Diagram of the Liver (Appendix VI)

*Couinaud Segments:
Segment |
Segment Il
Segment ]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil

8. |J NUMBER OF TUMORS PRESENT:

Complete description of each tumor and indicate location using the diagrams, (Appendix VI).
Numbering must be consistent throughout the study.

Assigend Couinaud Size (cm) Are there
Tumor Liver Largest Size in additional
Number Segment* Diameter tumors
(Checkallthatapply to describe?
forthistumor?
o Segment | 1 No
u o Segment Il I—, I—, 2 Yes
o Segment Il
o Segment IVA
o Segment IVB |J
o Segment V
o Segment VI
o Segment VII
g Segment VI

.

“copyright2005" ACRIN 6673 11 06-22-05 3ofb5



11

ACRIN 6673

RFA Hepatocellular Cancer - Initial Evaluation

Case #

Revision

Diagram of the Liver (Appendix VI)

9.

*Couinaud Segments:

Segment
Segment
Segment
Segment
Segment
Segment
Segment
Segment

Segment

VA

VB

Vi

VI

Complete description of each tumor and indicate location using the diagrams, (Appendix VI).

N

umberin

must be consistent throu

hout the study.

Assigend
Tumor

Number

Couinaud
Liver
Segment*

(Checkallthatapply
forthistumorsJ

Size (cm)
Largest Sizein
Diameter

Are there
additional
tumors
to describe?

L

Segment |
Segment Il
Segment IlI
Segment IVA
Segment IVB
Segment V
Segment VI
Segment VII

L

1 No
2 Yes

Oooooooooao

Segment VIII

.

“copyright2005" ACRIN 6673 11 06-22-05 4of5



|1 ACRIN 6673 Case #
RFA Hepatocellular Cancer - Initial Evaluation Revision

Diagram of the Liver (Appendix VI)

*Couinaud Segments:
Segment |
Segment I
Segment 11l
Segment IVA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil

10. Complete description of each tumor and indicate location using the diagrams, (Appendix VI).
Numbering must be consistent throughout the study.

Assigend Couinaud Size (cm)
Tumor Liver Largest Size in
Number Segment* Diameter

forthistumor,

Segment |

Segment Il I_, . I_,
Segment llI
Segment IVA
Segment IVB
Segment V
Segment VI
Segment VII
Segment VIII

(Checkallthat aSJpIy

L

Oooooooooao

Comments:

Date form completed® - - 20
Signature of person responsible for the data * (mm-dd-yyyy)

\Signature of person entering data onto the web 2

“copyright2005" ACRIN 6673 11 06-22-05 5o0f5



ACRIN 6673 ACRIN Study 6673
FO RFA-HCC PLACE LABEL HERE

Additional RFA Treatment Form Institution Institution No.
I s Is & reVised or corrected Patient's Initials patient's 1.D. No,

4

Instructions: This form collects information related to the RFA Treatment. Use code table when provided
and report dates mm/dd/yyyy.

1. Tumor recurrence
0 No (skip to Q2)
o Yes

la. Proof of recurrence
o CT
0 Biopsy

1b. Type of recurrence
0 Local (failure of primary abalation)
o0 Remote
0 Both

2. Date of RFA treatment:| | || | |-20| | |
(mm-dd-20yy)

3. Did the Re-ablation treatment commence?
o No* (complete 3b)
o Yes

3a. Was the Re-ablation treatment completed?
o No* (complete 3b)
0 Yes

3b. *If RFA did not commence or was not
completed, specify reason:
o Patient refused to start treatment
o Technical problems during procedure
0 Adverse event
0 Other reason, specify:

3c. Were any adverse events reported
during this time period:
O 1 Yes
O 2 No
If yes, specify date:

- - (mm-dd-yyyy)

4. Radiologist ID performing procedure:
L]

5. Imaging modality utilized for RFA
o Ultrasound
o CT Scan

Y o0 MRI

J
"copyright 2005" ACRIN 6673 FO 06-08-05 1of11




FO| study 6673 Case # Revision | |

7 Complete description of each tumor ablated and indicate location using the diagram (appendix VI).
Numbering must be consistent throughout the study.

Contiguous to major
Size (mm) fut;\lc:psular (< 1 cm) vessels Number of

Trans (M-L) x CC (S-I) 2 Yes 1 No PFZ\Q;J;SOHRSFA
x AP (A-P) 2 Yes

I L L ]
I L L ]
I L L ]
I L L ]

Type of recurrence**
1 Local
2 Remote

Assigned Liver
Tumor # Segment *

I L L ]
I L L ]

CCCC L
CCCC L

Diagram of the Liver

*Couinaud Segments

Segment |
Segment I
Segment I
Segment IVA
Segment VB
Segment V
Segment VI
Segment VII
Segment VIl

© O ~NO Ol WDN P

N J
"copyright 2005" ACRIN 6673 FO 06-08-05 2of 11




FO| study 6673 Case # Revision | |

Ablation Treatment Form

8d. Indicate Valley Lab Cooled Tip
Rf Ablation needles utilized:

8. Tumor |_|(Record tumor number per diagram) o 1 single, 2 cm tip
0 2 single, 3 cm tip
8a. || |Number of ablations this session within this tumor o 3 cluster, 3 prong, 2.5 cm tip

8e. Were any complications encountered?
o No o0 Yes

gb. || INumber of prior RFA sessions for this tumor If ves. check all that anplv:

0 abcess 0 pneumothorax
8c. Number of cauterizations for this tumor: o hemorrahage o tumor seeding
ol 02 03 04 05 06 o other, specify:
Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions
1 L L] L
2 L L] L
3 L L] L
a L L] L
5 L L] L
6 L L] L
7 L L] L
8 L 1] L
o L L] L
10 I L1 L

8f. Mark location cauterizations on diagram with a"c".

Diagram of the Liver

*Couinaud Segments

Segment |
Segment Il
Segment I
Segment IVA
Segment IVB
Segment V
Segment VI
Segment VII
Segment VIl

O© 00 ~NO Ul WN P

.

"copyright 2005" ACRIN 6673 FO 06-08-05 3of 11



FO| study 6673 Case # Revision | |

Ablation Treatment Form 9d. Indicate Valley Lab Cooled Tip
Rf Ablation needles utilized:

o 1 single, 2 cm tip

0 2 single, 3 cm tip

0 3 cluster, 3 prong, 2.5 cm tip

IFNOTAPPLICABLE SKIP AND COMPLETE LAST PAGE

9. Tumor || (Record tumor number per diagram)

9a. || |Number of ablations this session within this tumor 9e. Were any complications encountered?
o No o0 Yes
9b. |_|_|Number of prior RFA sessions for this tumor If yes. check all that apply:

0 abcess 0 pneumothorax
o hemorrahage o tumor seeding
o other, specify:

9c. Number of cauterizations for this tumor:
ol 02 03 04 o5 06

Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions
1 1 L] 1
2 ] L ]

3 ] L ]
4 1 L] 1
5 ] L ]
6 ] L ]
7 1 L] 1
8 ] L] ]
o ] L ]
10 | L1 L

9f. Mark location cauterizations on diagram with a"c".

Diagram of the Liver

*Couinaud Segments

Segment |
Segment |l
Segment Il
Segment IVA
Segment IVB
Segment V
Segment VI
Segment VII
Segment VIl

O© 00O ~NO Ulh WN P

.

"copyright 2005" ACRIN 6673 FO 06-08-05 4of 11



FO

Study 6673

Case #

Revision | |

Ablation Treatment Form

IFNOTAPPLICABLE SKIP AND COMPLETE LAST PAGE

10. Tumor |_J (Record tumor number per diagram)
10a. |_|_| Number of ablations this session within this tumor

10b. || INumber of prior RFA sessions for this tumor

10c. Number of cauterizations for this tumor:

10d. Indicate Valley Lab Cooled Tip

Rf Ablation needles utilized:
o 1 single, 2 cm tip

0 2 single, 3 cmtip

0 3 cluster, 3 prong, 2.5 cm tip

10e. Were any complications encountered?
o No o Yes

If yes, check all that apply:

o abcess
o hemorrahage

0 pneumothorax
0 tumor seeding

ol o2 03 04 05 06 o other, specify:

Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions
1 ] L ]

2 ] L ]

3 ] L] ]

4 ] L ]

5 ] L ]

6 ] L ]

7 ] L ]

8 ] L] ]

o ] L ]

10 || L1 LLJ

*Couinaud Segments

Segment |
Segment I
Segment I
Segment IVA
Segment IVB
Segment V
Segment VI
Segment VII
Segment VIl

O© 00 ~NO Ul WN P

.

10f.

Mark location cauterizations on diagram with a"c".

Diagram of the Liver -

"copyright 2005"
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FO

Study 6673

Case #

Revision | |

Ablation Treatment Form

ol o2 03 o004

IFNOTAPPLICABLE SKIP AND COMPLETE LAST PAGE

11. Tumor |_J (Record tumor number per diagram)
11a. |_|_|INumber of ablations this session within this tumor

11b. || INumber of prior RFA sessions for this tumor

11c. Number of cauterizations for this tumor:
o5 06

11d. Indicate Valley Lab Cooled Tip
Rf Ablation needles utilized:
o 1 single, 2 cm tip
0 2 single, 3 cm tip
0 3 cluster, 3 prong, 2.5 cm tip

1le. Were any complications encountered?

o No o Yes
If ves, check all that apply:

0 abcess
o0 hemorrahage

0 pneumothorax
0 tumor seeding

o other, specify:

Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions
1 L L1 Ll
2 L L1 Ll
3 L L1 Ll
4 L L1 Ll
5 L L1 Ll
6 L L1 Ll
7 L L1 Ll
8 L L1 Ll
9 Ll L1 Ll
10 L | .

Diagram of the Liver

*Couinaud Segments

Segment |
Segment Il
Segment Il
Segment IVA
Segment IVB
Segment V
Segment VI
Segment VII
Segment VIl

O© 00 ~NO Ulh WN P

.

1af.

Mark location cauterizations on diagram with a"c".

"copyright 2005"
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- ~
FO| study 6673 Case # Revision | |
Ablation Treatment Form 12d. Indicate Valley Lab Cooled Tip
[IE NOT APPLICABLE SKIP AND COMPLETE LAST PAGE] Rf Ablation needles utilized:

o 1 single, 2 cm tip

) 0 2 single, 3 cm tip
12. Tumor |_| (Record tumor number per diagram)

o No o Yes

0 abcess
o hemorrahage
o other, specify:

12c. Number of cauterizations for this tumor:
ol 02 03 04 o5 06

0 3 cluster, 3 prong, 2.5 cm tip

12a. L|_| Number of ablations this session within this tumor 12e. Were any complications encountered?

12b. || INumber of prior RFA sessions for this tumor If yes, check all that apply:

0 pneumothorax
0 tumor seeding

Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions
1 L L] L
2 L] L] L]

3 L] L] L]
4 L L] L
5 L] L[] L]
6 L] L L]
7 L L[] L
8 L] L L]
o L] L L]
10 | L] L

Diagram of the Liver

*Couinaud Segments

Segment |
Segment I
Segment I
Segment IVA
Segment VB
Segment V
Segment VI
Segment VII
Segment VIl

O© O ~NO Ol WDN P

.

"copyright 2005" ACRIN 6673
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FO| study 6673 Case # Revision | |

Ablation Treatment Form 13d. Indicate Valley Lab Cooled Tip
Rf Ablation needles utilized:

0 1 single, 2 cm tip

0 2 single, 3 cmtip

o 3 cluster, 3 prong, 2.5 cm tip

IFNOTAPPLICABLE SKIP AND COMPLETE LAST PAGE

13. Tumor |_| (Record tumor number per diagram)

13e. Were any complications encountered?
o No o0 Yes
If yes, check all that apply:

13a. L|_| Number of ablations this session within this tumor

13b. || JNumber of prior RFA sessions for this tumor

0 abcess 0 pneumothorax
13c. Number of cauterizations for this tumor: o hemorrahage o tumor seeding

ol 02 03 04 05 06 o other, specify:
Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions
1 ] L] L1

2 ] L] L]

3 ]| L[] L]

a ] L] L]

5 L L] L]

6 1 L] .

7 ] L] L]

8 L L] L]

o 1 L] .

10 ] L1 L

13f. Mark location cauterizations on diagram with a"c".

Diagram of the Liver

*Couinaud Segments

Segment |
Segment Il
Segment I
Segment IVA
Segment IVB
Segment V
Segment VI
Segment VII
Segment VIl

O© 00O ~NO Ulh WN P

.
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4 N
FO| study 6673 Case # Revision | |
Ablation Treatment Form 14d. Indicate Valley Lab Cooled Tip
IF NOT APPLICABLE SKIP AND COMPLETE LAST PAGE Rf Ablation needles utilized:
o 1 single, 2 cm tip
) 0 2 single, 3cmtip
14. Tumor L’(Record tumor number per diagram) 0 3 cluster, 3 prong, 2.5 cm tip
14a. |_|_INumber of ablations this session within this tumor  14€- Were any complications encountered?
o No o Yes
14b. |_| INumber of prior RFA sessions for this tumor If yes. check all that apply:
0 abcess 0 pneumothorax
14c. Number of cauterizations for this tumor: o0 hemorrahage o tumor seeding
ol 02 03 04 05 06 o other, specify:
Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions
1 ] L] L]
2 L L1 ]
3 L L] ]
4 ] L] L]
5 L L1 ]
6 L L1 ]
7 ] L] L]
8 L L1 ]
o L L1 ]
10 LI L] L]
14f. Mark location cauterizations on diagram with a"c".
Diagram of the Liver —
*Couinaud Segments
1 Segment |
2 Segment Il
3 Segment Il
4 Segment IVA
5 Segment IVB
6 Segment V
7 Segment VI
8 Segment VII
9 Segment VIl
- J

"copyright 2005" ACRIN 6673 FO 06-08-05 9of 11




FO| study 6673 Case # Revision | |

Ablation Treatment Form 15d. Indicate Valley Lab Cooled Tip
Rf Ablation needles utilized:

0 1 single, 2 cm tip

0 2 single, 3 cmtip

o 3 cluster, 3 prong, 2.5 cm tip

IFNOTAPPLICABLE SKIP AND COMPLETE LAST PAGE

15. Tumor |_J (Record tumor number per diagram)

15a. || |INumber of ablations this session within this tumor ~ 15€. Were any complications encountered?
o No o Yes

15b. || INumber of prior RFA sessions for this tumor If yes, check all that apply:
o abcess 0 pneumothorax
15c. Number of cauterizations for this tumor: 0 hemorrahage o tumor seeding
ol 02 03 04 05 06 o other, specify:

Ablation Baseline Treatment Duration One Minute Post Treatment Number of
Number Impedance (R) (minutes) Temperature(°C) Needle Insertions

L]
L]
L]
L]
L]
L]
L]
L]
L]

L]

15f. Mark location cauterizations on diagram with a"c".

1

2

3

S
|

[¢)]

]

~

[ee]

©

10

Diagram of the Liver

*Couinaud Segments

Segment |
Segment I
Segment I
Segment IVA
Segment IVB
Segment V
Segment Vi
Segment VII
Segment VIl

O 0O ~NO Olh WN PP

L F e SR )
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FO| study 6673 Case # Revision | |

Comments:

Date form completed 3 - -
Signature of person responsible for the data ! (mm-dd-yyyy)

Signature of person entering data onto the web 2

N J
"copyright 2005" ACRIN 6673 FO 06-08-05 11of 11




4 N
ACRIN 6673
I:2 REA-HCC ACRIN Study 6673
) PLACE LABEL HERE
Follow-up Form o o
Institution Institution No.

If this is a revised or corrected form, please \/box. I:I Participant Initials Case No.
Instructions: The F2 form is completed at 6, 9, 12, 15 and 18 months post initial RFA procedure by the Research Associate, and
submitted via the ACRIN website.

1. Did the participant return for the scheduled follow-up? 0] 4. Participant status: [13]
O No (Answer 1a, and 1b) O Alive (Complete4a)
O Yes (Answer 1c) O Dead (Complete 4a, 4c, and 4d)
O Unknown/unable to contact (Complete 4a)
la. If no, specify reason: 2
O Participantrefusal 4a. Was the liver:
O Participant unable to be contacted ()
O Unabletob ; dand heduled O Transplanted (Complete 4b)
o onr? eto e_p(_ar ormedandreschedule O Resected (Complete 4b)
ther, specify: 31 O Neither
O Unknown
1b. Date of last contact:
4b. Date of transplant / resection:
o (mmeddyyyy) P
3 ~ (mm'dd'yyyy) [15]
1c. Describe follow-up: 5]
O Completed Check if date of transplant/resection unknown:
O Incomplete, i
Wil return on: ) ) (rm-deyyyy) [] Date of transplant/resection unknown [16]
: 6
O Incomplete, return date unknown
4c. Date of death:
2. Date of follow-up contact or attempt: - - (mm-dd-yyyy) ,,
: : (mm-dd-yyyy) 7, Check if date of death unknown:
3. RFA Follow-up Time Period: L] Date of death unknown
O 6 months
O 9 months 4d. Cause of death: (1]
O 12 months O Progressive/persistentcancer
O 15 months O Complications of protocol treatment
O 18 months (0] Progresswelcwrhoss
L O Other, specify: 20]
O Other, specify: ] O Unknown
3a. LastRFAsessiondate: 5. Performance status (Zubrod Scale) 21]
- - (mm-dd-yyyy) [10] O Fully active
O Ambulatory, capable of light work
3b. Date of most recent Post-ablation CT scan: O In bed less than 50% of the time,
capable of self-care, but not of work activities
- - (mm-dd-yyyy) ;; O Inbed greater than 50% of the time, capable of
only limited self care
3c. Arethere any reportable complications / O Bedridden
adverse events per Sec. 15.7.1 of the protocol? O Notevaluated
O Unknown
O No
O Yes (If yes, an AE form must be completed)
\ J
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ACRIN 6673
RFA-HCC
Follow-up Form

F2

If this is a revised or corrected form, please \/box. I:'

6. Anynon-protocol treatment started during this
follow-up time period:
O No (proceedto Q7)
O Yes (If yes, complete Q6a)
O Unknown (proceedto Q7)

[22]

Date started
(mm-dd-yyyy)

6a. Treatment
(check all that apply)

] chemotherapy (23]

[] Start date of Chemotherapy unknown (25]

[ Radiation to Non-Study

Site, [26]

[ start date of Radiation to Non-Study Site unknown

Specify Non-Liver site:

[] other treatment,

(30]

[] Other treatment start date unknown (32]

Specify treatment:

7. Were there any tumor biopsies performed during
this time period? [34]
O No (proceedto Q8)
O Yes (Answer Q7a and Q7b, submit per
Sec 11.3 of the protocol)
O Yes, previously submitted (Answer Q7aand Q7b)
O Unknown

7a. Date of biopsy: - -

] Date of biopsy unknown [36]

7b. Type of procedure
O FNA
O Coreneedle

[37]

8. Is there evidence of local intrahepatic tumor on
the corresponding CT exam for this visit?
O No
O Yes
O Indeterminate

(38]

9. Is there evidence of remote intrahepatic tumor
on the corresponding CT exam for this visit?

O No
O Yes

[39]

10. Will/has this participant been scheduled for

reablation? [40]
O No
O Yes

N

[24]

[27]

[28]

[29]

[31]

[33]

(mm'dd_yyyy) [35]

N

ACRIN Study 6673
PLACE LABEL HERE

Institution Institution No.

Participant Initials Case No.

10a. Ifnotore-ablation, provide reason:
(Check all that apply)
(I

Size of tumor exceeds 5 cm [41]

Recurrence adjacent to vital structures [42]

Evidence of extrahepatic tumor [43]

Oddg

Not technically feasable / not

clinically indicated [44]

No local or remote intrahepatic tumor visible

O

11. AFP drawn within one week of CT Scan?

O No, specify reason
O Yes (answer Q8a and Q8b)

[46]

[47]

(49]

11a. Date drawn: - - (mm-dd-yyyy) (48]
11b. AFPlab value: ng/ml (49]
1lc. Has the AFP lab value increased or decreased
since the previous follow-up visit? (50]
O No
O Yes, labvalueincreased
O Yes, labvalue decreased
Comments:

Name of person responsible for the data

i (53]
Date Form Completed (mm-dd-yyyy)

[51]

[52]

Name of person entering data on web

[54]

J
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RFA-HCC
Follow-up Form

[]

F1

If this is a revised or corrected
form, indicate by checking box.

4

ACRIN Study 6673

PLACELABEL HERE

Institution Institution No.

Patient's Initials Patient's 1.D. No.

Instructions: The F1 form is completed at day 1, 1 week, 1 month, 3, 6, 9, 12, 15 and 18 months
post initial RFA procedure by the Research Associate.

\-

1. RFA Follow-up Time Period:

O 1 1lday

0O 2 1week

O 3 1month

O 4 0-3 months

O 5 3-6 months

O 6 6-9 months

O 7 4-12 months
O 8 12-15 months
O 9 15-18 months
O 10 Other, specify:

la. Reason for follow-up:
O 1 Telephone contact
O 2 Every 3 month visits
O 3 RFA treatment
O 4 Post-ablation CT scan

1b. RFA treatment date:

(mm-dd-yyyy)

1c. Date of Post-ablation CT scan:

(mm-dd-yyyy)

1d. Were any adverse events reported
during this time period:
O 1 Yes

O 2 No
If yes, specify date:

(mm-dd-yyyy)

2. Date of evaluation: - -
(mm-dd-yyyy)

3. Patient status:
O 1 Alive
O 2 Transplanted
O 3 Dead
O 4 Lostto follow-up (unable to contact)

3a. Status Date: -

(mm-dd-yyyy)
(Date of death if dead, date of transplant if transplanted,
or last date known alive if alive or lost.)

4. Cause of death:

O 0 Alive
Progressive/persistent cancer
Complications of protocol treatment
Both cancer and protocol treatment
Progressive cirrhosis
Other, specify
99 Unknown

o> WwN PP

OO0OO0OO0OO0O0

5. Tumor number:
01 03 05 o7
0 2 O 4 O 6 O 8
6. Performance status (Zubrod Scale)
O 0 Fully active

O 1 Ambulatory, capable of light work

O 2 Inbed less than 50% of the time, capable
of self-care, but not of work activities
O 3 Inbed greater than 50% of the time,

capable of only limited self care
O 4 Bedridden
O 98 Not evaluated
O 99 Unknown

7. Did the participant return for the scheduled follow-up?

O 1 No (specify reason, STOP and sign form)

O Participant refusal

O Participant unable to be contacted

O Unable to be performed and rescheduled
O 2 Yes

O Completed

O Incomplete, will return on:

(mm-dd-yyyy)
O Incomplete, return date unknown

if No - specify reason:

J

"copyright2005"

ACRIN 6673 F1 06-08-05 1of4



e N
Fl} Study 6673 Case # Revision [ |
9._Pre-RFA Treatment Laboratory Evaluations:
[Performed within 14 days prior to RFA]
1 done, within normal limits
2 done, abnormal elevated
3 done, abnormal depressed
98 not done
99 unknown
Labs Evaluation Lab Value Date of test (mm-dd-yyyy) Normal Range Normal Range
(date is required for all labs) (requli_rec:jV\f/or Al (requ:;'é(j":or Al
abnormal results)  abnormal results)
|_| Platelets |_| ml - -
Ll e | seconds - -
Ll e [ seconds - -
|| INR L] L mgra - -
|| serum Creatinine | |.|_| mgra - -
Ll cer L - -
|| LDH L g - -
|| AFP L___Jnghm - -
|_| SGOT LI u/l - -
|_| SGPT LI u/l - -
|_| Total bilirubin LILI mg/dl - -
|| Sodium L Jmeg - -
|| Potassium RN meg/l - -
|_| Chloride I_I mea/l - -
|| Glucose L Jmga - -
|| BUN L mg/d - -
|| Calcium L] L mgra - -
|| Phosphorus L. mgra - -
|| Total Protein | gmyd - -
|| Albumin L) L gma - -
|| Ammonia L g - -
|| Hgb L. L gldi - -
|_| Hct LI mi/dl - -
Ll wee L) omme - -
| Betahcg L) omme - -
N %

"copyright2005"
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Fl} Study 6673 Case # Revision [ |
9. Post RFA Treatment Laboratory Evaluations:
[Performed within 14 days prior to RFA]

1 done, within normal limits

2 done, abnormal elevated

3 done, abnormal depressed

98 not done

99 unknown

Labs Evaluation Lab Value Date of test (mm-dd-yyyy) Normal Range Normal Range
(date is required for all labs) (requli_rSjV\:or al (requré%;'_f'or al

abnormal results)  abnormal results)

|_| Platelets I_I ml - -

Ll er | seconds - -

L e [ seconds - -

L ww L)L mga - -

|| Serum Creatinine  |___J.|_] mg/dl - -

Ll eer L Jw - -

|| LDH | g - -

|| AFP L ng/ml - -

| scor L w - -

Ll seer L] un - -

|_| Total bilirubin Ll . LI mg/dl - -

|| Sodium ] meg/dl - -

[l Potassium L)L mea - -

|_| Chloride I_I mea/l - -

|| Glucose ] mg/dl - -

|| BUN | g - -

|| Calcium Ll mg/dl - -

|| Phosphorus Ll mg/dl - -

|| Total Protein L] gma - -

|| Albumin Ll gmvd - -

|| Ammonia ] g/dl - -

|| Hgb L1 g - -

|_| Hct Ll ml/dl - -

Ll wee LI wmme . .

N %

"copyright2005"
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Fl} Study 6673 Case # Revision [ |

10. Any non-protocol treatment started during this
follow-up periods:

O 1 No
O 2 Yes(if yes, complete 11a)
O Unknown
10a. Treatment Date started (mm-dd-yyyy)

[ ] Hormones - -

[ ] Chemotherapy - -

[ ] Radiation to - -
Non-Study Site,
Specify:

[ ] Other treatment, - -
Specify:

Comments:

Date form completed @ -

Signature of person responsible for the data ! (mm-dd-yyyy)

Signature of person entering data onto the web 2
/

.
ACRIN 6673 F1 06-08-05 4of4
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ACRIN 6673
Central Reader
Interpretation Form

CX

If this is a revised or corrected form, please \/box. I:I

ACRIN Study 6673
PLACE LABEL HERE

Institution Institution No.

Participant Initials Case No.

AN )

Instructions: The central reader is to review the abdominal scans for each case and complete one CX form at each imaging timepoint
to document tumors and tumor descriptors. All dates are reported as MM/DD/YYYY. All responses are required unless otherwise
noted. This form will be completed and data entered at ACRIN headquarters.

The ACRIN Case Number and Follow-Up Time Period must be recorded on all pages of this form.

Section |.

1. RFAFollow-up Time Period (1

O 1 Pre-enrollment

O 2 Baseline (initial post-ablation)

O 3 3 Month

O 4 6 Month

O 5 9Month

O 6 12 Month

O 7 15 Month

O 8 18 Month

O 88 Other, specify 2
2. Date of Scan: - - (mm-dd-yyyy) 3]
3. Readerid| | | [ | [ | |[4]
Image Quality:

3. Interpretable?

o 1
o 2

5]
No (complete 3a, then initial and date form)
Yes (skip to Q4)

3a. Reason
[mark all that apply: []= 1 Not Marked, Ijz 2 Marked]

Motion (6]

Artifacts 7

Contrast media 8]

DICOM header (9]

[10]

oo

Lost images

Poor S/N [11]

Incomplete anatomic coverage

Other, [13]

(12]

ogooood

specify

[14]

\-

Section |l.

4. Is there evidence of new Extrahepatic Tumor(s)?

O 1 No (skip Q4a)
O 2 Yes (complete Q4a and Section IlI)

[15]

4a. Specifylocation(s):
[mark all that apply: []= 1 Not Marked, Ij: 2 Marked]
Adrenal gland
Kidney [17]
Lung (18]
Lymph node [19]
Musculoskeletal [20]
Pancreas [21]
Peritoneum [22]
Spleen (23]
Abdominal wall [24]
Other, [25] specify

[16]

doooooooon

[26]

J

"Copyright 2009"

Version 3.0 6673 CX  09-08-09 lof6



4 N
ACRIN 6673 e ™
( :X Central Reader ACRIN Study 6673
Interpretation Form PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:' Participant Initials Case No.
/
Section 1l
TUMOR REPORT
* Tumor numbering and location(s) must be the same on every central reader form across all follow-up time periods.
** Local read tumor match number is to be completed after the last follow-up form is completed. Enter “88" if no local tumor
matches the tumor found by the central reader.
*Tumor Tumor Ablation Status *Tumor Location Tumor Are there **Local read
Number Size Per Follow-Up Couinaud Liver Segment Status additional Tumor match
(cm) Time Period tumors Number
[mark all that apply: to report?
[]=1 Not Marked,
Ij= 2 Marked]
[27] [28] 9] | (1 Segment | 4, O Segment V ;) [39] [40] [41]
|:| Segment Il |:| Segment VI
0 1 Ablated (31 )| O 1 Tumorabsent) g\,
O Segment Ill O Segment VII O 2 Tumor present
————-—— | O 2 Notablated [32] 1371 ) O 2 Yes
[ segment IvA [33]|:| Segment VIl o, O 3 Indeterminate
[] segmentiv (a1
] segment | [ segment v
] segment Ii ] segment i
O 1 Tumor absent
O 1 Ablated [T segment 11l [ segment vii O 2 Tumor present O 1No
—— | O2 Notablated | [ goynentiva [ Segmentvill | O 3 Indeterminate O 2Yes
|:| Segment IVB
|:| Segment | |:| Segment V
|:| Segment Il |:| Segment VI o b
O 1 Ablated [ segment 1ii [ segment vii o ; $3:1]g|{[?re§§r?tt O 1 No
—————— | O 2 Notablated S Segment IVA  [_] Segment Vill O 3 Indeterminate O 2Yes
Segment IVB
] segment | ] segment v
7 segment 1t ] segment VI
O 1 Ablated | Segment Il | Segment VII 8 ; $3$§:;22§2tt O 1 No
—— ———— | O 2 Notablated S Segment IVA [ Segment Vil O 3 Indeterminate O 2Yes
Segment IVB
[] segment | ] segment v
01 Ablated O Segment Il ] Segment VI O 1 Tumor absent 0 1No
O Segment Il O Segment VII O 2 Tumor present
_— O 2 Not ablated ) O 2 Yes
7 segmentiva [ segment vill O 3 Indeterminate
|:| Segment IVB
o J
"Copyright 2009" Version 3.0 6673 CX  09-08-09 20f 6



ACRIN 6673 e ™
( :X Central Reader ACRIN Study 6673
Interpretation Form PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:' Participant Initials Case No.
)
TUMOR REPORT
* Tumor numbering and location(s) must be the same on every central reader form across all follow-up time periods.
** Local read tumor match number is to be completed after the last follow-up form is completed. Enter “88"” if no local tumor
matches the tumor found by the central reader.
*Tumor Tumor Ablation Status *Tumor Location Tumor Are there **Local read
Number Size Per Follow-Up Couinaud Liver Segment Status additional Tumor match
(cm) Time Period tumors Number
[mark all that apply: to report?
[J= 1 Not Marked,
Ij= 2 Marked]
|:| Segment | |:| Segment V
] Segment Il ] Segment VI O 1 Tumor absent
O 1 Ablated O 1 No
] Segment IlI O Segment VII O 2 Tumor present
_ O 2 Not ablated : O 2 Yes
[] segmentiva  [] Segment Vil O 3 Indeterminate
[] segment VB
] segment | [ segment v
7 segment i [ segment VI )
O 1 Ablated O Segment Il O Segment VII © 1 Tumor absent O 1 No
_— O 2 Not ablated O 2 Tumor present O 2 Yes
] Segment IVA ] Segment VIlI O 3 Indeterminate
|:| Segment IVB
[] segment | [] segment v
[ segment Ii [ segment VI 01T beent
O 1 Ablated [ segment 11l [ segment v 02 Tumor a Sent O 1 No
_ O 2 Notablated | [] O umor presen O 2 Yes
Segment IVA Segment VIII O 3 Indeterminate
] segment IvB
|:| Segment | |:| Segment V
[] segment 1 [] segment vi
O 1 Ablated | Segment Il | Segment VII O 1 Tumor absent O 1 No
_— O 2 Notablated | [] s tiva [ J's t VI O 2 Tumor present O 2 Yes
egmen egmen O 3 Indeterminate
] segment IvB
|:| Segment | |:| Segment V
O 1 Ablated O Segment I O Segment VI O 1 Tumor absent 0 1No
O 2 Not ablated [T segment 11l [ segment vii O 2 Tumor prgsent O 2 Yes
|:| Segment IVA |:| Segment VIII O 3 Indeterminate
|:| Segment IVB
- )
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( :X Central Reader ACRIN Study 6673
Interpretation Form PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:' Participant Initials Case No.
)
TUMOR REPORT
* Tumor numbering and location(s) must be the same on every central reader form across all follow-up time periods.
** |ocal read tumor match number is to be completed after the last follow-up form is completed. Enter “88” if no local tumor
matches the tumor found by the central reader.
*Tumor Tumor Ablation Status *Tumor Location Tumor Are there **Local read
Number Size Per Follow-Up Couinaud Liver Segment Status additional Tumor match
(cm) Time Period tumors Number
[mark all that apply: to report?
|:| =1 Not Marked,
|2f:2Marked]
] segment | ] segment v
|:| Segment I |:| Segment VI O 1 Tumor absent
O 1 Ablated O 1 No
O Segment 1lI ] Segment VII O 2 Tumor present
_— O 2 Not ablated : O 2 Yes
7 segmentiva ] segment vili O 3 Indeterminate
|:| Segment IVB
|:| Segment | |:| Segment V
|:| Segment Il |:| Segment VI o b
O 1 Ablated [ segment 1ii ] segment vii L Tumor absent O 1 No
_ O 2 Notablated | [] s wvA [ s Vil O 2 Tumor pr_esent O 2 Yes
egment egment O 3 Indeterminate
[] segment IvB
|:| Segment | |:| Segment V
|:| Segment |l |:| Segment VI O 1 Tumor absent
O 1 Ablated ] segment il ] segment vii O 1No
blated O 2 Tumor present
O 2 Notablated | ] Segment IVA ] Segment VIl O 3 Indeterminate O 2Yes
|:| Segment IVB
[] segment| [] segment v
|:| Segment Il |:| Segment VI
O 1 Ablated O Segment IlI O Segment VII 8 ;‘$32§:§2§§$ O 1 No
e — O 2 Notablated | [] segmentiva ] Segment vill O 3 Indeterminate O 2Yes
|:| Segment IVB
[ segment | ] segment v
O 1 Ablated [ segment 1 [ segment vi O 1 Tumor absent 0 1 No
O 2 Not ablated [ segment 11l [ segment vii O 2 Tumor present O 2 Yes
[] segmentivA [ segmentvii | © 3 Indeterminate
] segment IvB
o J
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ACRIN 6673 N
ACRIN Stud 7
( : Central Reader udy 6673
Interpretation Form PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:'
Participant Initials Case No.
Instructions: k )

1) Mark tumor location(s) on the diagram by encircling the tumor number. Example for Tumor #1 @
2) Mark cauterization location(s) on the diagram with a “c” encircled. Example @
3) Tumor numbering and locations must be consistent throughout central reader interpretation across all follow-up time periods.

-
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(0]
(0]

1.

2.

5.
6.

1. Is adjudicator review required?

Initials of person completing form

Section V: (ACRIN personnel only)

This section is completed after tumor matching, by the ACRIN RA.

Adjudicator review required if Central reader and Local reader disagree about:

the presence of disease.

ACRIN 6673 e N
( :X Central Reader ACRIN Study 6673
Interpretation Form
P PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:' Participant Initials Case No.
/
Section IV.
Comments:
[42]
[43] ) ) [44]
Reader Initials Date form completed (mm-dd-yyyy)
[45]

the size of tumors (tumor size must be within 50% of the size recorded, i.e: if the local measure was 2 cm and the

central was >3cm or <1cm then it would require adjudication).

the number of tumors.

the couinaud segment location of tumors (tumors must be in the same or adjacent segment, i.e: if the local was in
segment Il and the Central was in segment V then it would require adjudication)

the Central reader found a tumor missed by the Local reader.

the Local reader found a tumor missed by the Central reader.

[46]
No
Yes

.

[47]

Initials of person responsible for the data

Date form completed (mm-dd-yyyy)

[48]

/
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ACRIN 6673 a A
. ACRIN Study 6673
CD Chest CT Imaging Form Y
PLACE LABEL HERE
g
Institution Institution No.
o ) Participant Initials Case No.

If this is a revised or corrected form, please \/box. I:l N P J
Instructions: The CD form is completed by the Site Radiologist to document findings on the Chest CT scan performed at the 18
month visit. This form is submitted via the ACRIN website.

1. Was achest CT scan performed at 18 months? [ 8. Indicate the results of this scan

O No (Answer Q2) O Negative (Complete Q8a) [10]
O Yes (Skip to Q3) 8a. If negative, indicate clinical significance 1]
O No significant abnormalities
2. Ifno, give reason (then sign and date form) ,, O Minor abnormalities not suspicious
O Scheduling problems for pulmonary metastases
O Equipment failure O Significant abnormalities not suspicious for
O Participant refusal pulmonary metastases
O Medical reasons O Positive (Complete Q8b)
O Injection site complications
O Claustrophobia 8b. If positive, indicate overall suspicion
O Participant withdrew consent for pulmonary metastases [13]
O Progressive disease O Low suspicion
O Participant death O Intermediate suspicion
O Other, specify 3] O Moderately high suspicion
O Unknown O High suspicion
O Inadequate/suboptiomal (Complete Q8c) [14]
3. Date of Chest CT scan - - (4] t inad /suboptimal. indi
(mm-dd-yyyy) 8c. If inadequate/suboptimal, indicate reason [15]
O Not enough of body imaged
4. Date of Chest CT interpretation O Noisy images
(Date CT scan reviewed by Study Radiologist) O Patientmotion
O Metal artifact
- - O Other, specify
5] [16]
(mm-dd-yyyy)
5. Reader ID (6]
6. Was a Helical Chest CT scan performed with
slice thickness of 5 -8 mm? 7
O No (If no, please submit a PR describing the deviation)
O Yes
O Other, specify (8]
7. Chest CT scan performed (9]
O With intravenous contrast
O Without intravenous contrast
- J
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CD ACRIN 6673 4 6673 h
. ACRIN Study
Chest CT Imaging Form
ging PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:l
Participant Initials Case No.
(N J
Comments:
[17]
[18] 3 3 [19]
Signature of Site Radiologist Date Form Completed (mm-dd-yyyy)
J

.
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C8 ACRIN 6673 ACRIN Study 6673

Central Reader Chest CT
L . PLACE LABEL HERE
" Interpretation Form

Institution Institution No.
Participant Initials C No.

If this is a revised or corrected form, please \/box. I:' o ase e )

Instructions: The central reader is to complete one C8 form for each chest CT imaging performed. All dates are reported as MM/DD/
YYYY. All responses are required unless otherwise noted. This form will be completed and data entered at ACRIN headquarters

1. Protocol timepoint

O 1 Baseline
O 2 18 month

O 88 Other, specify

[1]

la. Date of scan - -

(mm-dd-yyyy) (5

[2

4. Is tumor present? 15

O 1 No (Initial and date form)
O 2 Yes (complete Q4a)
O 3 Indeterminate (complete Q4a)

4a. Location of tumor (excluding extra-thoracic)
[mark all that apply: []= 1 Not Marked, Ijz 2 Marked]
1 Pulmonary (16]

2. Reader | | | [ [ [ | 4 ] Mediastinum -
Image Quality: ] Bone 18]
] Other g SPecify (20]
3. Interpretable? 5]
O 1 No (complete 3a, then initial and date form)
O 2 Yes (skip to Q4)
3a. Reason
[mark all that apply: []= 1 Not Marked, Ij: 2 Marked]
] Motion 6]
[ Artifacts -
[0 Contrast media ]
] DICOM header ]
] Lost images 0]
[ Poor SIN 1]
] Incomplete anatomic coverage [12]
] other (13 SPecify 14]
Comments:
[21]
22] i i [23]
Reader Initials Date form completed (mm-dd-yyyy)
[24]
Initials of person completing form )
"Copyright 2009" Version 0.1 6673 C8 07-30-09 1lofl



ACRIN 6673
C2 Initial Imaging Form

If this is a revised or corrected form, please \/box. I:'

Institution

Participant Initials

ACRIN Study 6673
PLACE LABEL HERE

Institution No.

Case No.

Initial Imaging Form

be affixed to the form in the designated area.

After enrollment, the Initial Imaging form (C2) is to be completed by the Study Radiologist (the radiologist performing the RFA).

A C2 form is completed for each tumor and is based on an abdominal scan using either CT or MRI. The tumor is marked within

the diagrams (page 2, question 8) with a "t" within the appropriate segment. Once the form data has been entered into the ACRIN
website wwwe.acrin.org a copy of page 2 of the C2 form must be mailed to the Data Management Center. A case specific label should

1. ReaderID#:| | | | | | | |

2. Typeofabdominal scan

o C
O M

2a. Date of abdominal scan:

(mm-dd-yyyy)

3. Date of Chest CT Scan:

(mm-dd-yyyy)

4. Is there evidence of metastatic disease on Chest CT?

O No
O Yes

5. Pre-RFA targeted Hepatic Sonogram performed
per Section 8.2 of the protocol?

O No (Ultrasound notbeing used as guidance
technique for ablation)
O Yes

6.

7.

8.

Imaging findings of cirrhosis present?

O No(skiptoQ7)
O Yes(complete Q6a)

6a. Check allthatapply:
] NodularLiver
[] Hepaticatrophy/hypertrophy
] Portalvarices
[] splenomegaly
[] Ascites

Number of per protocol tumors for ablation present:

o 1
o 2
O 3

Arethere hypervascular lesions (non-protocol
lesions) present <1 cm?

O No
O Yes

.

A copy of page 2 (with case specific label) is mailed to the Data Management center.

American College of Radiology

ACRIN 6673/Data Management

1818 Market Street/Suite 1600
Philadelphia, PA 19103

"Copyright 2007"
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ACRIN STUDY 6673
Initial Imaging Form

C2

Case #

[ IRevision

Complete description of each tumor

9. This form represents: Tumor Number ‘_,
(Numbering and location must be consistent throughout the study.)

Diagram of the Liver (Appendix VI)

Institution

ACRIN Study 6673
PLACE LABEL HERE

Participant Initials
(N

Institution No.

Case No.

9a. Mark location of this tumor on the diagram with a "t".

*Couinaud Segments:
Segment |
Segment Il
Segment 1]l
Segment VA
Segment VB
Segment \%
Segment Vi
Segment Vi
Segment Vil

9b.
Date Qf Couinaud Size (cm) Subcapsular | Contiguousto | Does the tumor
Abdominal Liver Segment* | Largest Size Major Vessels? meet the
Scan (Check all thatapply in Diameter (vessels > 5mm)| criteria for RFA
for this tumor) treatment as
os (l outlinedinthe
- 20 o Segment Il . 0 No o No 0 No
O Segment IVA o Yes o Yes 0 Yes
(mm/ddlyyyy) | 5 Segment IvB
O Segment V
0O Segment VI
O Segment VII
O Segment VI
Comments:
Date form completed® - __ - 20_
Signature of person responsible for the data * (mm-dd-yyyy)
Signature of person entering data onto the web 2
- J
"Copyright 2007" ACRIN 6673 C2 08-23-07 2o0f2
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ACRIN 6673 ACRIN Study 6673

A I Assessment of PLACELABEL HERE
Tumor ReseCtablllty Institution Institution No.

If this is a revised or corrected

form, indicate by Checking box. Patient's Initials Patient's 1.D. No.

Instructions: This form must be completed by the Surgical Oncologist.

1. Isthe participant a candidate for liver resection?
O No (complete 1a)
O Yes
la. Reason:

(Select all that apply)
|:| Tumors in unresectable location.
|:| Co-morbid disease making the patient a poor surgical candidate.
|:| Insufficient hepatic reserve.

Comments:

Date form completed 3 - - 20
Signature of Surgical Oncologist * (mm-dd-yyyy)
Signature of person entering data onto the web 2
. J

"copyright 2005"

ACRIN 6673 AT 9-21-05 1lofl



ACRIN 6673
Adjudicator Interpretation Form
[Abdominal Scan]

AS

If this is a revised or corrected form, please \/box. I:I

Ve N\
ACRIN Study 6673
PLACE LABEL HERE
Institution Institution No.
Participant Initials Case No.
- %

and data entered at ACRIN headquarters.

Instructions: The adjudicator is to review the abdominal scans for each case and complete one AS form at each imaging timepoint to document
tumors and tumor descriptors. All dates are reported as MM/DD/YYYY. All responses are required unless otherwise noted. This form will be completed

The ACRIN Case Number and Follow-Up Time Period must be recorded on all pages of this form.

Section |.

1. RFAFollow-up Time Period (1

Section |l.

4. Is there evidence of new Extrahepatic Tumor(s)? [15]

O 1 Pre-enroliment O 1 No (skip Q4a)
O 2 Baseline (initial post-ablation) O 2 Yes (complete Q4a and Section Ill)
O 3 3 Month
O 4 6 Month 4a. Specifylocation(s):
O 5 9Month [mark all that apply: []= 1 Not Marked, W=2 Marked]
O 6 12 Month
O 7 15 Month [J Adrenal gland [16]
O 8 18Month [] Kidney 17
O 88 Other, specify 2 O Lung a6
2. Date of Scan: - - (mm-dd-yyyy) 3 O Lymph node [19]
3] [J Musculoskeletal [20]
3 Readerd | | [ | | | | | " [J Pancreas [21]
] Peritoneum [22]
Image Quality: L] spleen 23
5 [J Abdominal wall [24]
3. Interpretable® 5] [0 Other, ) specify e
O 1 No (complete 3a, then initial and date form) (25] [26]
O 2 Yes (skip to Q4)
3a. Reason
[mark all that apply: []= 1 Not Marked, Ijz 2 Marked]
] Motion ]
[ Artifacts 7]
[J Contrast media ]
] DICOM header ]
] Lost images [10]
] Poor SIN (1]
[J Incomplete anatomic coverage [12]
] other, (13) SPecify (14
. J
"Copyright 2009" Version 2.0 6673 AS  08-25-09 lof5
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ACRIN 6673 e A
AS Adjudicator Interpretation Form ACRIN Study 6673
[Abdominal Scan] PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:' Participant Initials Case No.
)
Section lII.
TUMOR REPORT
* Tumor numbering and location(s) must be consistent throughout the adjudicator reader interpretation - per follow-up time periods.
** Local read tumor match number is to be completed after the last follow-up form is completed. Enter “88"” if no local tumor
matches the tumor found by the central reader.
*Tumor Tumor Ablation Status *Tumor Location Tumor Are there **Local read
Number Size Per Follow-Up Couinaud Liver Segment Status additional Tumor match
(cm) Time Period _ tumors Number
I[Elark all that apply: to report?
=1 Not Marked,
= 2 Marked]
[27] [28] 291 | [ Segment | .., O Segment V [39] [40] [41]
|:| Segment Il |:| Segment VI
O 1 Ablated O Segment III[31] O Segment VI = 8 ; $3nn”:grr Srbessirljltt © 1 No
—— ——-——| O 2 Notablated (32] [37] . O 2 Yes
[] segment VA [33]|:| Segment VIIl o) O 3 Indeterminate
[] segmentivs
[34]
[42] [43] [44] gsegme”“[@] g Segment V g [54] [55] [56]
Segment Il 46 Segment VI 51
O 1 Ablated O Segment III[[A;] O Segment VII [[52]] 8 ; ;Ljrr:(())rr Srbessirr]:t O 1 No
—— | O 2Notablated | 7 soymentiva g ] Segment Vil .| O 3 Indeterminate O 2Yes
|:| Segment VB
[49]
(57] (58] (59] |:| Segmentl[Go] |:| SegmentV[GS] [69] [70] [71]
|:| Segment Il [61] |:| Segment VI [66] b
O 1 Ablated [] segment Ini [62) [ segment v [67) 8 ;’ $umor a sentt O 1 No
_— O 2 Notablated | [] s, tiva [ ] s t VIl umor presen O 2 Yes
O egmen [63] egment VIl ;se] O 3 Indeterminate
Segment IVB
[64]
[72] [73] 74 | [ Segment | | Segment V ) [84] [85] [86]
[ segment II 761 [ segment VI 1l
O 1 Ablated | Segment I1l [77] | Segment VI 82] O 1 Tumor absent O 1 No
——————| O 2 Notablated | [] segmentIVA [ Segment vii O 2 Tumor present O 2 Yes
O 9 78] 9 (83] O 3 Indeterminate
Segment IVB
[79]
[87] (88] 891 | (] Segment | o, O Segment V o [99] [100] [101]
O 1 Ablated g Segment ! gy, Ssegmemv' [96] 8 ;P’mor absent| 4 4 \g
- O 2 Not ablated Segment Il 192] Segment VII [97] umor prgsent O 2 Yes
[ segment IvA [93]|:| Segment Vill 4o, O 3 Indeterminate
|:| Segment VB
[94]
- /
"Copyright 2009" Version 2.0 6673 AS  08-25-09 20f5
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ACRIN 6673 e A
AS Adjudicator Interpretation Form ACRIN Study 6673
[Abdominal Scan] PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:' Participant Initials Case No.
J
TUMOR REPORT
* Tumor numbering and location(s) must be the same on every central reader form across all follow-up time periods.
** Local read tumor match number is to be completed after the last follow-up form is completed. Enter “88"” if no local tumor
matches the tumor found by the central reader.
*Tumor Tumor Ablation Status *Tumor Location Tumor Are there **Local read
Number Size Per Follow-Up Couinaud Liver Segment Status additional Tumor match
(cm) Time Period tumors Number
[mark all that apply: to report?
[J= 1 Not Marked,
= 2 Marked]
102] [103] (104l L] segment1 ;. [ segmentv (114] [115] [116]
O 1 Ablated g segmentll ;oq) gsegme”‘\" 1y 8 ;T”mor absent| 4\
O 2 Not ablated Segment Il [107] Segment VI [112] Tumor pr_esent O 2 Yes
] segmentivA [108]E| Segment Vil ;. O 3 Indeterminate
] segmentive (109]
[117] [118] [119] ] Segment | o, O SegmentV [129] [130] [131]
] segment.i ] segment vi
[121] [126]
O 1 Ablated O Segment Il O Segment VII O 1 Tumor absent O 1 No
| O 2 Notablated [122] [127] O 2 Tumor present O 2 Ves
L] segment iva [123] L] segmentvi 28]l O 3 Indeterminate
|:| Segment VB [124]
[132] [133] [134] O Segment|[135] O Segmentv[l40] [144] [145] [146]
] segmenti (136 [ segment i 841] O 1 Tumor absent
O 1 Ablated [ segment I [ segment v O 1 No
.| O 2Notablated [137] [142] O 2 Tumor present O 2 Yes
[ segmentVA ;o [ ] segmentvil | O 3 Indeterminate
|:| Segment IVB [139]
[147] [148] [149] [] Segment | ;. O SegmentV ;o [159] [160] [161]
] segment i (1s1] ] segment vi (156
O 1 Ablated | Segment Il | Segment VII O 1 Tumor absent O 1 No
—————— | O 2 Notablated | [] ez [ 157} 'O 2 Tumor present O 2 Yes
Segment VA g5 LI SegmentVill 50| 5 3 |ndeterminate
] segmentive (154
[162] [163] [164] ] Segment ;¢ O SegmentV /. [174] [175] [176]
O 1 Ablated O Segment Il [166] O Segment VI [n71] O 1 Tumor absent O 1No
.| O 2 Notablated ] segment i1l [167] 7 segment vii [172] O 2 Tumor pr.esent O 2 Yes
[ segment VA 1 [ Segmentvi O 3 Indeterminate
[] segmentivs (16]
- J
"Copyright 2009" Version 2.0 6673 AS  08-25-09 3of5



4 N
ACRIN 6673 e N
AS Adjudicator Interpretation Form ACRIN Study 6673
[Abdominal Scan] PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:' Participant Initials Case No.
)
TUMOR REPORT
* Tumor numbering and location(s) must be the same on every central reader form across all follow-up time periods.
** |ocal read tumor match number is to be completed after the last follow-up form is completed. Enter “88” if no local tumor
matches the tumor found by the central reader.
*Tumor Tumor Ablation Status *Tumor Location Tumor Are there **Local read
Number Size Per Follow-Up Couinaud Liver Segment Status additional Tumor match
(cm) Time Period tumors Number
[mark all that apply: to report?
§= 1 Not Marked,
= 2 Marked]
[177] [178] (79 [ segmenti ;o [ segmentv .o (189] (190] [191]
O 1 Ablated ] Segment Il [181] ] Segment VI se]| O 1 Tumor absent 0 1No
O 2 Not ablated [] segment [182] [] segmentvii (187] O 2 Tumor pr_esent 0 2 Yes
OJ SegmentIVA[183]|:| Segment Vil ooy O 3 Indeterminate
[ segment v (184
[192] [193] [194) [] Segment | 5, O SegmentV o [204] [205] [206]
|:| Segment Il |:| Segment VI
[196] [201]
O 1 Ablated O Segment Il O Segment VII O 1 Tumor absent O 1 No
- O 2 Not ablated [197] [202] O 2 Tumor present 0 2 Yes
S Segment IVA [198]|:| SegmentVill 05| O 3 Indeterminate
Segment IVB
[199]
[207] [208] 209] [ Segment 1, . SegmentV ¢ [219] [220] [221]
[ segment i 211 [ segment i 215 O 1 Tumor absent
O 1 Ablated [ segment 1 [ segment v O 1 No
—— ——-—— | O 2 Notablated (121 (227} O 2 Tumor present O 2 Yes
|:| SegmentIVA[213]|:| Segment VIII [1g| O 3 Indeterminate
|:| Segment IVB [214]
[222] [223] [224] [] Segment |, O SegmentV . [234] [235] [236]
] segment i 2261 ] segment vi a1
O 1 Ablated | Segment Il | Segment VII O 1 Tumor absent O 1 No
—————— | O 2 Notablated | [] 1227] [ 1232 'O 2 Tumor present O 2 Yes
SegmentIVA ,,g L1 SegmentVill o551 0 3 Indeterminate
[] segmentIvB 229)
[237] [238] [239] [] Segment 1, O SegmentV 1, [249] [250] [251]
O 1 Ablated O Segment Il [241] O Segment VI [246] O 1 Tumor absent 0 1No
.| O 2 Notablated ] segment i1l [242] [ segment vii [247] O 2 Tumor pr.esent O 2 Yes
[ segmentIVA . [ Segmentvil . O 3 Indeterminate
[] segmentivs 24]
o J
"Copyright 2009" Version 2.0 6673 AS  08-25-09 40f5



Section IV.

Comments:

~
ACRIN 6673 e N
Adjudicator Interpretation Form ACRIN Study 6673
[Abdominal Scan] PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:' Participant Initials Case No
J

[253]
Reader Initials

[255]
Initials of person completing form

.

[252]

[254]

Date form completed (mm-dd-yyyy)

v

"Copyright 2009"

Version 2.0 6673 AS

08-25-09
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4 ™
AR ﬁtcj:jﬁldl\ilc?ﬁz‘slnterpretation Form ACRIN Study 6673
| [Chest CT] PLACE LABEL HERE
Institution Institution No.
If this is a revised or corrected form, please \/box. I:l \Participant Initials Case No. )

Instructions: This data is assessed by the adjudicator at ACRIN Headquarters. The ACRIN case number must be recorded on this
form. All dates are reported as MM/DD/YYYY. All responses are required unless otherwise noted.

1. Protocol timepoint

O 1 Baseline
O 2 18 month

O 88 Other, specify

[1]

la. Date of scan - - (mm-dd-yyyy) 3]

2. ReaderID| | | | | | | |

Image Quality:

3. Interpretable? 5

o 1
o 2

]
No (complete 3a, then initial and date form)
Yes (skip to Q4)

3a. Reason
[mark all that apply: (] = 1 Not Marked, Ij: 2 Marked]

O

Motion (6]

Artifacts 7]

Contrast media 8]

DICOM header (9]

Lost images [10]

Poor S/N 1]

Incomplete anatomic coverage [12]

Ooooooaod

Other [13] specify

[14]

[2

4. Is tumor present? 15

O 1 No (Initial and date form)
O 2 Yes (complete Q4a)
O 3 Indeterminate (complete Q4a)

4a. Location of tumor (excluding extra-thoracic)
[mark all that apply: []= 1 Not Marked, Ijz 2 Marked]

1 Pulmonary [16]
] Mediastinum
[J Bone
] Other

[17]

[18]
specify

[19] [20]

Comments:

[22]
Reader Initials

[24]

Initials of person completing form
S

[21]

[23]
Date form completed (mm-dd-yyyy)

v

"Copyright 2009"

Version 1.0 6673 AR  08-25-09 lofl



APPENDIX 11

REGISTRATION/ELIGIBILITY CHECK (Page 1 of 3)
ACRIN 6673
ACRIN Institution # ACRIN Case #

Eligibility Requirements: Inclusion Criteria - a response coded other than what is prompted renders a
participant ineligible for enrollment.

(Y) 1. Biopsy proven cirrhosis, or typical findings of cirrhosis by CT scan.

(Y) 2. Hepatocellular carcinoma (HCC) proven by: (Check all that apply)
(CJ 1=No, [X] 2 = Yes)
] Biopsy
] Barcelona imaging criteria [see Appendix VIII, #3]
] Barcelona combined criteria [see Appendix V111, #3]
] Tumor growth criteria [see Appendix VIII, #4]

3. Hepatic tumor burden meeting the Milan Criteria.

O 3 or fewer tumors <3.0cm
or

O a single tumor > 3.0 cm but <5 cm in diameter
(Y) 4. All identified tumors are treatable by percutaneous RFA: all tumors are > 1 cm

from the main, right and left portal veins and all tumors are > 1cm from hollow
viscera.

(0-2) 5. Record performance scale as defined by the Zubrod Performance Scale. [see
Appendix V and 5.3.6]

(Y) 6. Serum creatinine < 2.0 mg/dl.
(Y) 7. Chestand abdominal CT scan within 60 days of initial RFA treatment.

(Y) 8. Aspirin and nonsteroidal anti-inflammatory medications, anti-platelet medications,
or wafarin has been discontinued for a time period that is appropriate given the drug
half-life or its known anti-platelet activity (e.g., aspirin for 7 days and ibuprofen 24
hours) prior to the scheduled RFA.

(Y) 9. All laboratory requirements as described in section 5.3.3 of the protocol have been
met.

Eligibility Requirements: Exclusion Criteria - a response coded other than that prompted renders a
participant ineligible for enrollment.

(N) 10. Participant has had prior treatment for HCC by any method. [see Section 5.1.12]

(N) 11. Surgical candidate. [see Appendix 1X]

(N) 12. Hepatic or portal vein tumor invasion.
(N) 13. Extrahepatic tumor.

Edits made by ssabina and km 9-28-2005



REGISTRATION/ELIGIBILITY CHECKLIST (Page 2 of 3)
ACRIN 6673 ACRIN Case #

(N) 14. Active infection. [see Section 5.2.12]

(N) 15. History of cholendochoenteric anastomosis and or spincterotomy of duodenal
papilla.

(N) 16. Absolute contraindication to intravenous iodinated contrast. [see Section 5.2.15]

The following questions will be asked at Study Registration:

1. Name of institutional person registering this case.

(Y)2. Has the Eligibility Checklist (Inclusion/Exclusion Q1-16) been completed?

(Y)3. Isthe participant eligible for this study?

/ / 4. Date the study-specific Consent Form was signed (mm/dd/yyyy)
(must be prior to study entry)

5. Participant Initials (last, first): Numeric number may be coded other than the assigned
case number, ###.

6. Verifying Physician (Site PI)

7. Participant’s ID Number (optional: this is an institution’s method of tracking
participant to a case number; code 99999)

/ / 8. Date of Birth (mm-dd-yyyy)

9. Ethnic category
1 Hispanic or Latino
2 Not Hispanic or Latino
9 Unknown

10. Race (Check all that apply. [] 1 = No, [X]2 = Yes)
American Indian or Alaskan Native

Asian

Black or African American

Native Hawaiian or other Pacific Islander
White

Unknown

[y Ny

11. Gender
1. Male
2. Female (Complete question 20, negative pregnancy test...)

Edits made by ssabina and km 9-28-2005



REGISTRATION/ELIGIBILITY CHECKLIST (Page 3 of 3)
ACRIN 6673 ACRIN Case #

12. Participant’s country of residence (if country of residence is other, proceed to
Question 13 for completion)
1 United States (Complete question 14, Zip code)
2 Canada
3 Other (Complete question 13, Other country, specify)
9 Unknown

13. Other Country, specify (completed if Q12 is coded ‘Other’)

14. Zip code (5 digit code, completed if Q12 is coded ‘United States’)

15. Participant’s Insurance Status
Other

Private Insurance

Medicare

Medicare and Private Insurance
Medicaid

Medicaid and Medicare

Military or Veterans Administration
Self pay

No means of payment
Unknown/Decline to answer

O©OooO~NOOUTA WN - O

16. Will any component of the participant’s care be given at a military or VA

facility?
1 No
2 Yes
9 Unknown
1 17. Initial RFA Treatment Date (mm/dd/yyyy)
/I 18. Registration Date (mm/dd/yyyy)

19. MELD Score:
O score>25
O score15-25

O Sscore<15

(¥ 20. If female, negative pregnancy test within 24-hours of RFA treatment?,

(Y/N) 21.Does the participant have a pacemaker?

Study Participant Signature: Date: / /

Completed by: Date form completed: / /
(Research Associate, Investigator Designee, or Principal Investigator)

Signature of person entering data onto the Web

9-28-2005


km
Cross-Out

km
Inserted Text
Y/NA

km
Inserted Text
1 No
2 Yes
3 Not applicable, participant not of childbearing potential
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