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AO Registration/Eligibility Checklist ACRIN Study 6690
A Prospective, Multicenter Comparison of PLACE LABEL HERE
Multiphase Contrast-Enhanced-CT and Multiphase
Contrast-Enhanced-MRI for Diagnosis of Hepatocellular Institution Institution No
Carcinoma for Liver Transplantation '
o ) \/ I:' ParticipantInitials— Case No.
If this is a revised or corrected form, please / box. J
DEMOGRAPHICS
Instructions: Theeligibility checklist (AO) Part Il and Part Il must be completed prior to registration to determine and confirm participant eligibility. Ifthe
participantis being enrolled, they are to review, sign and date the consent. Patients must enroll in the trial after initial listing with HCC-exception points to the
UNOS waitlist or the principal investigator (P1) or designated site co-investigator at a participating site may complete a Declaration of the Intent to List source
document. The original application date of wait listing with UNOS for HCC-exception MELD points will need to be provided to ACRIN within 60 days after
enrollment. Participants listed with the intentto undergo either living donor adult liver transplantation (LDALT) or deceased donor transplant are eligible for
this trial. The data are submitted via the ACRIN website. Dates are recorded as mm-dd-yyyy. Submit a paper form only in the event the website is down.
Part I. The following questions will be asked at Study Registration:
1. Name of institutional person registering this case: [
3. Is the participant eligible for this study? 3] O 1No O 2Yes
4. Date the study-specific consent form was signed (mm-dd-yyyy) (Must be prior to study entry) ___ - - 4
5. Participant’s initials (last, first) (L, F) 5]
6. Verifying physician (Site PI) (6]
8. Date of birth (mm-dd-yyyy) - - 8]
9. Ethnicity (9]
O 1 Hispanic or Latino O 3 Not reported
O 2 Not Hispanic or Latino O 9 Unknown
11. Gender 1] O 1 Male O 2 Female O 9 Unknown
12. Participant's country of residence (if other, complete Q12a) [12]
O 1 United States O 3 Other
O 2 Canada O 9 Unknown
12a. Other country, specify (completed if Q12 is coded "other") [18]
13. Zip Code (5 digit code, US residents) [13]
14. Participant's insurance status [14]
O 0 Other O 5 Medicaid and Medicare
O 1 Private Insurance O 6 Military or Veteran’s Administration
O 2 Medicare O 7 Self Pay
O 3 Medicare and Private Insurance O 8 No means of payment
O 4 Medicaid O 9 Unknown/Decline to answer
15. Will any component of the participant’s care be given at a military or VA facility? [15]
O 1No O 2Yes O 9 Unknown
16. Calendar base date [Date of registration] (mm-dd-yyyy) ___ - - [16]
17. Date of registration (mm-dd-yyyy) — 7]
Race (check all that apply) [ =1 No, X =2 Yes
19. [ American Indian or Alaskan Native 1] 23.  [Owhite 23]
20. [Asian 20] 24. [JUnknown 24
21. [IBlack or African American 21] 25.  [JNot reported 67]
22. [JNative Hawaiian or other Pacific Islander
\ [22] J
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ACRIN 6690 4 h
AO Registration/Eligibility Checklist ACRIN Study 6690
A Prospective, Multicenter Comparison of PLACE LABEL HERE

Multiphase Contrast-Enhanced-CT and Multiphase
Contrast-Enhanced-MRI for Diagnosis of Hepatocellular

Carcinoma for Liver Transplantation Institution Institution No.

o ) \/ ParticipantInitials — Case No.
If this is a revised or corrected form, please V box. _ J

Part Il. Inclusion Criteria:

26. Has the participant provided a written informed consent?
O 1No O 2Yes

(28]

27. Is the participant 18 years or older?
O 1 No O 2 Yes

[29]

28. Does the participant have at least one focal liver lesion(s) >= 2 cm diameter compatible with imaging diagnosis of Stage
Il HCC on contrast-enhanced CT imaging and/or contrast-enhanced MRI; OR 2 or 3 focal liver lesions, each between >1 and

<3 cm diameter, if each is compatible with imaging diagnosis of HCC on contrast-enhanced MRI'[so]

NOTE: Imaging findings must be within Milan criteria (see Appendix V).
O 1No O 2Yes

29. Has the participant been listed on the regional OPTN/UNOS liver transplant waitlist with HCC-exception MELD points prior to

"
enrollment? 31]

O 1 No (Complete Q29b) O 2 Yes (Complete Q29a)

29a. |If yes, provide the original application date of wait listing with HCC-exception MELD points:

3 3 (mm'dd'yyyy) [32]

29b. If no, has the Declaration of Intent to List worksheet been completed’?[GZ] O 1 No O 2 Yes

Part Ill. Exclusion Criteria:

30. Tumorsbeyond Milan Criteria:
NOTE: This trial does not enroll patients with tumors beyond Milan Criteria even from region(s) where transplant listing
might still be permissible due to a special arrangement.
30a. Does the participant have evidence of an extrahepatic tumor?
O 1No O 2Yes

[33]

30b. Does the participant have a unifocal HCC > 5 cm in diameter?
O 1No O 2Yes

[34]

30c. Does the participant have multifocal HCCs (4 or more in number)? [
O 1No O 2Yes

35]

30d. Does the participant have multiple (2 or more) HCCs with at least one tumor >= 3cm?
O 1No O 2Yes

[36]

31. Has the participant undergone any local ablative therapy to the liver prior to enrollment on the trial?
O 1 No O 2 Yes

[37]

32. Has the participant received sorafenib treatment (or comparable antiangiogenic therapy) prior to enrollment?
O 1No O 2Yes

[38]

AN /
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ACRIN 6690 4 h
AO Registration/Eligibility Checklist ACRIN Study 6690
A Prospective, Multicenter Comparison of PLACE LABEL HERE

Multiphase Contrast-Enhanced-CT and Multiphase
Contrast-Enhanced-MRI for Diagnosis of Hepatocellular

Carcinoma for Liver Transplantation Institution Institution No.

o ) \/ ParticipantInitials — Case No.
If this is a revised or corrected form, please V box. _ J

33.  Not suitable to undergo MRI with an extracellular gadolinium-based contrast agent that does not have dominant
hepatobiliary excretion:

33a. Is the participant claustrophobic and unwilling to be sedated per institutional practice?
O 1No O 2Yes

[65]

33b. Does the participant have metallic objects or implanted medical devices in the body which are incompatible with
MRI per institutional safety standards? [

40]
O 1 No O 2 Yes

33c. Does the participant have sickle cell disease?
O 1No O 2Yes

[41]

33d. Does the participant’'s weight exceed the limit allowable by the MR table?

[42]
O 1No O 2Yes
34. Not suitableto undergo CT with an iodinated contrast agent:
34a. Does the participant’'s weight exceed the limit allowable by the CT table? [43]

O 1 No O 2 Yes

35. Does the participant have renal failure as determined by estimated glomerular filtration rate (eGFR) < 30 mL/min/1.73 m? by
the Modification of Diet in Renal Disease (MDRD) model based on a serum creatinine level obtained within 28 days prior to

5
enrollment? (44]

O 1 No O 2 Yes

35a. Serum creatinine IeveI:| | || | |mg/dL

[45]
35b. Date of collection: - - (mm-dd-yyyy) [46]
35c. Site calculated eGFR: |_|_|_| mL/min/1.73 m? 1 eGFR is > 60 mL/min/1.73m?

[47] [61]

NOTE: Only select the check box (Q35c) when a specific eGRF value is not provided and the value provided
is > or = 60 mL/min/1.73m?

36. Does the participant have renal insufficiency at the time of enroliment, as determined by eGFR 30 to 60 mL/min/1.73 m? by
the MDRD model based on a serum creatinine level obtained within 28 days prior to enrollment?

O 1 No (Complete Q37) O 2 Yes (Complete Q36a to determine eligibility)

(48]

36a. |If yes, is the participant permitted by the institution's policy and/or because of risk reduction strategies to be
implemented per American College of Radiology (ACR) guidance?

O 1 No(INELIGIBLE) O 2 Yes (ELIGIBLE)

[49]

S %
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AO Registration/Eligibility Checklist ACRIN Study 6690
A Prospective, Multicenter Comparison of PLACE LABEL HERE
Multiphase Contrast-Enhanced-CT and Multiphase
Contrast-Enhanced-MRI for Diagnosis of Hepatocellular Institution Institution No
Carcinoma for Liver Transplantation ’
o ) \/ ParticipantInitials — Case No.
If this is a revised or corrected form, please V box. _ J
37. Does the participant have a known allergy-like reaction to contrast media (iodinated or extracellular gadolinium that does
not have dominant hepatobiliary excretion) OR moderate or severe allergic reactions to one or more allergens as defined
by the ACR? [50]
O 1 No (Complete Q38) O 2 Yes (Complete Q37a to determine eligibility)
37a. If yes, is the participant unwilling to undergo pre-treatment as defined by the institution’s policy and/or ACR
guidance? [51]
O 1 No(ELIGIBLE) O 2 Yes (INELIGIBLE)
38. Is the participant unable to give informed consent? [52]
O 1No O 2Yes
39. Is the participant unable to comply with breathing or other imaging related instructions resulting in inability to obtain
diagnostic quality CT or MRI studies (OPTN Class 0)? (53]
O 1No O 2Yes
40. Is the participant pregnant? [54]
O 1No O 2Yes O 98 Not applicable (Complete Q40a)
40a. If not applicable, provide reason: [55]
O 1 Male
O 2 Post menopausal
O 3 Surgically sterile
O 88 Other, specify 1561
41. Does the participant’s lesion(s) not meet OPTN Class 5 imaging criteria for HCC, even if they have biopsy-proven HCC? [68]
O 1No O 2Yes
Part IV. EDRN Sub-trial:
42. Has the participant agreed to participate in the EDRN sub-trial? (6]
O 1No O 2Yes
Comments:
[57]
(58] i i [59]
Initials of person who determined eligibility Date form completed (mm-dd-yyyy)
[60]
Initials of person completing the form
Signature of person completing form (for external use only)
N /
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ACRIN 6690 4 N
. . . ACRIN Study 6690
A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and p LACE LABE L H ERE
Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma
- Institution Institution No.
Date of Listing Form
Participantinitials_____ Case No. B
If this is a revised or corrected form, please \/box. l:l Ny J
Instructions: The form is completed as part of patient registration by the designated research staff (i.e. transplant coordinator, research associate,
etc.) with the appropriate source documents. If the patient's MR or CT Standard of Care scan shows HCC per Milan criteria, and if the Site Principal
Investigator determines that the patient is radiographically-eligible for HCC-exception MELD points, the patient is then eligible to be registered for the
trial under the Declaration of Intent to List. The site Principal Investigator or designated site co-investigator must complete and sign the Declaration of
Intent to List source document (available at http://www.acrin.org/6690_protocol.aspx). A copy must be kept in the participant's research file. The
original application date of waitlisting with UNOS must be provided to ACRIN within 60 days of registration. Otherwise, the patient must be taken off-
study. No serial or post-ablation imaging may be completed until waitlisting submission has been finalized with UNOS UNet and ACRIN has received
confirmation of waitlisting.
1. Did the patient qualify for HCC-exception points upon further assessment?[ll]
O No (Complete DS End of Study form) O Yes (proceed to Q2)
2. Original application date of waitlisting with UNOS for HCC-exception points: - - (mm-dd-yyyy)I2]
Comments:
(314
~ _ (5] i i [l
Initials of person completing the form Date form completed (mm-dd-yyyy)
N %
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ACRIN Adverse Event Form ACRIN Study Case #
AE ACRIN 6690 PLACE LABEL HERE

A Prospective, Multicenter Comparison of Multiphase Institution Institution No.

Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for

Diagnosis of Hepatocellular Carcinoma for Liver Transplantation ParticipantInitials_____ Case No.

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

All Adverse Events (AEs) and Serious Adverse Events (SAEs) as defined in the protocol require routine reporting via web entry of the AE CRF. Only one AE is captured per form. For
further instructions in completing the form, please refer to the AE completion instructions. Please note that source documentation (ACRIN AE log, ACRIN AE CRF, printed AE web
confirmation, or participant's chart) must have the investigator's signature. For AE reporting requirements, please refer to the AE reporting section of the protocol. Contact ACRIN's
AE coordinator for any questions.

AE Description . 2]
AE Short Name (online look-up) -
Grade Attribution | Expectedness | Serious AE? | Expedited Action Taken Outcome Date of AE Onset and
Report (mark [X] all that apply) Resolution
Submitted (mm-dd-yyyy); mark
the box "ongoing" if the AE
is ongoing at the time
[4] (5] [6] [42] (7] [o] of report
O wid O unrelated O Expected O No O No 1 None O Recovered Start date:
. [43]
O Moderate O Unlikely O Unexpected O VYes O Yes (] Medication therapy " O Improved i i
O severe O Possible ] O ongoing [10]
O Life threatening O Probable Procedure g, O Death Resolution dat
ol At esolution date:
or disabling O Definite [ Hospitalization [46] O Uunknown
O Fatal L] other [47] - i, 11
] .
Ongoing 1121
Comments: (37, [38]
Additional AEs to report? [39] Was the AE assessed, reviewed and - - [41]
O No signed by the investigator? [40] Date form completed (mm-dd-yyyy)
O Yes (Please complete an additional AE form) O No
50
O Yes Investigator'sinitials (50]
Investigator's signature (for external use only)
o J
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ACRIN 6690
A F _ " . o of Multioh ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation Institution Institution No.

Ablation Form

Participant Initials _________ Case No.
If this is a revised or corrected form, please \/box. l:l

Instructions: The ablation form is completed following the completion of all local ablative therapy by the designated research staff (research associate, transplant coordinator, etc) with the
appropriate source documents. NOTE: Biopsy of the FOCAL Lesion prior to ablation is strongly encouraged, although not mandated.

1. UNOS listing update (Timepoint): [
If ablation takes place between two time points, select the latter time point. for example, if treatment occurs between 1st and 2nd UNOS, response to Q#1 should be 2nd UNOS.
O 15t UNOS update (90 day) O 39UNOS update (270 day) O 5" UNOS update (450 day) O 7" UNOS update (630 day) O 9" UNOS update (810 day)

O 2" UNOS update (180 day) O 4" UNOS update (360 day) O 6" UNOS update (540 day) O 8" UNOS update (720 day)

2. Has all planned local ablative therapy been completed at this time?
O No (Complete Q2a)
O Yes (Continue to Table 1)

[2]

2a. Ifall planned local ablative therapy has NOT been completed, provide the reason:

(3]
O Scheduling problems O Contraindication to contrast agent O Participant withdrew consent O Adverse event (Refer to the protocol
O went to transplant O Medical reason O Participant death for AE reporting requirements)
O Removed from waitlist O Unknown O Participant refusal O Other, specify: 4]
TABLE1l: ABLATIVETHERAPY
. . Number of Total Number of
Local Ablative Therapy NOT Previously Reported: . .
py yRep (Coﬁfr;?ig I;Obliecable) Lesions Ablated Treated Lesions De;:gfg;nplet)ed
(i 1l 7 Sy . S (Complete as applicable) (Complete as applicable) vy
[6] (71
[ Cryoablation (5] - -
[9] [10]
O Radiofrequency ablation (8] - -
O Left lobe [12] [13] [14]
] Transarterial chemoembolization [TACE] O Right lobe ) -
(11]
O Both
O Left lobe [16] [17] [18]
[J Radioembolization (Y90RX) [15] O Right lobe & 3
O Both
[21] [22] [23] [24]
. O Left lobe
[J other, g specity O Right lobe - -
O Both
(20] O NA

.
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ACRIN 6690 4 h
A F A Prospective, Multicenter Comparison of Multiph ACRIN Study 6690
rospective, Multicenter Comparison o ultiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PI—ACE I—ABEI— H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation o
Institution Institution No.
Ablation Form
ParticipantInitials_____ Case No.
If this is a revised or corrected form, please \/box. I:I N J
3. Was adiagnostic biopsy obtained of a subsequently ablated liver lesion? [25]
O No
O Yes (Pathologist will need to complete a biopsy form)
COMMENTS:
[26, 27]
[28] B ) [29]
Initials of person completing the form Date form completed (mm-dd-yyyy)
"Copyright 2013"

Version 1.3 6690 AF 05-07-13 2
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ACRIN 6690 4 h
B S A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Biopsy Form Institution Institution No.
Participant Initials — CaseNo.
If this is a revised or corrected form, please \/box. l:l - /

Instructions: The biopsy form is completed following the completion of all local ablative therapy by the designated research staff (research associate, transplant coordinator, etc) with the
appropriate source documents. Completion of the form requires the compilation of the most recent CT and MRI interpretation form in order to complete the Lesion ID information.

CT MRI
Lesion ID | Lesion ID

ABLATIONINFORMATION BIOPSY INFORMATION

Biopsy of newly
ablated lesion?

Typeof Ablation 01 No Result of biopsy

(Mark all that apply) 02 Yes

O 3 Unknown

O 4 Not available

O 5 Indeterminate result
[5] [6] [8] [9] [10]

Date of Biopsy
(mm-dd-yyyy) 0 1 HCC
O 2 Non-HCC

Lesion # (record #)

MR Segment #
MR Running #

CT Segment #
CT Running #

E
=
S
=

Cryoablation
Radiofrequency ablation

Transarterial chemoembolization [TACE]
Radioembolization

Other, specify:

=

[7]

Cryoablation
Radiofrequency ablation

Transarterial chemoembolization [TACE]
Radioembolization

Other, specify:

[7]

Cryoablation
Radiofrequency ablation

Transarterial chemoembolization [TACE]
Radioembolization

Other, specify:

[7]

Cryoablation
Radiofrequency ablation

Transarterial chemoembolization [TACE]
Radioembolization

Other, specify:

ooOoooD |obooo (ooooo | ooggo

[7]

If there is additional biopsy information, please continue to next page.

AN /
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ACRIN 6690

Biopsy Form

B S A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

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

ACRIN Study 6690

PLACE

Institution

LABEL HERE

Institution No.

Participant Initials

.

Case No.

CT MRI
Lesion ID Lesion ID

ABLATIONINFORMATION

BIOPSY INFORMATION

Lesion # (record #)

MR Segment #
MR Running #

CT Segment #
CT Running #

E
—
S
=
=
=

4] [5]

TypeofAblation
(Mark all that apply)

Biopsy of newly
ablated lesion?

O 1 No

O 2 Yes

O 3 Unknown

O 4 Not available

O 5 Indeterminate result
[8]

Date of Biopsy
(mm-dd-yyyy)

Resultof biopsy

O 1 HCC
O 2 Non-HCC

[10]

o

Cryoablation
Radiofrequency ablation

Transarterial chemoembolization [TACE]
Radioembolization

Other, specify:

[

Cryoablation
Radiofrequency ablation

Transarterial chemoembolization [TACE]
Radioembolization

Other, specify:

[7]

Cryoablation
Radiofrequency ablation

Transarterial chemoembolization [TACE]
Radioembolization

Other, specify:

[7]

OoooooD |obooo (ooooo | obogogo

Cryoablation
Radiofrequency ablation

Transarterial chemoembolization [TACE]
Radioembolization

Other, specify:

[7]

.

If there is additional biopsy information, please continue to report on the Supplement Biopsy Form.

v
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ACRIN 6690 4 N
. ) . ACRIN Study 6690
A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma
. Institution Institution No.
Blood Collection Form stitutionNo
Participant Initials _________ Case No.
If this is a revised or corrected form, please \/box. l:’ N J
1. Timepoint 0
O Baseline
O 1tUNOS update (90 day) O 4"UNOSupdate (360day) O 7"UNOS update (630 day)
O 29UNOSupdate (180day) O 5"UNOSupdate(450day) O 8"UNOS update (720 day)
O 39UNOSupdate (270day) O 6"UNOSupdate (540day) O 9" UNOS update (810 day)
O  Post Ablation (prior to post ablative surgery)
O Post Transplant (3 months after transplant)
2. Was blood collected prior to CT and/or MRI acquisition? 2]
O No(complete Q2a)
O Yes (skip to Q3)
2a. Reason blood was not collected prior to CT and/or MRl acquisition?(Sign and date form) 3]
O Collected during pre-op labs
O Gadolinium administered prior to blood draw
O Other, specify 4
3. Was blood collection done per protocol?
o [5]
O No, Specify: (6]
O VYes
4. Date blood collected - - (mm-dd-yyyy) 7
5. Whattimewas blood collected? : (HH.MM)24-hour format 8]
6. Did any Freeze/thaw occur?
(9]
O No
O VYes
O  Unknown
6a. Ifyes, indicate Total # times: [10]
6b. Length of time: [11]
7. Was 8mL collected for plasmasampling?[lz]
8 :\(IS,SSpeufy: [13]
8. Was Plasmafrozen within 1 hour of abstraction?[14]
8 :\(lg,SSpecﬁy: [15]
9. Date Plasma was placed into freezer - - (mm-dd-yyyy) [16]
10. Time plasma placed into freezer : (HH.MM)24-hour format [17]
11. Was plasmafrozen at -70° C or colder?[ls]
8 :\(IS,SSpeufy: [19]
12. What is the size of vials used for plasma storage?[so]
O o05mL
O 1imL
O Other, Specify: [21]
13. Did Plasmahemolyze?m]
O No
O Yes
- J
"Copyright2014" Version 1.0 6690 BL 07-07-14 1o0f2



f ACRIN©690 ( ACRIN Study 6690 \\
B L A Prospective, Multicenter Comparison of tudy
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma o
Blood Collection Form Institution Institution No.
If this is a revised or corrected form, please \/box. l:’ \Partlupant Initials____ CaseNo._____ )
14. How many plasmavials were collected? - 23]
15. PlasmaBarcode #1: 24] ] NA [25] 20. PlasmaBarcode#6: (34] CINA [35]
16. PlasmaBarcode #2: (26] ] NA 27] 21. PlasmaBarcode#7: (36] CINA 37]
17. PlasmaBarcode #3: (28] ] NA [29] 22. PlasmaBarcode#8: (38] CINA [39]
18. PlasmaBarcode #4: (30] ] NA 31] 23. PlasmaBarcode#9: [40] CINA [41]
19. PlasmaBarcode #5: (321 ] NA 53] 24. PlasmaBarcode#10: 2] CIN/A 3]
25. Was 8mL collected for serum sampling’?[44]
8 $Z,SSpeC|fy: [45]
26. Did blood clot within 1 hour of abstraction?[46]
8 $2;;Specn‘y: [47]
27. Date serum was placed into freezer - - (mm-dd-yyyy) (48]
28. Time serum placed into freezer : (HH.MM)24-hour format [49]
29. Was serum frozen at -70° C or colder?[SO]
8 $Z,SSpeC|fy: [51]
30. What is the size of vials used for serum storage?[81]
O o05mL
O 1mL
O Other, Specify: [53]
31. Did Serum hemolyze?[54]
O No
O VYes
32. How many serum vials were collected? - [55]
33. Serum Barcode #1: —— 58] ] NA 57] 38. Serum Barcode #6: (66] CINA [67]
34. Serum Barcode #2: — 58] ] NA [59] 39. Serum Barcode #7: [68] CINA [69]
35. Serum Barcode #3: [60] ] NA (61] 40. Serum Barcode #8: [70] CINA [71]
36. Serum Barcode #4: [62] ] NA [63] 41. Serum Barcode #9: [72] CINA (73]
37. Serum Barcode #5: (64] ] NA [65] 42. Serum Barcode #10: [74) CINA [75]
COMMENTS:
[76, 77]
[78] ) ) [79]
Initials of person completing the form Date form completed (mm-dd-yyyy)
N\ %
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BX

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

ACRIN 6690 - Eovist Sub-Trial

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

Institution

Participant Initials

ACRIN Study 6690

PLACE LABEL HERE

Case No.

Institution No.

Instructions: The biopsy form is completed by the pathologist after determining if a biopsy is available for pathology assessment. Completion of the form requires the compilation of the most recent CT, MRI, and E-MRI
interpretation forms in order to complete the Lesion ID information.

CT MRI E-MRI
Lesion ID Lesion ID Lesion ID ABLATION INFORMATION BIOPSY INFORMATION
Sy
ke Result of biopsy [15]
S H* I+ #* ** i i
il ol 2| o |Bo = O 1 HCC NOS
85 | £ 4 = = 2 S = . ) . O 2 HCC specific variant
* < c =) = = c Typeof Ablation Biopsy prior . HCC ; HCC
= = D E S T E = ) Date of Biopsy O 3 Regenerative or low grade o .
S| T2 | & Iz | & — Do T (Mark all that apply) to ablation? present? dysplastic nodule Specific Variant
3 5 @ 5 x? [ % 0 % O 4 High grade dysplastic nodule
- = = i L O 5 Necrotic tissue only
[1] 2 @ @ B w8l [ [12) [13] [14]| © 88 Other, specify [16] [17]
O1 O1 O1 o No
O-2 O-2 O2 0 Yes
O3 O3 O3 LI Cryoablation [6] diagnostic biopsy _
O O O 4a | Radloembollzatlonm O Yes, non- 8!(::I|brolam|tlallar
[ Radiofrequency ablation diagnostic biopsy/ ear cel
1. O 4 O O . [_8] ) indeterminate O No | | O Sarcomatoid
e} [ Transarterial chemoembolization }
Os Os 5 Elg O Yes, biopsy (mm-dd-yyyy) O Yes Code Specify O Sclerosing
Os Os Os O oth o result unavailable O Mixed HCC/
o e o) SPECI: O Unknown cholangiocarcinoma
7 O7 O7
Os Os Os 1]
O1 01 O1
02 02 02 [J cryoablation 6] O No
O3 O3 Os [J Radioembolization o d0 Yes, o O Fibrolamellar
t
O 4a O 4a O 4a [ Radiofrequency ablation 'agnostic biopsy O Clear cell
8 O Yes, non- - - | ONo | | O Sarcomatoid
2 O 4 O 4 O 4b [ Transarterial chemoembolization diagnostic biopsy/
: [TACE] diagnostt psy (mm-dd-yyyy) O Yes Code Specify O Sclerosing
Os Os Os &l indeterminate ;
[J other, specify: O Yes. biops O Mixed HCC/
Os Os Os [10] » blopsy cholangiocarcinoma
result unavailable
O7 O7 07 11| o Unknown
Os Os Os

.

If there is additional biopsy information, please continue to next page.

v

"Copyright 2013"

Version 1.0 ACRIN 6690

BX 01-15-13

1lof2



4 N
ACRIN 6690 - Eovist Sub-Trial 4 N
B X A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Eovist Biopsy Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L J
CT MRI E-MRI
Lesion ID Lesion ID Lesion ID ABLATION INFORMATION BIOPSY INFORMATION
S
o Result of biopsy [15]
3 " w | % *
) .#L » 4:; L - o _ c:;, O 1 HCC NOS
= & S | £ 3 = = 2 = 'S ) ) . O 2 HCC specific variant
3* < e = = c = c Type of Ablation Biopsy prior . HCC i HCC
=) c D E g T E > ' Date of Biopsy O 3 Regenerative or low grade . i
g TO | 2 > T > o (Mark all that apply) toablation? present? dysplastic nodule Specific Variant
a3 'L_) n '(3 g n x % n % O 4 High grade dysplastic nodule
- = 7 : _—
L L O 5 Necrotic tissue only
[1] 2 @ @ B w8l [ [12) [13] [14]| © 88 Other, specify [16] [17]
O1 O1 O1 O No
02 02 02 _ O Yes,
O3 O3 O3 L Cryoablation 6] diagnostic biopsy
O 4a O 4a O 22 L Radioembolization O Yes, non- 8(F:ilbr0lamltle"ar
. . di tic bi / ear ce
3. O O O O Radiofrequency ablation 8] ir:ggtne(i;liiatfpsy 0 No | | o Sarcomatoid
[J Transarterial chemoembolization —
Os Os Os CEl g O Yes, biopsy (mm-dd-yyyy) O Yes Code Specify O Sclerosing
Os Os Os [ other specify: result unavailable O Mixed HCC/
07 O 7 07 ' [10] ' O Unknown cholangiocarcinoma
Os Os Os [11]
01 01 O1
02 02 (O)) [J cryoablation 6] O No
Os Os Os L] Radioembolization , O Yes, O Fibrolamellar
O 4a O 4a O 4a [J Radiofrequency ablation 8] diagnostic biopsy o No O Clear cell
4. | O O ap O 4b [0 Transarterial chemoembolization O Yes, non- P | | O Sarcomatoid
: [TACE] diagnostic biopsy/ (mm-dd-yyyy) O Yes Code Specif O Sclerosing
Os Os Os [0 indeterminate pecity .
I other specify: . O Mixed HCC/
Os Os Os oo ’ O Yes, biopsy cholangiocarcinoma
result unavailable
O7 O7 O7 (111} 0 Unknown
Os Os Os
If there is additional biopsy information, please continue to report on the Supplement Biopsy Form.
o J
"Copyright 2013" Version 1.0 ACRIN 6690 BX 01-15-13 2o0of2



ACRIN 6690 4 N

. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

Institution Institution No.

Baseline CT Local Interpretation Form

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

Instructions: The form is completed at the baseline imaging timepoint by the site radiologist interpreting the exam. Lesions will be identified in comparison with recent imaging (within 180 days prior
to baseline imaging, if available). Please continue to report the results of the interpretation on the C2 and C3 forms.

1. Timepoint: (1] O Baseline ] SCAN NOT COMPLETED[S]
2. Was prior imaging used for comparison with this baseline image? 2]
O No (Complete Q3) O  Yes (Complete Q2a and Q2b and submit images to ACRIN)
2a. Date of prior comparison imaging: - - (mm-dd-yyyy) 3] 2b. Imaging modality: (4] OoCT O MRI
3. Date of baseline imaging: - - (mm-dd-yyyy) 5]
4. Date of baseline imaging interpretation: - - (mm-dd-yyyy) (6]
5. Reader ID: | | | | | | | |[7]

Naming Convention for Lesion ldentification

O Part 1: [Highest-Number Segment]: If a lesion cannot be unequivocally assigned to just one specific segment, identify the lesion by
the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden).

O Example: A lesion seen involving segments 6, 7, and 8 then 8 would be assigned for the Lesion ID: Highest-# Segment and
the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

O If a lesion appears in segments 4a and 4b, then 4b would be assigned for the Lesion ID: Highest-Number Segment, and the
additional involved segment 4a would be marked in the column for Additional Involved Segment(s).

O Part 2: [Running Number]: In the event of multiple lesions within the same segment, number them in ascending order from
most superior/anterior to most inferior/posterior.

O Example: Two lesions found in segment 6. Running #1 will be assigned to the lesion that is most superior/anterior in location.

O 1% lesion in segment 6 most anterior/superior: Lesion ID  [Highest# Segment| Running #
6 1

O 2" |esion in segment 6: Lesion ID [nighest-# Segment| Running #
6 2

O IMPORTANT: Once a lesion has been assigned a Lesion ID, it MUST NOT BE CHANGED throughout the trial. Any
newly identified lesions identified on exams subsequent to baseline imaging must be assigned unique Lesion IDs.

O If new lesions are found in a segment with one or several previously-identified lesions, the newly identified lesions will be
assigned the next higher available running # (numbering NEW lesions from the most superior/anterior to most inferior/
posterior location within the segment).

O Example: Two lesions in segment VI are identified as ID #s 6.1 and 6.2 on Baseline imaging, and at the Post-ablation
imaging, two more lesions are identified. One new lesion is more superior/anterior to all previously-identified lesions in the
segment and the other is inferior and posterior to the former. The former would be assigned running # 3 (ID #: 6.3), and the i
L latter running #4 (ID #: 6.4) in the segment. Please continue to the C2 form. )
"Copyright 2012" Version4.0 ACRIN 6690 C1 04-10-12 1of1




C2

ACRIN 6690

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

Baseline CT Local Interpretation: Untreated Lesion Form

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

ACRIN Study 6690
PLACE LABEL HERE

Institution

Participant Initials

Institution No.

Case No.

table per class 4 or 5 liver lesion(s) identified. Record all class 5 lesions. and a maximum of (5) class 4 lesion

Instructions: The form is completed at the baseline imaging timepoint by the site radiologist reading the exam. Lesions will be identified in comparison with recent imaging (within 180 days prior to baseline imaging). Complete one
s. When assigning lesion ID to a lesion that cannot be unequivocally assigned to just one specific segment, identify
the lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden). For example, a lesion seen involving segments 6, 7, and 8 then 8 would be assigned
for the Lesion ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

] SCANNOT COMPLETED

[54]

[LINOUNTREATED LESION(S) IDENTIFIED

[55]

UNTREATED LESION TABLE

Reader ID:| | | | | | | |(Site use only)

* & ;

co CT Lesion ID
'g 3 (Highest-# Segment)
ie (Running#)

Additional Involved
Segment(s)
(If applicable, mark

any additional involved
segment #s)

Classification of Lesion
(Class 4/4g = Not an HCC)
(Class 5A/5A-g = T1 Stage HCC)
(Class 5B/5B-g = T2 Stage HCC)

Lesion Attenuation Features
(Compared to liver background)

1]

Highest-# Segment: 2l

(Choose the highest-#
Segment involved and NOT
the segment # with the greatest
tumor burden)

1 O 5
2 O 6
3 0 7
4a O 8
4b

00000

Running # Bl

[ ]

Segment 1
Segment 2

[4]
5]
6]

7
Segment 4b @l

Segment 5

Segment 3
Segment 4a

0]

Segment 6 [10]

Segment 7 1

oooooooDooo

Segment 8 12

[13]
O Class 4

O Class 49

O Class 5A
O Class 5A-g

O Class 5B
O Class 5B-g

Pre-contr
S Cc.) et [14] O hypoattenuating O  isoattenuating O  hyperattenuating
(Optional)
O not performed
Late Arterial [5]| A O hypoattenuating O isoattenuating O  hyperattenuating
Phase el B. O homogenous O  heterogeneous
Portal Venous n8| A O hypoattenuating O isoattenuating O  hyperattenuating
Phase 19 B. O homogenous O  heterogeneous
Delayed 21| A O hypoattenuating O isoattenuating O  hyperattenuating
Phase 22| B. O homogenous O heterogeneous
[24]| C. Pseudocapsule? O No O Yes

Bi-dimensional Measurements on Axial Plane

Axial Measurements

Longest diameter in cranio-caudal direction

[Baseline Imaging]

Lesion definition

Contrast phase used
for measurements

(Baseline Imaging) Image # Series #
(25] [26] 271 28] 9] O well defined [30] O late arterial Bl
Short Axis . I_l cm | Long Axis . I_l cm . I_l cm O moderately defined O portal venous

O poorly defined

O delayed

PRIOR IMAGING COMPARISON

[J Not available

[32]

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction

Contrast phase used for prior

(Using PRIOR Imaging)

imaging measurements

Short Axis I_I_I

.I_Icm

[33]

Long Axis I_I_I . |_| cm

[34]

I_IJ.Llcm

[38]

O late arterial
O portal venous
O delayed

[36]

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

[38]

O No

.

Considering all information | O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence )
available, is HCC present? O Yes % | of HCC) based on imaging other than O Yes, specify:
' 7] 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? 39] i
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to C3 form. )
"Copyright 2012" Version3.1 ACRIN 6690 C2 08-08-12 10of8



ACRIN 6690 4 h
_ _ _ _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. . . Institution Institution No.
Baseline CT Local Interpretation: Untreated Lesion Form
Participant Initials — CaseNo.
If this is a revised or corrected form, please \/box. I:' A <
UNTREATED LESION TABLE Reader ID:| | | | | | | |(Site use only)
w* % CT Lesi D Addg’laonr;a]lerl]r:\(/so)lved Classification of Lesion
= 220l g' (Class 4/4g = Not an HCC) Lesion Attenuation Features
2 § (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
22 (Running#) any additional involved | (c|ass 5B/5B-g = T2 Stage HCC)
~ segment #s)
1] i - : [13] -
Highest #Segment. @ | O Segmentl . O Class 4 Pzg Ct(i)(;]r:ra?)St [14] O hypoattenuating O isoattenuating O  hyperattenuating
(Choo;e the highest-# [0 Segment 2 . O Class 4g P O not performed
Segment involved and NOT 15l
the segment # with the greatest | [ Segment 3 6] Late Arterial s A O hypoattenuating O  isoattenuating O  hyperattenuating
tumor burden) [0 Segment 4ap, O Class 5A Phase gl B- O homogenous O  heterogeneous
01 05 [0 sSegment4b
2 O 2 O 6 O 18] O Class 5A-g Portal Venous (8] A O hypoattenuating O isoattenuating O  hyperattenuating
8 431a 8 ; Segment 5 [9] Phase [19]] B. O homogenous O  heterogeneous
[J Segment6
O 4b [10] I _ . ) )
0 Segment? " O Class 5B Belayed [21]] A O hypoattenuating O isoattenuating O  hyperattenuating
11]
Running # [ Segment8 . O Class 5B-g Phase 22l B. O homogenous O  heterogeneous
|:| 24| C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction : N Contrast phase used
: ) : Besalinz| ; Lesion definition £ t
(Baseline Imaging) Image # Sares & [Baseline Imaging] or measurements
[25] [26] [27] 28] 29| o well defined (301 O late arterial (1
: : O moderatelydefined O portal venous
Short Axis . LI cm | Long Axis . LI cm I_I_I . I_l cm 0 poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
[33] [34] [35] O late arterial [36]
Short Axis I_I_I . I_l cm Long Axis LI_I . Ll cm . I_l cm 8 %orltal V;“OUS
elaye
DIAGNOSISBYALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all information | O No Probability of presence of HCC (Scale of 0-100%): e8] Is this particular assessment (presence 8$° .
available, is HCC present? O Yes . n % | of HCC) based on imaging other than es, specify:
7] 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? (39] 4
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to C3 form.

AN /
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- N
ACRIN 6690 ACRIN Study 6690

PLACE LABEL HERE

Institution No.

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

C2

Baseline CT Local Interpretation: Untreated Lesion Form

Institution

Participant Initials Case No.
If this is a revised or corrected form, please \/box. I:' A <
UNTREATED LESION TABLE Reader ID:| | | | | | | |(Site use only)
#* % CT Lesi D Addlst;onrzlerllr:\(/:)lved Classification of Lesion
S = esion g' (Class 4/4g = Not an HCC) Lesion Attenuation Features
7 § (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
ig (Running#) any a;’g;r'gggt' g‘s‘)’O"’ed (Class 5B/5B-g = T2 Stage HCC)
| Highest-# Segment: [13) -
9 g [2] [J Segment1 [ O Class 4 Pzg Ct?:r:;T)St [14] O hypoattenuating O  isoattenuating O  hyperattenuating
(Choose the highest-# [0 segment2 O Class 4g P O not performed
Segment involved and NOT Bl
the segment # with the greatest [J Segment3 6] Late Arterial [5]| A O hypoattenuating O  isoattenuating hyperattenuating
t burd
o urzor CL)” esn) g Segment 4a 7 O Class 5A Phase e B. O homogenous O  heterogeneous
3 O 2 O 6 O Segment 4b[8] O Class 5A-g Portal Venous n8| A O hypoattenuating O  isoattenuating O hyperattenuating
8 2a 8 ; Segment 5 [ Phase 191 B. O homogenous O  heterogeneous
[J Segment6
O 4b (ol O Class 5B 21 e} i O i i o) i
O Segment 7 1 Delayed 1) A hypoattenuating isoattenuating hyperattenuating
Running # Bl [ Segment8 . O Class 5B-g Phase 221l B. O homogenous O  heterogeneous
|:| [24]| C. Pseudocapsule? O No O Yes

Axial Measurements Longest diameter in cranio-caudal direction

[Baseline Imaging]

I_I_I.I_lcm

PRIOR IMAGING COMPARISON

Contrast phase used
for measurements

Bi-dimensional Measurements on Axial Plane
(Baseline Imaging)

Short Axis I_l_l . I_l

Lesion definition

Image # Series #

[25] [26]

Long Axis . I_l

[27] [28] [29] [31]

O well defined (30]
O moderately defined
O poorly defined

O late arterial
O portal venous

cm O delayed

cm

[J Not available 321

Contrast phase used for prior
imaging measurements

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction

(Using PRIOR Imaging)

[33] [34] [35] O late arterial [36]
Short Axis I_I_I . I_I cm Long Axis . |_| cm . |_| cm 8 ;()jorltal v(;enous
elaye
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all information O No Probability of presence of HCC (Scale of 0-100%): [38] Is this particular assessment (presence O No )
available, is HCC present? O Yes 9% | of HCC) based on imaging other than | O Yes, specify:
' 37 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? 39] aa

Continue to report the next lesion on the next page (as applicable).

9 If reporting is complete, continue to C3 form. )
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ACRIN 6690 4 h
_ _ _ _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. . . Institution Institution No.
Baseline CT Local Interpretation: Untreated Lesion Form
Participant Initials — Case No.
If this is a revised or corrected form, please \/box. I:' A <
UNTREATED LESION TABLE Reader |D:| | | | | | | |(Site use only)
#* % CT Lesion ID Addlst‘leonna:lerl]r;\(/;))lved Classification of Lesion
= 12 EZ g. (Class 4/4g = Not an HCC) Lesion Attenuation Features
=3 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
Q9 i any additional involved A=
J (Running#) (Class 5B/5B-g = T2 Stage HCC)
= segment #s)
1| Highest-# ment: (13] -
ghest Seg ent: ., | [ Segment1 u O Class 4 Pzg Ct?;r:;T)St [14] O hypoattenuating O isoattenuating O  hyperattenuating
(Choos.e the highest-# O Segment2 O Class 4g 2 O not performed
Segment involved and NOT B
the segment # with the greatest O segment3 6] Late Arterial (5| A O hypoattenuating O  isoattenuating O  hyperattenuating
tumor burden) ] segment 43[7] O Class 5A Phase ue| B. O homogenous O  heterogeneous
0 1 05 [0 segment 4b
4 O 2 O 6 O 8] O Class 5A-g Portal Venous @8] A O hypoattenuating O isoattenuating O  hyperattenuating
8 ia 8 ; Segment 5 [9] Phase 19| B. O homogenous O  heterogeneous
o [J sSegment6 [10]
O Class 5B 21]] A O hypoattenuatin O isoattenuatin O  hyperattenuatin
[J Segment7 1] Delayed (21 yp g 9 yp g
Running # Bl O Segment8 ) O Class 5B-g Phase 22l B. O homogenous O  heterogeneous
|:| 24 C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
F i q Baseline Imaging] for measurements
(Baseline Imaging) Image # Series # [
[25) [26] 7] 28] 29| o well defined (0] O late arterial B
. . O moderatelydefined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm L|_| . LI cm 0 poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available (321
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
[33] [34] [35] O late arterial [36]
Short Axis I_I_I . I_l cm Long Axis LI_I . Ll cm . I_I cm 8 %Orltal vc;anous
elaye
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all information | O No Probability of presence of HCC (Scale of 0-100%): 58] Is this particular assessment (presence 8$° o
available, is HCC present? O Yes % | of HCC) based on imaging other than es, specify:
B 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? 9] (2
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to C3 form.

AN /
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4 N
ACRIN 6690 4 h
_ _ _ _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. . . Institution Institution No.
Baseline CT Local Interpretation: Untreated Lesion Form
Participant Initials Case No.
If this is a revised or corrected form, please \/box. I:' A <
UNTREATED LESION TABLE Reader ID: | | | | | | | |(Site use only)
#* % CT Lesi D Addg’laonr;a]lerl]r:\(/so)lved Classification of Lesion
= 220l g' (Class 4/4g = Not an HCC) Lesion Attenuation Features
2 § (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
o2 (Running#) any additional involved | (c|as5 5B/5B-g = T2 Stage HCC)
~ segment #s)
1] i - . 13]
M| Highest #Segment. @ | O Segmentl . O Class 4 il Pzg_ct?;r:ra?)m [14] O hypoattenuating O isoattenuating O  hyperattenuating
(Choo;e the highest-# [0 Segment 2 . O Class 4g P O not performed
Segment involved and NOT 15l
the segment # with the greatest | [ Segment 3 6] Late Arterial ps| A O hypoattenuating O  isoattenuating O  hyperattenuating
tumor burden) [0 Segment 4ap, O Class 5A Phase g B- O homogenous O  heterogeneous
01 05 [0 sSegment4b
5 O 2 O 6 O 18] O Class 5A-g Portal Venous (8] A O hypoattenuating O isoattenuating O  hyperattenuating
8 431a 8 ; Segment 5 [9] Phase [19]] B. O homogenous O  heterogeneous
[J Segment6
O 4b [10] | B ) ) . )
[ Segment 7 . O Class 5 Delayed 21| A O hypoattenuating O isoattenuating O  hyperattenuating
Running # [ Segment8 . O Class 5B-g Phase 22l B. O homogenous O  heterogeneous
|:| 24| C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Baseline Imaging) Image # Saies & [Baseline Imaging] for measurements
[25] [26] 27] 28] 9] O well defined (0] O late arterial =y
. . O moderatelydefined O portal venous
Short Axis . LI cm | Long Axis . LI cm I_I_I . I_l cm 0 poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available (321
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
[33] [34] [35] O late arterial [36]
Short Axis I_I_I . I_l cm Long Axis LI_I . Ll cm . I_l cm 8 %orltal V;“OUS
elaye
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all information | O No Probability of presence of HCC (Scale of 0-100%): (e8] . Is this particular assessment (presence 8$° .
available, is HCC present? O Yes o o % | of HCC) based on imaging other than es, specify:
7] 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? (39] 4
Continue to report the next lesion on the next page (as applicable).
8§ If reporting is complete, continue to C3 form.
/
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ACRIN 6690 4 h
_ _ _ _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. . . Institution Institution No.
Baseline CT Local Interpretation: Untreated Lesion Form
Participant Initials — Case No.
If this is a revised or corrected form, please \/box. I:' A <
UNTREATED LESION TABLE readero: L L | | | | | (it use ony)
# % CT Lesion ID Addlst‘leonna:lerl]r;\(/;))lved Classification of Lesion
= 12 EZ g. (Class 4/4g = Not an HCC) Lesion Attenuation Features
=3 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
Q9 i any additional involved A=
J (Running#) (Class 5B/5B-g = T2 Stage HCC)
- segment #s)
1| Highest-# ment: (13] -
ghest Seg ent [2] L] Segment 1 2 O Class 4 Pzg Ct?:rt‘ra?)St [14] O hypoattenuating O  isoattenuating O  hyperattenuating
(Chooste the highest-# [0 Segment 2 O Class 4g p O not performed
Segment involved and NOT 18]
the segment # with the greatest [J sSegment 3 o Late Arterial (5| A O hypoattenuating O  isoattenuating O  hyperattenuating
tumor burden) [J Segment 4a O Class 5A Phase e B. O homogenous O  heterogeneous
0 1 05 [0 segment4b
6 O 2 O 6 O [8] O Class 5A-g Portal Venous @8] A O hypoattenuating O  isoattenuating O  hyperattenuating
8 ia 8 ; Segment 5 [9] Phase 19| B. O homogenous O  heterogeneous
o [J sSegment6 [10]
O Class 5B 21]] A O hypoattenuatin O isoattenuatin O  hyperattenuatin
[J Segment 7 1] Delayed (21] yp g g yp 9
Running # o [0 Segment8 o2 O Class 5B-g Elhase 22| B. O homogenous O  heterogeneous
|:| 24 C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter iq craniq-caudal direction Lesion definition Contrast phase used
i i : [Baseline Imaging] for measurements
(Baseline Imaging) Image # Series #
[25] [26] [27] 28] 29| 0 well defined 130] O late arterial (31
. . O moderatelydefined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm L|_| . LI cm 0 poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available (321
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR |mag|ng) imaging measurements
[33] 134] [35] O late arterial [36]
Short Axis I_I_I . I_l cm Long Axis LI_I . Ll cm . I_I cm 8 %Orltal vc;anous
elaye
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all information | O No Probability of presence of HCC (Scale of 0-100%): (58] Is this particular assessment (presence 8$° o
available, is HCC present? O Yes % | of HCC) based on imaging other than es, specify:
67 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? 9] (4
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to C3 form.

AN /
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4 N
ACRIN 6690 4 h
_ _ _ _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. . . Institution Institution No.
Baseline CT Local Interpretation: Untreated Lesion Form
Participant Initials Case No.
If this is a revised or corrected form, please \/box. I:' A <
UNTREATED LESION TABLE Reader ID: | | | | | | | |(Site use only)
#* % CT Lesi D Addg’laonr;a]lerl]r:\(/so)lved Classification of Lesion
= 220l g' (Class 4/4g = Not an HCC) Lesion Attenuation Features
2 § (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
22 (Running#) any additional involved | (c|ass 5B/5B-g = T2 Stage HCC)
~ segment #s)
1] i - : [13] -
Highest #Segment. @ | O Segmentl . O Class 4 Pzg Ct(i)(;]r:ra?)St [14] O hypoattenuating O isoattenuating O  hyperattenuating
(Choose the highest-# [J Segment?2 . O Class 4g P O not performed
Segment involved and NOT 15l
the segment # with the greatest | [ Segment 3 6] Late Arterial s A O hypoattenuating O  isoattenuating O  hyperattenuating
tumor burden) [0 Segment 4ap, O Class 5A Phase gl B- O homogenous O  heterogeneous
01 05 [0 sSegment4b
7 O 2 O 6 O 18] O Class 5A-g Portal Venous (8] A O hypoattenuating O isoattenuating O  hyperattenuating
8 431a 8 ; Segment 5 [9] Phase [19]] B. O homogenous O  heterogeneous
[J Segment6
O 4b [10] I _ . ) )
0 Segment? O Class 5B Belayed [21]] A O hypoattenuating O isoattenuating O  hyperattenuating
11]
Running # [ Segment8 in O Class 5B-g Phase 22l B. O homogenous O  heterogeneous
|:| 24| C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Baseline Imaging) Image # Sares & [Baseline Imaging] for measurements
[25] [26] [27] 28] 29| o well defined (301 O late arterial (1
: : O moderatelydefined O portal venous
Short Axis . LI cm | Long Axis . LI cm I_I_I . I_l cm 0 poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
[33] [34] [35] O late arterial [36]
Short Axis I_I_I . I_l cm Long Axis LI_I . Ll cm . I_l cm 8 %orltal V;“OUS
elaye
DIAGNOSISBYALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all information | O No Probability of presence of HCC (Scale of 0-100%): e8] . Is this particular assessment (presence 8$° .
available, is HCC present? O Yes o o % | of HCC) based on imaging other than es, specify:
7] 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? (39] 4
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to C3 form.
- /
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4 N
ACRIN 6690 4 h
_ _ _ _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. . . Institution Institution No.
Baseline CT Local Interpretation: Untreated Lesion Form
Participant Initials Case No.
If this is a revised or corrected form, please \/box. I:' A <
UNTREATED LESION TABLE Reader ID:| | | | | | | |(Site use only)
#* 5 CT Lesi D Addlst;onrﬁlerllr;\(/sc‘))lved Classification of Lesion
S = esion g. (Class 4/4g = Not an HCC) Lesion Attenuation Features
7 g (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
ge (Running#) any additional involved | (cjass 5B/5B-g = T2 Stage HCC)
e segment #s)
1| Highest-# ment: (13] -
ghest Seg ent [2] L] Segment 1 2 O Class 4 Pzg Ct?:rt‘ra?)St [14] O hypoattenuating O  isoattenuating O  hyperattenuating
(Choose the highest-# [J Segment2 O Class 4g P O not performed
Segment involved and NOT 18]
the segment # with the greatest [J Segment3 o Late Arterial [5| A O hypoattenuating O  isoattenuating O  hyperattenuating
tumor burden) ] segment 43[7] O Class 5A Phase e B. O homogenous O  heterogeneous
0 1 05 [J segment 4b
8 O 2 O 6 O 8] O Class 5A-g Portal Venous @8] A O hypoattenuating O isoattenuating hyperattenuating
8 ia 8 g Segment 5 [9] Phase 19 B. O homogenous O  heterogeneous
[J Segment6
O 4b [10] ) ) . )
[ Segment 7 O Class 5B 21| A O hypoattenuating O isoattenuating hyperattenuating
. [11] Delayed
Running #[3] [ Segment8 o2 O Class 5B-g Ehase [22]] B. O homogenous O  heterogeneous
|:| 24 C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . . Contrast phase used
. . Baseline | ; Lesion definition £
(Baseline Imaging) Image # Sarfes & [Baseline Imaging] or measurements
25] [26] 27) 28] 29 O well defined (0] O late arterial B
. . O moderately defined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm L|_| . LI cm 0 poorly defined 0 delayed
PRIORIMAGING COMPARISON [J Not available 32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR |mag|ng) Imaging measurements
[33] [34] [35] O late arterial [36]
Short Axis I_I_I . I_l cm Long Axis LI_I . Ll cm . I_l cm 8 Zorltal "de”"us
elaye
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all information | O No | Probability of presence of HCC (Scale of 0-100%): (3] Is this particular assessment (presence | O No _
available, is HCC present? O Yes % | of HCC) based on imaging other than O Yes, specify:
' 7] 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? (39] i
Continue to C3 form
- /
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ACRIN 6690 4 A
. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. . Institution Institution No.
Baseline CT Local Overall Interpretation Form
Participant Initials — Case No.
If this is a revised or corrected form, please \/box. I:I N ~

Instructions: The form is completed by the radiologist following the interpretation and documentation of the untreated lesions on the appropriate forms. The initial and date field at the bottom of the form
also applies to the radiologist's completion of the Baseline CT Local Interpretation form and the Baseline CT Local Interpretation: Untreated Lesion form.

Summary of Reported Lesions

Number of Class 4 lesions [1]

Number of Class 5A/5A-g lesions [T1 HCCs] 2l

Number of Class 5B/5B-g lesions [T2 HCCs] =

1. Were there additional Class 4 lesions that were not reported? 4 [Protocol only requires the reporting of up to 5 (five) Class 4 lesions]
O No

O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor? 5]
O No
O Yes

3. Is the participant within Milan criteria?

(6]
O No
O Yes
Comments:
[7. 8]
(o] i i [10]
Initials of person completing the form Date form completed (mm-dd-yyyy)
\_ )
"Copyright 2010"

Version1.0 ACRIN 6690 C3 08-17-10 1of1l
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ACRIN 6690 4 N
. . . ACRIN Study 6690
A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and
Liver Transplant Allocation Institution Institution No.
CT Technical Assessment Form: Post Ablation . .
Participant Initials Case No.
If this is a revised or corrected form, please \/box. l:l Ny J
Instructions: The form is completed for the post ablation imaging visit (28-60 days post ablation) by the designated research staff (i.e. imaging
technologist, research associate, etc.) with the appropriate source documents.
1. Timepoint: o
O Post Ablation Imaging (28-60 days post ablation)
2. Was imaging exam completed? 2
O No (Complete Q2a, then form as applicable)
O Yes (Continue to Q3, and continue with form)
2a. Reasonimaging not completed: 3]
O Participant death O Medical reason
O Participant withdrew consent O Adverse event (refer to AE section of the protocol for reporting requirements)
O Participant refusal O Other, specify 4]
O Progressive disease
3. Date of imaging: - - (mm-dd-yyyy) [5]
Scanner ] Not done 42
4. Manufacturer: (6] OGE Opvphiips OsSiemens OToshiba O Other, 7
5. Model name/Institutional ID of scanner used for this exam: 8]
Contrast Administration ] Not done 431
6. Was IV contrast administered? (9]
O No
O Yes (complete Q6a-Q6c)
6a. lodineconcentration (mg/L): [10] 0300 0320 0350 0370 OOther [11]
6b. Amount injected: | | | | |mL [12]
6c. Rate of contrast injection: | | . | |mL/sec [46]
Abdominal Multiphasic Contrast Enhanced CT Imaging [] Not done 4]
7. kVp: |_|_|_|[14]
8. mAs (provide one): I_l_l_l [15] (per slice/effective) OR| | | |—| | | |(range) [17] 1 unknown (18]
9. Doselength product (DLP): | | | | |mGy-cm [19]
10. Computed tomography doseindex volume (CTDIVOL): |_|_|_|mGy [20]
11. Slice thickness of reconstructed images: I_l_l . I_I mm
- J
"Copyright 2011" Version 3.0 6690 CA 09-01-11 1of2



T ACRIN 6690 A
( :A A Prospective, Multicenter Comparison of /~ N
Multiphase Contrast-Enhanced-CT and ACRIN Study 6690
Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and PLACE LABEL HERE
Liver Transplant Allocation
CT Technical Assessment Form: Post Ablation Institution Institution No.
If this is a revised or corrected form, please \/box. l:l Participant Initials Case No.
/
Helical CT scanning . o
performed per protocol? Type of Contrast Injector Used Bolus Timing Method
[22] [23] [24]
) . O Timing bolus used
O No O single chamber power injector ) )
O Yes O dual chamber power injector with saline flush O Auto-triggering used
O Fixed time delay [not recommended]
Series Information [ Not done (45]
Series Performed? | Series Number
ONo [25] [26]
Pre-contrast O Yes
; ; ONo [27] [28]
Dynamic Enhanced Imaging: LATE ARTERIAL O Yes
) ) OonNo [29 [30]
Dynamic Enhanced Imaging: PORTAL VENOUS O Yes
OoNo [31 [32]
Dynamic Enhanced Imaging: DELAYED PHASE O Yes
. : o ONo [l [34]
Coronal reconstruction of dynamic late arterial imaging O Yes
ONo [39] [36]
Sagittal reconstruction of dynamic late arterial imaging O Yes
Adverse Events
12. Any adverse events related to imaging to report? (Refer to AE section of the protocol for reporting requirements) 37]
O No (Initial and date form)
O Yes (Complete AE form)
COMMENTS:
[38, 39]
[40] B ) [41]
@itials of person completing the form Date form completed (mm-dd-yyyy) Y,

"Copyright 2011"

Version 3.0 6690

CA 09-01-11 2of2



ACRIN 6690 4 N
. . . ACRIN Study 6690

A Prospective, Multicenter Comparison of

Multiphase Contrast-Enhanced-CT and

Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE

Diagnosis of Hepatocellular Carcinoma and

Liver Transplant Allocation Institution Institution No.
CT Technical Assessment Form . .
Participantinitials____ Case No. I
If this is a revised or corrected form, please \/box. l:l . %

Instructions: The form is completed at baseline and at each serial imaging visit [in association with the mandatory update of HCC Exception MELD
points (no later than 90 days)] by the designated research staff (i.e. imaging technologist, research associate, etc.) with the appropriate source
documents. For assistance in completing Q1 UNOS listing update, please contact your site's designated transplant coordinator / research staff.

1. UNOSIistingupdate(timepoint):[l]
O Baseline O 4" UNOS update (360 day) O 8" UNOS update (720 day)
O 15t UNOS update (90 day) O 5" UNOS update (450 day) O 9" UNOS update (810 day)
O 2" UNOS update (180 day) O 6" UNOS update (540 day)
O 39 UNOS update (270 day) O 7" UNOS update (630 day)

2. Was imaging exam completed? 2

O No (Complete Q2a, then form as applicable)
O Yes (Continue to Q3, and continue with form)

2a. Reasonimaging not completed:

[3]
O Participant death O Medical reason
O Participant withdrew consent O Adverse event (refer to AE section of the protocol for reporting requirements)
O Participant refusal O Other, specify (4]
O Progressive disease
3. Date of imaging: - - (mm-dd-yyyy) [5]
Scanner ] Not done 42
4. Manufacturer: (6] OGE Orvphilips Osiemens OToshiba O Other, 7
5. Model name/Institutional ID of scanner used for this exam: 8]
Contrast Administration ] Not done 431
6. Was IV contrast administered? (9]
O No
O Yes (complete Q6a-Q6c)
6a. lodineconcentration (mg/L): [10] 0300 0320 0350 0370 OOther [11]
6b. Amount injected: | | | | |mL
[12]
6c. Rate of contrast injection: | | | | | |mL/sec [46]
Abdominal Multiphasic Contrast Enhanced CT Imaging [] Not done 4]
7. kVp: |_|_|_|[14]
8. mAs (provide one): I_l_l_l [15] (per slice/effective) OR| | | [|121| | | |(range) [17] 1 unknown (18]
9. Dose length product (DLP):| | | | |mGy-cm [19]

10. Computed tomography doseindex volume (CTDIVOL): |_|_|_|mGy [20]

11. Slice thickness of reconstructed images: I_l_l . I_I mm

S %
"Copyright 2013" Version3.1 6690 CT 03-05-13 1of2




0 ACRIN 6690 A
‘ : I A Prospective, Multicenter Comparison of /~ N
Multiphase Contrast-Enhanced-CT and ACRIN Study 6690
Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and PLACE LABEL HERE
Liver Transplant Allocation
CT Technical Assessment Form Institution Institution No.
If this is a revised or corrected form, please \/box. l:l Participant Initials Case No.
/
Helical CT scanning . o
performed per protocol? Type of Contrast Injector Used Bolus Timing Method
[22] [23] [24]
) . O Timing bolus used
O No O single chamber power injector ) )
O Yes O dual chamber power injector with saline flush O Auto-triggering used
O Fixed time delay [not recommended]
Series Information [ Not done (45]
Series Performed? | Series Number
ONo I[25] [26]
Pre-contrast O Yes
; ; ONo [27] (28]
Dynamic Enhanced Imaging: LATE ARTERIAL O Yes
) ) ONo 129 [30]
Dynamic Enhanced Imaging: PORTAL VENOUS O Yes
ONo [B1] (32]
Dynamic Enhanced Imaging: DELAYED PHASE O Yes
. . o ONo [l [34]
Coronal reconstruction of dynamic late arterial imaging O Yes
ONo [39] [36]
Sagittal reconstruction of dynamic late arterial imaging O Yes
Adverse Events
12. Any adverse events related to imaging to report? (Refer to AE section of the protocol for reporting requirements) 37]
O No (Initial and date form)
O Yes (Complete AE form)
COMMENTS:
[38, 39]
[40] B ) [41]
@itials of person completing the form Date form completed (mm-dd-yyyy) )
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ACRIN 6690 - Eovist Sub-Trial e N

. . . : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for Diagnosis of Hepatocellular Carcinoma and Liver PLACE LABEL HERE

Transplant Allocation

Institution Institution No.

Baseline E-MRI Local Interpretation Form - EOVIST

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

Instructions: The form is completed at the baseline imaging timepoint by the site radiologist interpreting the exam. Lesions will be identified in comparison with recent imaging (within 180 days prior
to baseline imaging, if available). The Eovist-enhanced MRI must be performed no earlier than 1 calendar day and no later than 7 days after the main trial MRI at all imaging time points. Please
continue to report the results of the interpretation on the E2 and E3 forms.

1. Timepoint: (1] O Baseline [ JSCAN NOT COMPLETED[8]
2. Was prior imaging used for comparison with this baseline image? 2]
O No (Complete Q3) O Yes (Complete Q2a and Q2b and submit images to ACRIN)
2a. Date of prior comparison imaging: - - (mm-dd-yyyy) 3] 2b. Imaging modality: (4] OCT O MRI
3. Date of baseline imaging: - - (mm-dd-yyyy) 5]
4. Date of baseline imaging interpretation: - - (mm-dd-yyyy) (6] 5. Reader ID: | | | | | | | |[7]

Naming Convention for Lesion ldentification

O Part 1: [Highest-Number Segment]: If a lesion cannot be unequivocally assigned to just one specific segment, identify the
lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST
tumor burden).

O Example: A lesion seen involving segments 6, 7, and 8 then 8 would be assigned for the Lesion ID: Highest-# Segment and
the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

O If a lesion appears in segments 4a and 4b, then 4b would be assigned for the Lesion ID: Highest-Number Segment, and the
additional involved segment 4a would be marked in the column for Additional Involved Segment(s).

O Part 2: [Running Number]: In the event of multiple lesions within the same segment, number them in ascending order from
most superior/anterior to most inferior/posterior.

O Example: Two lesions found in segment 6. Running #1 will be assigned to the lesion that is most superior/anterior in
location.

O 1% lesion in segment 6 most anterior/superior: Lesion |D |Highest-# Segment| Running #
6 1

O 2 lesion in segment 6: Lesion ID [nighest-# Segment| Running #
6 2

O IMPORTANT: Once a lesion has been assigned a Lesion ID, it MUST NOT BE CHANGED throughout the trial. Any
newly identified lesions identified on exams subsequent to baseline imaging must be assigned unique Lesion IDs.

O If new lesions are found in a segment with one or several previously-identified lesions, the newly identified lesions will be
assigned the next higher available running # (numbering NEW lesions from the most superior/anterior to most inferior/
posterior location within the segment).

O Example: Two lesions in segment VI are identified as ID #s 6.1 and 6.2 on Baseline imaging, and at the Post-ablation
imaging, two more lesions are identified. One new lesion is more superior/anterior to all previously-identified lesions in the
segment and the other is inferior and posterior to the former. The former would be assigned running # 3 (ID #: 6.3), and the
latter running #4 (ID #: 6.4) in the segment.

L Please continue to the E2 form. )

"Copyright 2012" Version 1.1  ACRIN 6690 E1 12-06-12 1of1l



ACRIN 6690 - Eovist Sub-Trial

E2

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

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

Baseline MRI Local Interpretation: Untreated Lesion Form - Eovist

Institution

ACRIN Study 6690
PLACE LABEL HERE

Participant Initials

Institution No.

Case No.

Instructions: The formis completed atthe baselineimaging timepoint by the site radiologist reading the exam. The Eovist-enhanced MRImust be performedno earlier than 1 calendar day and no later than 7 days afterthe maintrial MRl atallimaging time points. Lesions willbe
identified in comparison with recentimaging (within 180 days prior to baseline imaging). Complete one table per class E4 or E5 liver lesion(s) identified. Record all class E5lesions, and amaximum of (5) class E4lesions. Whenassigning lesion ID to alesion that cannot be unequivocally
assigned tojustone specific segment, identify the lesion by the involved segmentwiththe HIGHEST Arabic numeral (NOT to be confused with the segmentwith the GREATEST tumor burden). Forexample, alesion seeninvolving segments 6, 7, and 8 then 8 would be assigned for the Lesion

ID: Highest-# Segmentand the additionalinvolved segments 6 and 7 would be marked in the columnfor Additional Involved Segment(s).

UNTREATED LESION TABLE [JSCANNOT COMPLETED ,, [] NO LESIONS IDENTIFIED . | easerio:| | | | | | | Jisie use ony)
#* F VIRI Lesion I Additional Involved Classification of Lesion _ Lesion Signal Features
€D _ el Segment(s) (Class E4=Not an HCC) (S| = Signal Intensity compared to liver background)
7 g (H'gt};St'# _Seg;nent) (If applicable, mark (Class E5A/E5A-g=T1 Stage HCC) | T1 Pre-contrast: SI [14] O hypointense O  isointense O  hyperintense
v unning# any additional involved | (Class E5B/E5B-g=T2 St HCC : - )
ax g age ) 15]
@ segment #s) Late Arterial 18 A. O hypointense O isointense O  hyperintense
@ | High s . Phase: SI [16] B. O homogenous O  heterogeneous
ighest-# Segment: 2] L] segment1 [ rsl [17] C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# ) - .
Segment involved and NOT [J sSegment2 B Portal Venous 18] A O hypointense (0] isointense O  hyperintense
the segment # with the greatest [ Segment3 O Class E4 Phase: SI [19] B. O homogenous O  heterogeneous
tumor burden) O s 4 o [20] C. Enhancement relative to pre-contrast? O No O Yes
egment 4a
8 ; 8 2 g 7 O Class ESA 21 A O hypointense O  isointense O  hyperintense
1 0 3 0 7 [ Segment 4b[8] O Class ESA-g Delayed / Equilibrium 22l B. O homogenous O  heterogeneous
8 :ﬁ o 8 [J sSegment5 9 O Class E5B Phase: SI [23] C. Enhancement relative to pre-contrast? O No O Yes
[J Segment6 o O Class E5B-g [24] D. Pseudocapsule? O No O Yes
Running #[3] [0 segment 7 1 . 57] A O hypointense (0] isointense O  hyperintense
Hepatobiliary Phase: s8] B. O homogenous O  heterogeneous
] | O semens g
59 C. Enhancement relative to pre-contrast? O No O Yes

Bi-dimensional Measurements on Axial Plane

Axial Measurements

(Baseline Imaging)

Image #

Series #

[Baseline Imaging]

Longest diameter in cranio-caudal direction

Lesion definition

Contrast phase used
for measurements

[25]

Short Axis L|_| . LI cm

[26]

Long Axis . Ll cm

[27] [28]

L1 em

29| O well defined
O moderately defined

O poorly defined

[30]

O late arterial O delayed/equilibri
O portal venous O hepatobiliary

[31]
ium|

PRIOR IMAGING COMPARISON

[] Not available

[32]

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction
(Using PRIOR Imaging)

Contrast phase used for prior

imaging measurements

[33]

-

Short Axis I_I_I . I_l cm

Long Axis I_I_I . |_| cm

[34]

[35]

I_I_I.I_lcm

O late arterial

O delayed/equilibrium (6]
O portal venous O hepatobiliary

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)

information available,| O Yes % | (presence of HCC) based on 71 chemical  [CIpwi

is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely imaging other than this Shift Imaging o) [42]

present): dynamic post-contrast imaging?
37] 28] y p ging’? 139 OT2 1] O other, 3] 144]
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to E3 form.
J
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ACRIN 6690 - Eovist Sub-Trial 4 A
ACRIN Study 6690
E 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form - EOVIST Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATEDLESIONTABLE Reader ID: | | | | | | | |(Site use only)
* 5 VRI Lesion 1D Additional Involved Slessificaion o Lesion . Le5|9n Signal Featurgs
£z Segment(s) (Class E4=Not an HCC) (SI = Signal Intensity compared to liver background)
% 3 (g et Segment) L app_Ii_cabIe{ it (Class ESA/E5A-g=T1 Stage HCC) T1 Pre-contrast: SI 4 O hypointense O isointense O  hyperintense
9 5_:’/ (Running#) any additional involved (Class E5B/E5B-g=T2 Stage HCC)
segment #s) latel Artariai sl A O hypointense (@) isointense O  hyperintense
ate Arteria
§) Highest-# Segment: " O] Segment 1 13 Phase: S [6]f B. O homogenous O  heterogeneous
(Choose the highest-# 4] 71| C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT L] segment2 5] ng| A O hypointense O  isointense O  hyperintense
the segﬂiﬁi‘é"t}ﬂ]&? greatest| Segment 3 . O ClassE4 Polr:;[hal erns(ius ng| B. O homogenous O  heterogeneous
01 0 s [ Segment 4a o cl Esa ase. [20]] C. Enhancement relative to pre-contrast? O No O Yes
I ass
2 8 5 8 s 0 Segment 4b . O Class E5A-g | a 1| A O hypointense (0] isointense O  hyperintense
O 4a O 8 O “ EDL?i Iaigreium 21| B. O homogenous O  heterogeneous
O 4b Segment 5 [9] O ClassE5B ghase' S| [23]| C. Enhancement relative to pre-contrast? O No O Yes
[J Segment6 [10] O Class E5B-g 24| D. Pseudocapsule? O No O Yes
Running # e L] segment7 11 ’ tobili B71] A O hypointense O  isointense O  hyperintense
epatobiliar
|:| [0 Segment8 , Pphase: S| y B8l B. O homogenous O  heterogeneous
02l B9]| C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Baseline Imaging) Image # Series # [Baseline Imaging] for measurements
el e e 2 BEI| O well defined o O latearterial (o] delayed/equilibrill.lgi]
short axis ||| .| ] em Long Axis L] L em L L em ° g‘oood,fy'a;‘;iyndezf'”ed O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON [J Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Usmg PRIOR |mag|ng) imaging measurements
. [33] . [34] B3 | 0 late arterial O delayed/equilibrium 6]
Short Axis . I_l cm Long Axis . |_| cm . LI cm O portal venous O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available, O No o o % (presence of HCC) based on [JT1 Chemical COowi
is HCC present? O Yes 0% (HC)C definitely NOT present) - 100% (HCC definitely 0 | imaging other than this shift Imaging [42]
present): dynamic post-contrast imaging?
7 (s8] Y P 9ING? (9] 0712, Oother, 5 4
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to E3 form.
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4 . . N
ACRIN 6690 - Eovist Sub-Trial 4 A
ACRIN Study 6690
E 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form - EOVIST Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATEDLESIONTABLE Reader ID:| | | | | | | |(Site use only)
#* VRI Lesion 1D Additional Involved Slessiesiion o Lesiom _ Lesu_)n Signal Featur_es
= Segment(s) (Class E4=Not an HCC) (SI = Signal Intensity compared to liver background)
= 0 Highest-# Segment i =
2D (Hig X 9 ) W app_ll_cable{ TS (Class ESA/E5A-g=T1 Stage HCC) T1 Pre-contrast: SI 4 O hypointense (6] isointense O  hyperintense
S (Running#) any additional involved | (Class E5B/E5B-g=T2 Stage HCC)
- segment #s) Late Arterial sl A O hypointense O isointense O  hyperintense
ate Arterial
[ Highest-# Segment: . O segment 1 13 Phase: Sl [16]| B. O homogenous O  heterogeneous
(Choose the highest-# 4] 171 C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT L] segment2 [5] ns]| A O hypointense (0] isointense O  hyperintense
the Segﬂiﬁi‘gﬂj&? greatest | — Segment 3 o O ClassE4 Po:otf?l V?”S‘ius 9| B. O homogenous O  heterogeneous
01 0 5 | Segment 4a o cl ESA ase: [20]| C. Enhancement relative to pre-contrast? O No O Yes
m ass
3 8 5 8 (73 O Segment 4b . O Class E5A-g 1] A O hypointense (0] isointense O  hyperintense
O 4a O 8 0 @ EDL?ill?l))/?icljJ/m 221 B. O homogenous O  heterogeneous
O 4b Segment 5 9] O ClassES5B thase. S| 23] C. Enhancement relative to pre-contrast? O No O Yes
[J Segment 6 0] O Class E5B-g 24| D. Pseudocapsule? O No O Yes
Running #[3] [J Segment 7 1 Hebatobiliar 571 A O hypointense O  isointense O  hyperintense
|:| O Segment8 Pphase: S| y B8l| B. O homogenous O  heterogeneous
(2 B9]| C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . I Contrast phase used
Lesion definition
(Baseline Imaging) Image # Series # [Baseline Imaging] for measurements
[25] [26] [27] (28] @911 O well defined ol O latearterial [¢] delayedlequilibrif;]
O moderately defined -
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . |_| cm 0 poorly def?/ned O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON ] Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longestdlamfeter in cramo-cagdal direction Contrast phase used for prior
(Usmg PRIOR |mag|ng) Imaging measurements
) 133 i 134] B3 | O late arterial O delayed/equilibrium [
Short Axis . I_l cm Long Axis . |_| cm . I_l cm O portal venous O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available,| O No Ly (presence of HCC) based on [JT1 chemical [pwi
is HCC present? O Yes 0% (HC)C definitely NOT present) - 100% (HCC definitely 0 | imaging other than this shift Imaging [42]
present): dynamic post-contrast imaging?
[37] [38] y P 9ING? (9 Or2,, Oother, 4 a4
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to E3 form.
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4 . . N
ACRIN 6690 - Eovist Sub-Trial 4 A
ACRIN Study 6690
E 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form - EOVIST Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATED LESIONTABLE Reader ID:| | | | | | | |(Site use only)
#* VRI Lesion 1D Additional Involved Slessiesiion o Lesiom _ Lesu_)n Signal Featur_es
£ A < Segment(s) (Class E4=Notan HCC) (SI = Signal Intensity compared to liver background)
= 0 Highest-# Segment i =
[ (Hig >¢d ) i app_ll_cable{ I (Class ESA/E5A-g=T1 Stage HCC) T1 Pre-contrast: SI 4 O hypointense O isointense O  hyperintense
9 2 (Running#) any additional involved | (Class E5B/E5B-g=T2 Stage HCC)
- segment #s) Late Arterial sl A O hypointense O isointense O  hyperintense
ate Arterial
[ Highest-# Segment: . O segment 1 13 Phase: Sl [16]| B. O homogenous O  heterogeneous
(Choose the highest-# 4] 171 C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT L] segment2 [5] ns]| A O hypointense (0] isointense O  hyperintense
the Segﬂiﬁi‘gﬂj&? greatest| Segment3 O ClassE4 Polgf?las\é?ns(ius po)| B. O homogenous O  heterogeneous
01 0 5 | Segment 4a O Class ESA : [20]| C. Enhancement relative to pre-contrast? O No O Yes
[7
4 8 5 8 (73 O Segment 4b[8] O Class E5A-g . " 1] A O hypointense (0] isointense O  hyperintense
O 4a O 8 0 E L?ileill))/?ium 221 B. O homogenous O  heterogeneous
O 4b Segment 5 9] O ClassES5B thase. S| 23] C. Enhancement relative to pre-contrast? O No O Yes
[J Segment 6 0] O Class E5B-g 24| D. Pseudocapsule? O No O Yes
Running # al [J Segment 7 1 " tobili 571 A O hypointense O  isointense O  hyperintense
epatobiliar
|:| O Segment8 ) Pphase: S| y B8l| B. O homogenous O  heterogeneous
B9]| C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Baseline Imaging) Image # Series # [Baseline Imaging] for measurements
[25] [26] [27] (28] @911 O well defined ol O latearterial [¢] delayedlequilibrif;]
O moderately defined -
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . |_| cm 0 poorly def?/ned O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON ] Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longestdlamfeter in cramo-cagdal direction Contrast phase used for prior
(Usmg PRIOR |mag|ng) Imaging measurements
) 133 i 134] B3 | O late arterial O delayed/equilibrium [
Short Axis . I_l cm Long Axis . |_| cm . I_l cm O portal venous O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available,| O No Ly (presence of HCC) based on [JT1 chemical [pwi
is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely 0 | imaging other than this shift Imaging [42]
present): dynamic post-contrast imaging?
37 (s8] y P 9ING? (9 Or2,, Oother, 4 a4
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to E3 form.
o J
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4 . . N
ACRIN 6690 - Eovist Sub-Trial 4 A
ACRIN Study 6690
E 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form - EOVIST Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATEDLESIONTABLE Reader ID:| | | | | | | |(Site use only)
#* VRI Lesion 1D Additional Involved Slessiesiion o Lesiom _ Lesu_)n Signal Featur_es
£ A < Segment(s) (Class E4=Notan HCC) (SI = Signal Intensity compared to liver background)
= 0 Highest-# Segment i =
[ (Hig >¢d ) i app_ll_cable{ I (Class ESA/E5A-g=T1 Stage HCC) T1 Pre-contrast: SI 4 O hypointense O isointense O  hyperintense
9 2 (Running#) any additional involved | (Class E5B/E5B-g=T2 Stage HCC)
- segment #s) Late Arterial sl A O hypointense O isointense O  hyperintense
ate Arterial
[ Highest-# Segment: . O segment 1 13 Phase: Sl [16]| B. O homogenous O  heterogeneous
. [ [171] C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# 0
Segment involved and NOT Segment 2 5] 8]l A O hypointense O  isointense O  hyperintense
the Segﬂiﬁi‘gﬂj&? greatest| Segment3 O ClassE4 Polgf?las\é?ns(ius po)| B. O homogenous O  heterogeneous
01 0 5 | Segment 4a o cl ESA : [20]| C. Enhancement relative to pre-contrast? O No O Yes
m ass
5 8 5 8 (73 O Segment 4b[8] O Class E5A-g . " 1] A O hypointense (0] isointense O  hyperintense
O 4a O 8 0 E L?ileill))/?ium 221 B. O homogenous O  heterogeneous
O 4b Segment 5 9] O ClassES5B thase. S| 23] C. Enhancement relative to pre-contrast? O No O Yes
[J Segment 6 0] O Class E5B-g 24| D. Pseudocapsule? O No O Yes
Running # al [J Segment 7 1 " tobili 571 A O hypointense O  isointense O  hyperintense
epatobiliar
|:| O Segment8 ) Pphase: S| y B8l| B. O homogenous O  heterogeneous
B9]| C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Baseline Imaging) Image # Series # [Baseline Imaging] for measurements
[25] [26] [27] (28] @911 O well defined ol O latearterial [¢] delayedlequilibrif;]
O moderately defined -
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . |_| cm 0 poorly def?/ned O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON ] Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longestdlamfeter in cramo-cagdal direction Contrast phase used for prior
(Usmg PRIOR |mag|ng) Imaging measurements
) 133 i 134] B3 | O late arterial O delayed/equilibrium [
Short Axis . I_l cm Long Axis . |_| cm . I_l cm O portal venous O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available,| O No Ly (presence of HCC) based on [JT1 chemical [pwi
is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely 0 | imaging other than this shift Imaging [42]
present): dynamic post-contrast imaging?
37 (s8] y P 9ING? (9 Or2,, Oother, 4 a4
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to E3 form.
o J
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4 . . N
ACRIN 6690 - Eovist Sub-Trial 4 A
ACRIN Study 6690
E 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form - EOVIST Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATEDLESIONTABLE Reader ID:| | | | | | | |(Site use only)
#* VRI Lesion 1D Additional Involved Slessiesiion o Lesiom _ Lesu_)n Signal Featur_es
£ A < Segment(s) (Class E4=Notan HCC) (SI = Signal Intensity compared to liver background)
= 0 Highest-# Segment i =
[ (Hig >¢d ) i app_ll_cable{ I (Class ESA/E5A-g=T1 Stage HCC) T1 Pre-contrast: SI 4 O hypointense O isointense O  hyperintense
9 2 (Running#) any additional involved | (Class E5B/E5B-g=T2 Stage HCC)
- segment #s) Late Arterial sl A O hypointense O isointense O  hyperintense
ate Arterial
[ Highest-# Segment: . O segment 1 13 Phase: Sl [16]| B. O homogenous O  heterogeneous
. [ [171] C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# 0
Segment involved and NOT Segment 2 5] 8]l A O hypointense O  isointense O  hyperintense
the Segﬂiﬁi‘gﬂj&? greatest| Segment3 O ClassE4 Polgf?las\é?ns(ius po)| B. O homogenous O  heterogeneous
01 0 5 | Segment 4a o cl ESA : [20]| C. Enhancement relative to pre-contrast? O No O Yes
m ass
6 8 5 8 (73 O Segment 4b[8] O Class E5A-g . " 1] A O hypointense (0] isointense O  hyperintense
O 4a O 8 0 E L?ileill))/?ium 221 B. O homogenous O  heterogeneous
O 4b Segment 5 9] O ClassES5B thase. S| 23] C. Enhancement relative to pre-contrast? O No O Yes
[J Segment 6 0] O Class E5B-g 24| D. Pseudocapsule? O No O Yes
Running # al [J Segment 7 1 " tobili 571 A O hypointense O  isointense O  hyperintense
epatobiliar
|:| O Segment8 ) Pphase: S| y B8l| B. O homogenous O  heterogeneous
B9]| C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Baseline Imaging) Image # Series # [Baseline Imaging] for measurements
[25] [26] [27] (28] @911 O well defined ol O latearterial [¢] delayedlequilibrif;]
O moderately defined -
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . |_| cm 0 poorly def?/ned O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON ] Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longestdlamfeter in cramo-cagdal direction Contrast phase used for prior
(Usmg PRIOR |mag|ng) Imaging measurements
) 133 i 134] B3 | O late arterial O delayed/equilibrium [
Short Axis . I_l cm Long Axis . |_| cm . I_l cm O portal venous O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available,| O No Ly (presence of HCC) based on [JT1 chemical [pwi
is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely 0 | imaging other than this shift Imaging [42]
present): dynamic post-contrast imaging?
37 (s8] y P 9ING? (9 Or2,, Oother, 4 a4
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to E3 form.
o J
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4 . . N
ACRIN 6690 - Eovist Sub-Trial 4 A
ACRIN Study 6690
E 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form - EOVIST Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATEDLESIONTABLE Reader ID: | | | | | | | |(Site use only)
® ¥ _ Additional Involved Sleesifesiion 6f Lasien Lesion Signal Features
= RY st (12 Segment(s) (Class E4=Not an HCC) (SI = Signal Intensity compared to liver background)
3 3 (llglizsiy Segment) o app_lif:able: LD S (Class ESA/E5A-g=T1 Stage HCC) T1 Pre-contrast: SI O hypointense (6] isointense O  hyperintense
Q < (Running#) any additional involved | (Class E5B/E5B-g=T2 Stage HCC)
- segment #s) Late Arterial s}l A O hypointense (@] isointense O  hyperintense
ate Arteria
m Highest-# Segment: - O Segment 1 3] Phase: Sl [6]| B. O homogenous O  heterogeneous
(Choose the highest-# 4] 17| C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT L] segment2 [5] sl A O hypointense O isointense O  hyperintense
the segment # with the greatest [J sSegment3 O ClassE4 Portal Venous 91| B. O homogenous O  heterogeneous
tumor burden) [6] Ph . Sl
01 0 5 O Segment 4a o cl E5A ase: [20] C. Enhancement relative to pre-contrast? O No O Yes
ul ass
7 8 g 8 g O Segment 4b . O Class E5A-g 21| A O hypointense O isointense O  hyperintense
O 4a O 8 0 6l EDL?iIIEi‘g)/Si?J/m [22] B. O homogenous O  heterogeneous
O 4b Segment 5 [9] O ClassESB ghase' S| 23] C. Enhancement relative to pre-contrast? O No O Yes
[J Segment6 0] O Class E5B-g 24| D. Pseudocapsule? O No O Yes
Running # - [0 sSegment7 1 Hepatobiliar 571 A O hypointense (0] isointense O  hyperintense
|:| O Segment8 . Pphase: S| y B8]| B. O homogenous O  heterogeneous
(2 B9]| C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . A Contrast phase used
Lesion definition
(Baseline Imaging) Image # Series # [Baseline Imaging] for measurements
= e e el BSl| O well defined < O latearterial [¢] delayed/equilibril[?ri]
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm 8 ;“O%dfy'a;g}?’ni%f'“e" O portalvenous O hepatobiliary
PRIOR IMAGING COMPARISON [J Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest dlam_eter in cranlo-ca_udal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
) 33] ) 34] B3 | O late arterial O delayed/equilibrium [
Short Axis . I_l cm Long Axis . I_l cm . I_l cm O portal venous O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available,| O No Ly (presence of HCC) based on [JT1 chemical  [Cpwi
is HCC present? O Yes 0% (HC)C definitely NOT present) - 100% (HCC definitely 0 imaging other than this Shift Imaging[4O] [42]
present): dynamic post-contrast imaging?
(37 (s8] y P 9ING? 39 Or2,, Oother, g ”
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to E3 form.
o J
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4 . . N
ACRIN 6690 - Eovist Sub-Trial 4 A
ACRIN Study 6690
E 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form - EOVIST Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATED LESION TABLE reader ||| | | | | (sie use ony
#* VRI Lesion 1D Additional Involved Slessiesiion o Lesiom _ Lesu_)n Signal Featur_es
£ A < Segment(s) (Class E4=Notan HCC) (SI = Signal Intensity compared to liver background)
= 0 Highest-# Segment i =
[ (Hig >¢d ) i app_ll_cable{ I (Class ESA/E5A-g=T1 Stage HCC) T1 Pre-contrast: SI 4 O hypointense O isointense O  hyperintense
9 2 (Running#) any additional involved | (Class E5B/E5B-g=T2 Stage HCC)
- segment #s) Late Arterial sl A O hypointense O isointense O  hyperintense
ate Arterial
[ nghest-#Segment:m O segment 1 13 Phase: Sl [16]| B. O homogenous O  heterogeneous
(Choose the highest-# 4] 171 C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT L] segment2 [5] ns]| A O hypointense (0] isointense O  hyperintense
the Segﬂiﬁi‘gﬂj&? greatest| Segment3 O ClassE4 Polgf?las\é?ns(ius po)| B. O homogenous O  heterogeneous
01 0 5 | Segment 4a o cl ESA : [20]| C. Enhancement relative to pre-contrast? O No O Yes
m ass
8 8 5 8 (73 O Segment 4b[8] O Class E5A-g . " 1] A O hypointense (0] isointense O  hyperintense
O 4a O 8 0 E L?ileill))/?ium 221 B. O homogenous O  heterogeneous
O 4b Segment 5 9] O ClassES5B thase. S| 23] C. Enhancement relative to pre-contrast? O No O Yes
[J Segment 6 0] O Class E5B-g 24| D. Pseudocapsule? O No O Yes
Running #[3] [J Segment 7 1 Hebatobiliar 571 A O hypointense O  isointense O  hyperintense
|:| O Segment8 Pphase: S| y B8l| B. O homogenous O  heterogeneous
(2 B9]| C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Baseline Imaging) Image # Series # [Baseline Imaging] for measurements
el e e . B¥l| O well defined o O latearterial e} delayed/equilibrif;]
O moderately defined -
short axis ||| [ Jem | Long axis L ][ Jem L L em O moderateydefined | o poraenous O hepoiiay
PRIORIMAGING COMPARISON ] Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longestdlamfeter in cramo-cagdal direction Contrast phase used for prior
(Usmg PRIOR |mag|ng) Imaging measurements
) 133 i 134] B3 | O late arterial O delayed/equilibrium [
Short Axis . I_l cm Long Axis . |_| cm . I_l cm O portal venous O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available,| O No Ly (presence of HCC) based on [JT1 chemical [pwi
is HCC present? O Yes 0% (HC)C definitely NOT present) - 100% (HCC definitely 0 | imaging other than this shift Imaging (42]
present): dynamic post-contrast imaging?
37 (s8] y P 9ING? (9 Or2,, Oother, 4 a4
Continue to E3 form
o J
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ACRIN 6690 - Eovist Sub-Trial ( N
. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation
. . Institution Institution No.
Baseline E-MRI Local Overall Interpretation Form
ParticipantInitials — CaseNo.
If this is a revised or corrected form, please \/box. I:I o J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the untreated lesions on the appropriate forms. The Eovist-enhanced MRI must be performed no
earlier than 1 calendar day and no later than 7 days after the main trial MRI at all imaging time points. The initial and date field at the bottom of the form also applies to the radiologist’'s completion of
the Baseline Eovist MRI Local Interpretation form and the Baseline Eovist MRI Local Interpretation: Untreated Lesion form.

Summary of Reported Lesions

Number of Class E4 lesions [1]

Number of Class E5A/E5A-g lesions [T1 HCCs] 2l

(3]

Number of Class E5B/E5B-g lesions [T2 HCCs]

1. Were there additional Class E4 lesions that were not reported? 4] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[5]

3. Is the participant within Milan criteria?

O No
O Yes

[6]

Comments:

[7.8]

19 [10]
Initials of person completing the form Date form completed (mm-dd-yyyy)
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4 N\
ACRIN 6690 - Eovist Sub-Trial 4 N
_ _ , _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced- PLACE LABEL HERE
MRI for Diagnosis of Hepatocellular Carcinoma and
Liver Transplant Allocation . .
Institution Institution No.
E-MRITechnical Assessment Form: Post Ablation
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. N J
Instructions: This form is completed for the post ablation imaging visit (28-60 days post ablation) by the designated research staff (i.e. imaging
technologist, research associate, etc.) with the appropriate source documents.
1. UNOSIistingupdate(timepoint):[1]
O Post Ablation Imaging (28-60 days post ablation)
2. Was imaging exam completed? 2
O No (Complete Q2a, then form as applicable)
O Yes (Continue to Q3)
2a. Reasonimaging not completed: 3]
O Participant death O Medical reason
O Participant withdrew consent O Adverse event (Refer to AE section of the protocol for reporting requirements)
O Participant refusal O Other, specify (4]
O Progressive disease
3. Date of imaging: - - (mm-dd-yyyy) 5]
Scanner ] Not done [54]
4. Manufacturer: (6] OGE Opvphilips Osiemens OToshiba O Other, o
5. Model name/Institutional ID of scanner used for this exam: i8]
6. What magnet strength was the exam acquired on? (0] O15 Tesla 0O3.0 Tesla
Contrast Administration [] Not done (55
7. Was Eovist administered? [10]
O No
O Yes (Complete Q7a-Q7c)
7a. Amount Eovist injected:| | | | |mL [13]
7b.  Rate of contrast injection: | | || | |mL/sec [57]
7c.  Was bolus tracking used? [15]
O No (Complete Q7d)
O Yes
7d.  If bolus tracking was not used, specify method: [16]
O Timingbolus
O Fixed time delay
- /
"Copyright 2012" Version 0.2 6690 EA 06-20-12 1o0f2
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ACRIN 6690 - Eovist Sub-Trial 4 N
EA _ _ _ _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced- PLACE LABEL HERE
MRI for Diagnosis of Hepatocellular Carcinoma and
Liver Transplant Allocation . L
Institution Institution No.
E-MRITechnical Assessment Form: Post Ablation
o ) \/ ParticipantInitials ___~ CaseNo.___
If this is a revised or corrected form, please V box. I:' N %
Sequence Information ] Not done 6]
Sequence Performed? | Series Number
O N
Pre-contrast T1-weighted gradient echo ° I [18]
O Yes
. . . . O No [19] [20]
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: LATE ARTERIAL 0 Yes
. - : - : ONo 23] [22]
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: PORTAL VENOUS oy
es
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: EQUILIBRIUM 8$° (23] [24]
es
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: HEPATOBILIARY 8$0 [58] (59]
es
. . . . ONo |25] [26]
Coronal reconstruction of dynamic late arterial imaging 0 Yes
. . . . . ONo [27] [28]
Sagittal reconstruction of dynamic late arterial imaging 0 Yes
T1l-weighted (in/out phase) ONo  p29] (30]
O Yes
T2-weighted (with FAT SAT) ONo 1] (32]
O Yes
T2-weighted (without FAT SAT) ONo 33 (341
O Yes
35 36
Diffusion weighted imaging ONo [ (361
O Yes
ONo [38] [39]
[37] O Yes
ONo [41] [42]
[40] O Yes
ONo [44] [45]
[43] O Yes
ONo [47 [48]
[46] O Yes
Adverse Events
8. Any adverse events related to imaging to report? (Refer to AE section of the protocol for reporting requirements) [49]
O No (Initial and date form)
O Yes (Complete AE form)
COMMENTS:
[50, 51]
[52] B . [53]
Initials of person completing the form Date form completed (mm-dd-yyyy) )

"Copyright 2012" Version 0.2 6690 EA 06-20-12 2of2



e
ACRIN 6690 - Eovist Sub-Trial 4 N
E M . . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation
. ituti Institution No.
Local Pathology Summary Form - Eovist Institution nstitution o
Participant Initials — Case No.
If this is a revised or corrected form, please \/box. I:I o /
Table 1: Summary of Sampled Nodules
Number of non HCCs [11
NumberofHCCs [
1. Was there any evidence of macrovascular invasion by macroscopic evaluation? 3]
O No
O Yes
2. Was there any evidence of angiolymphatic invasion by microscopic evaluation? [l
O No
O Yes
Comments:
[5, 6]
Yl i i (8]
Initials of person completing the form Date form completed (mm-dd-yyyy)
- J
"Copyright 2012"
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4 N
ACRIN 6690 - Eovist Sub-Trial 4 N
, _ _ , ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced- PLACE LABEL HERE
MRI for Diagnosis of Hepatocellular Carcinoma and
Liver Transplant Allocation . .
Institution Institution No.
E-MRITechnical AssessmentForm
L ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. \_ Y,
Instructions: The ER form is completed at baseline and at each serial imaging visit [in association with the mandatory update of HCC exception
MELD points (no later than every 90)] by the designated research staff (i.e. imaging technologist, research associate, etc.) with the appropriate source
documents. The Eovist-enhanced MRI must be performed no earlier than 1 calendar day and no later than 7 days after the main trial MRI at all
imaging time points. For assistance in completing Q1 UNOS listing update, please contact your site's designated transplant coordinator / research staff.
1. UNOSIistingupdate(timepoint):[l]
O Baseline O 4" UNOS update (360 day) O 7" UNOS update (630 day)
O 1stUNOS update (90 day) O 5" UNOS update (450 day) O 8" UNOS update (720 day)
O 2" UNOS update (180day) O 6" UNOS update (540 day) O 9" UNOS update (810 day)
O 39UNOS update (270 day)
2. Was imaging exam completed? 2
O No (Complete Q2a, then form as applicable)
O Yes (Continue to Q3)
2a. Reasonimaging not completed: 3]
O Participant death O Medical reason
O Participant withdrew consent O Adverse event (Refer to AE section of the protocol for reporting requirements)
O Participant refusal O Other, specify (4]
O Progressive disease
3. Date of imaging: - - (mm-dd-yyyy) [5]
Scanner [ Not done [54]
4. Manufacturer: (6] OGE Opvphiips OsSiemens OToshiba O Other, 0
5. Model name/Institutional ID of scanner used for this exam: 8]
6. What magnet strength was the exam acquired on? (0] O15 Tesla 0O3.0 Tesla
Contrast Administration ] Not done (5]
7. Was Eovist administered? [10]
O No
O Yes (Complete Q7a-Q7c)
7a. Amount Eovist injected:| | | | |mL [13]
7b.  Rate of contrast injection: | | || | |mL/sec [57]
7c.  Was bolus tracking used? [15]
O No (Complete Q7d)
O Yes
7d.  If bolus tracking was not used, specify method: [16]
O Timingbolus
O Fixed time delay
o %
"Copyright 2013" Version2.1 6690 ER 03-05-13 1of2
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ACRIN 6690 - Eovist Sub-Trial 4 A
E R _ _ _ _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced- PLACE LABEL HERE
MRI for Diagnosis of Hepatocellular Carcinoma and
Liver Transplant Allocation T .
Institution Institution No.
E-MRITechnical Assessment Form
Participantinitials __ CaseNo.
If this is a revised or corrected form, please \/box. l:l S J
Sequence Information ] Not done [56]
Sequence Performed? | Series Number
. . ONo [17] [18]
Pre-contrast T1-weighted gradient echo
O Yes
. . . . 19 20
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: LATE ARTERIAL gso 1l [20]
es
. - . . ONo [21 [22]
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: PORTAL VENOUS 0 Ves
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: EQUILIBRIUM gso 23] (2]
es
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: HEPATOBILIARY 8$O (58] (591
es
Coronal reconstruction of dynamic late arterial imaging gso [25] (26]
es
Sagittal reconstruction of dynamic late arterial imaging gso [27] (28]
es
. . O N
T1l-weighted (in/out phase) ° [ (301
O Yes
T2-weighted (with FAT SAT) ONo [31] [32]
O Yes
T2-weighted (without FAT SAT) ONo 33 [34
O Yes
35 36
Diffusion weighted imaging ONo [%9) 1361
O Yes
ONo [38] [39]
[37] O Yes
ONo [41] [42]
[40] O Yes
ONo [44] [45]
[43] O Yes
O No [47] [48]
[46] O Yes
Adverse Events
8. Any adverse events related to imaging to report? (Refer to AE section of the protocol for reporting requirements) [49]
O No (Initial and date form)
O Yes (Complete AE form)
COMMENTS:
[50, 51]
[52] B . [53]
@itials of person completing the form Date form completed (mm-dd-yyyy) Y,

"Copyright 2013" Version2.1 6690 ER 03-05-13 2o0f2



ACRIN6690-Eovist Sub-trial

I : ; A Prospective, Multicenter Comparison of

Multiphase Contrast-Enhanced-CT and Multiphase
Contrast-Enhanced-MRI for Diagnosis of Hepatocellular
Carcinoma and Liver Transplant Allocation

Removal from Eovist Sub-trial

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

ACRIN Study 6690
PLACE LABEL HERE

Institution Institution No.

Participant Initials Case No.

. v

notrequired if a patient leaves the main trial; only a DS form is required.

Instructions: This formis to be completed when the patientis removed from the Eovist Sub-trial but is kept on the main 6690 trial. The ES formiis

O 1 Adverse Event/ Side Effects / Complications
O 2 Protocol violation: (check all that apply)

] Did not meet eligibility -

] Other (1) (specify below)
Eovist sub-trial terminated by sponsor

Patient withdrawal from the Eovist Sub-trial

S 01~ W

Developed contrast-induced nephropathy

O O O o0 O

88 Other (specify reason below)

Specify reason:

1. Providereason for removal from Eovist Sub-trial by selecting one of the following: i

Unable to complete an E-MRI within 90 days prior to explantation

2. Date of disposition: - -

O 1 No
O 2 Yes

Comments:

(mm-dd-yyyy)

3. Didtheinvestigator review and sign off on the participant's disposition?

(23]

[18]

[17]
Initials of person completing the form

.

[16]

[18]
Date form completed (mm-dd-yyyy)

v

"Copyright 2013"
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e N
ACRIN 6690 4 h
EW A Prospective, Multicenter Comparison of ACRIN StUdy 6690
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma o o
. Institution Institution No.
E-MRI (EW) Image Transmittal Worksheet
Participantinitials—_ Case No.
If this is a revised or corrected form, please \/box. I:l - /
Please submit ITW (EW) with each case submission.
American College of Radiology
1818 Market Street, Suite 1600
Philadelphia, PA 19103
Attention: ACRIN 6690
Fax: 215-923-1737
Section I: Image Data Demographics
Timepoint: ] QA scan 1 [ Baseline 2 ] B —— (4] Day UNOS Update [l Post-Ablation 5]
Participant DOB: / / 19 _ (6]
M M D D Y Y
Section II: Image Submission
comvb [ 0 Electronic Transfer (TRIAD)D 8]
Instrument/Scanner Manufacturer: ]
(Indicate the scanner manufacturer [e.g. GE, Siemens, Philips, etc.])
Scanner make / site specific name: 0]
Date of exam: / / 20 [11]
Exam Series Series # # of Images Comments
Axial T1: In/OutPhase (2D, 3D[] , [14] [15] [16]
Axial T2 with Fat Sat (17] [18] [19] [20]
Axial T2 w/o Fat Sat (21] (22] (23] (24]
Pre-contrast [25] [26] [27]
Late Arterial [28] [29] (30]
Axial 3D T1
Portal [31] [32] [33]
Delayed [34] [35] [36]
Hepatobiliary [59] [60] [61] 162]
Sagittal
Reformats g B371 (58] [59]
Coronal [40] [41] [42]
[43] [44] [45] [46]
Additional [47] (48] [49] [50]
Sequences
[51] [52] [53] [54]
56
Form Completed By: (53] Date Form Completed: - 20 (mm-dd-yy) 1561
58
Email: (57] Phone#: el
For further information or questions,
please contact the ACRIN staff @215-940-8810 or email: imagearchive@acr.org
q Please keep a copy of the ITW for your records. )
"Copyright 2012" Version0.1 6690 EW 07-26-12 1o0ofl



ACRIN 6690 - Eovist Sub-trial 4 N
F E . : . ACRIN Study 6690

A Prospective, Multicenter Comparison of

Multiphase Contrast-Enhanced-CT and

Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE

Diagnosis of Hepatocellular Carcinoma and

Liver Transplant Allocation Institution Institution No.
Serial Imaging Visit Form - Eovist . .
Participantinitials_____ Case No. I
If this is a revised or corrected form, please \/box. l:l . J

Instructions: The form is completed at each serial imaging session (90 day intervals) by the designated research staff (i.e. transplant coordinator,
imaging technologist, research associate, etc.) with the appropriate source documents.

Part|. Eovist Imaging

1. UNOSListing Update (Timepoint): 1]

O 1t UNOS update (90) day O 4% UNOS update (360) day O 7" UNOS update (630) day

O 2M UNOS update (180) day O 5% UNOS update (450) day O 8" UNOS update (720) day

O 3" UNOS update (270) day O 6™ UNOS update (540) day O 9" UNOS update (810) day
2. Has Eovistimaging been completed? 2

O No (Complete Q2a) O Yes Date of E-MR imaging: - - (mm-dd-yyyy) 5,

2a. Reason Eovistimaging was not completed: (4]

O Scheduling problems O Participant withdrew consent from Eovist subtrial
O Went to transplant O Participant withdrew consent from entire 6690 trial
O Removed from waitlist O Participant death
O Contraindication to contrast agent O  Participant refusal
O Medical reason O Adverse event (Refer to the protocol for AE reporting requirements)
O  Unknown O Other, specify 5]
COMMENTS:
[6,7]
i8] ) ) (9]
Initials of person completing the form Date form completed (mm-dd-yyyy)
J

"Copyright 2013" Version 1.1 6690 FE 03-05-13 1of1



ACRIN 6690 4 N
. . . ACRIN Study 6690

A Prospective, Multicenter Comparison of

Multiphase Contrast-Enhanced-CT and

Multiphase Contrast-Enhanced-MRI for P LAC E LABEL HERE

Diagnosis of Hepatocellular Carcinoma o
Institution Institution No.

Initial Visit Form

Participantinitials_____ Case No. B
If this is a revised or corrected form, please \/box. l:l \_ J

Instructions: The form is completed after the initial imaging visit by the designated research staff (i.e. transplant coordinator, research associate,
etc.) with the appropriate source documents.

Partl. UNOS Listing

1. UNOSIistingupdate (timepoint)
O Baseline

2. Imaging modality used for UNOS listing:
O cr Date of CT imaging - - (mm-dd-yyyy)

O MR  Date of MRimaging - - (mm-dd-yyyy)
3. Wasimaging study used for UNOS listing completed within 30 days prior to enrollment?
O No (Protocol requires that the imaging be repeated if outside of the 30 day pre-enrollment window)

O VYes

4. UNOSregion

O Region 1[CT, MA, ME, NH, RI, VT (eastern)] O Region7[L, MN, ND, SD, WI]
O Region2[DE, DC, MD, NJ, PA, WV] O Region 8 [CO, KS, IA, MO, NE, WY]
O Region 3[AL, AR, FL, GA, LA, MS, PR] O Region 9 [NY, VT (western)]
O Region4[OK, TX] O Region10[IN, MI, OH]
O Region5[AZ, CA, NM, NV, UT] O Region 11 [KY, NC, SC, TN, VA]
O Region 6 [AK, HI, ID, MT, OR, WA]
Partll. Required Values
5. Height I_l_l_l cm
6. Weight| | | || |kg
6a. Date weighted - - (mm-dd-yyyy)

7. Specify MELD score participant was listed with

O Metabolic MELD score
O Heptocellular (HCC) MELD score (complete Q8a)

7a. HCC MELD score at time of enrollment:

8. Etiology liver disease (mark all that apply)

1 Alcohol [] Hepatitis B
[] Alpha-1-antitrypsin deficiency ] Nonalcoholic fatty liver disease
[]  Autoimmune hepatitis [] Primary biliary cirrhosis
] Autoimmune overlap ]  Primary sclerosing cholangitis
1 Cryptogenic ] wilson’s disease
] Hemochromatosis ] other
[] HepatitisC
N %

"Copyright 2010" Version 0.1 6690 11 07-27-10 1of2



Please note that in the table below, the Metabolic MELD and Child-Pugh Score will be calculate during web entry using the values
recorded in the tables above. The form completion guidelines will specify the formulas used and link to a calculator.

T ACRIN 6690 . \\
. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma
. L Institution ituti .
Initial Visit Form Institution No
If this is a revised or corrected form, please \/box. l:’ \Partlupant Initials— Case No. )
Part Il. Required Values (continued)
Required Required Lab Tests Date Result Unit
Lab Tests Performed
Serum AFP ) O ng/mL
O No, specify: - - O other, specify
O VYes (mm-dd-yyyy)
Serum creatinine
O No, specify: - - mg/dL
O Yes (mm-dd-yyyy)
Total Bilirubin
O No, specify: - - mg/dL
O VYes (mm-dd-yyyy)
Serum albumin
O No, specify: - - g/dL
O Yes (mm-dd-yyyy)
Internal normalized _
ratio (INR) O No, specify: - -
O VYes (mm-dd-yyyy)
Please assess the following items:
Ascites O None
O Mid
O Severe
Hepatic encephalopath O None
P P pathy O Grade
O Grade llI-IV (or refractory)

Metabolic MELD Score Child-Pugh Score
(calculated during web entry) (calculated during web entry)
COMMENTS:
Initials of person completing the form Date form completed (mm-dd-yyyy)

%
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N
I T AR e ACRIN Study 6690
rospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced- PLACE LABEL HERE
MRI for Diagnosis of Hepatocellular Carcinoma Institution Institution No
CT (IT) Image Transmittal Worksheet
If this is a revised or corrected form, please \/box. l:l Participantinitial Case No. J

Please submit ITW (IT) with each case submission.
American College of Radiology
1818 Market Street, Suite 1600
Philadelphia, PA 19103
Attention: ACRIN 6690
Fax: 215-923-1737

Section I: Image Data Demographics

Time point: [1,,QAscan  [1, Baseline O iy - Day UNOS Update [, Post-Ablation

31

Participant DOB: / /19
M M D D Y Y

[6]

Section I1: Image Submission

1 (JCD/DVD 81 [JElectronic Transfer (TRIAD)
Instrument/Scanner Manufacturgr:

(Indicate the scanner manufacturer [e.g. GE, Siemens, Philips, etc.])

. . 10 11
Scanner make/site specific nafe: Date of EXam o
Section I11: CT Exam Submission (select all that apply)
Exam Series Series # # of Images Comments
Pre-contrast [12] 23] Optional [14]
DynamicEnhanced | Late Arterial [15] [16] [17]
Imaging Portal [18] [19 20]
Delayed [21] [22 [23]
Reformats Sagittal [24] [25] [26]
Coronal [27] [28 [29]
[30 [31] [32] [33]
Additional
Sequences [34 (35] [36] [37]
[38 [39] [40] [41]
Date Form Completed: | | | - | | | — 20 | | |
Form Completed By: [42] (MM — DD — YY) [43]
Email: Phone #:
[44] [45]

For further information or questions,
please contactthe ACRIN staff @215-940-8810 oremail: imagearchive@acr.org
Please keep a copy of the ITW for your records.

American College of Radiology Image Management Center Version 1.0 6690 IT 02-23-11 1lof1l




4 N
ACRIN 6690 - Eovist Sub-trial 4 N
L E _ _ _ _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. Instituti Institution No.
Local Pathology Form - Eovist nstitdtion nsttution No
Participant Initials Case No.
If this is a revised or corrected form, please \/box. I:I N J
Instructions: The MR, CT, and E-MR interpretation forms must be completed and submitted to the local site pathologist prior to pathologic examination. ACRIN can also provide this data to the
pathologist, once the form has been electronically entered into our database. Please continue to record the result of the interpretation on the PE (macroscopic - Eovist), Pl (microscopic) evaluation
and PS (pathology summary) forms.
1. Date of accession: - - (mm-dd-yyyy) 7. Was aradiologist present to assist with the radiology-pathology
correlation? 8]
2. Liver weight 2 O kg [3] O No (Continue to Q8)
O grams O Yes (Complete Q7a)
O pounds
o ] ] . 7a. Providethe Reader ID(s) of the study radiologist(s) present at
3. Were the part|C|pe}nt's images fr_om the CT modality avalla_ble the radiology correlation:
for review at the time of the radiology pathology correlation? (7]
O No O Yes (Complete Q3a) rReadermy: | [ | [ | [ | J
3a. Date of CT imaging: - - (mm-dd-yyyy) [, 4 Reader ID 2: | | | | | | | | 0
4. Were the participant's images from the MR modality available | | | | | | | |
. . . . Reader ID 3:
for review at the time of the radiology pathology correlation? (1] [20]
O No O Yes (Complete Q4a) [J Radiologist present not a study reader |, ,
4a. Date of MR imaging: - - (mm-dd-yyyy) ;s Initials of Radiologist (not study reader): (2]
5. Were the participant's images from the E-MR modality available 8. Plane of macroscopic liver sectioning: [13]
for review at the time of the radiology pathology correlation? (1] O Frontal (analogous to coronal imaging plane)
O No O Yes (Complete Q5a) O Sagittal / parasagittal
O Horizontal (analogous to axial imaging plane)
5a. Date of E-MR imaging: - - (mm-dd-yyyy) [16]
6. Were the results of the reader interpretation forms (CT and MRI)
available at the time of the radiology-pathology correlation? (6]
O No (Complete Q6a)
O Yes (Continue to Q7)
6a. Specify form type not available: (check all that apply)
O CcT 21] [0 MRI 22] O E-MRI 23]
Details on the naming convention for lesion/nodule identification are on the next page.
- J
"Copyright 2013" Version 1.1 ACRIN 6690 LE 01-07-13 1lof2



4 N
ACRIN 6690 - Eovist Sub-trial 4 N
. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Local Pathology Form - Eovist Institution Institution No.
\/ ParticipantInitials — Case No.
If this is a revised or corrected form, please V box. I:I Ny J

Naming Convention for Nodule Identification

Part 1: Highest-Number Segment:

O If a nodule cannot be unequivocally assigned to just one specific segment, identify the nodule by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the

segment with the GREATEST tumor burden).

O Example: A nodule seen involving segments 6, 7, and 8 would have 8 assigned for the Nodule ID: Highest-# Segment and the additional involved segments 6 and 7 would be
marked in the column for Additional Involved Segment(s).

O If anodule appears in segments 4a and 4b, then 4b would be assigned for the Nodule ID: Highest-Number Segment, and the additional involved segment # 4a would be marked in the
column for Additional Involved Segment(s).

Part2: Running Number:
O In the event of multiple nodules within the same segment, number them in ascending order from most superior/anterior to most inferior/posterior.

O Example: Two nodules found in segment 6. Running #1 will be assigned to the lesion that is most superior/anterior in location.
O 1s'lesion in segment 6 most anterior/superior: Lesion ID [highest# segment

Running #

O 2 lesion in segment 6: Lesion ID [figness Segment] Ruming # 6 !

6 2

Please Continue to the Eovist Local Pathology: Macroscopic Analysis (PE) Form.

.

/
"Copyright 2013"
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ACRIN 6690 4 N

. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

Institution Institution No.

Baseline MRI Local Interpretation Form
Participant Initials — CaseNo.
If this is a revised or corrected form, please \/box. I:I - /

Instructions: The form is completed at the baseline imaging timepoint by the site radiologist interpreting the exam. Lesions will be identified in comparison with recent imaging (within 180 days prior
to baseline imaging, if available). Please continue to report the results of the interpretation on the M2 and M3 forms.

1. Timepoint: 1] O Baseline [ SCAN NOT COMPLETED[8]
2. Was prior imaging used for comparison with this baseline image? 2]
O No (Complete Q3 O Yes (Complete Q2a and Q2b and submit images to ACRIN)
2a. Date of prior comparison imaging: - - (mm-dd-yyyy) 3] 2b. Imaging modality: (4] OCT O MRI
3. Date of baseline imaging: - - (mm-dd-yyyy) 5]
4. Date of baseline imaging interpretation: - - (mm-dd-yyyy) (6]
5. Reader ID: | | | | | | | |[7]

Naming Convention for Lesion ldentification

O Part 1: [Highest-Number Segment]: If a lesion cannot be unequivocally assigned to just one specific segment, identify the lesion by
the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden).

O Example: A lesion seen involving segments 6, 7, and 8 then 8 would be assigned for the Lesion ID: Highest-# Segment and
the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

O If a lesion appears in segments 4a and 4b, then 4b would be assigned for the Lesion ID: Highest-Number Segment, and the
additional involved segment 4a would be marked in the column for Additional Involved Segment(s).

O Part 2: [Running Number]: In the event of multiple lesions within the same segment, number them in ascending order from
most superior/anterior to most inferior/posterior.

O Example: Two lesions found in segment 6. Running #1 will be assigned to the lesion that is most superior/anterior in location.

O 1% lesion in segment 6 most anterior/superior: Lesion ID  [Highest-# Segment| Running #
6 1

O 2 lesion in segment 6: Lesion ID [Highest# Segment| Running #
6 2

O IMPORTANT: Once a lesion has been assigned a Lesion ID, it MUST NOT BE CHANGED throughout the trial. Any
newly identified lesions identified on exams subsequent to baseline imaging must be assigned unique Lesion IDs.

O If new lesions are found in a segment with one or several previously-identified lesions, the newly identified lesions will be
assigned the next higher available running # (numbering NEW lesions from the most superior/anterior to most inferior/
posterior location within the segment).

O Example: Two lesions in segment VI are identified as ID #s 6.1 and 6.2 on Baseline imaging, and at the Post-ablation
imaging, two more lesions are identified. One new lesion is more superior/anterior to all previously-identified lesions in the
segment and the other is inferior and posterior to the former. The former would be assigned running # 3 (ID #: 6.3), and the
latter running #4 (ID #:  6.4) in the segment. Please continue to the M2 form.

- J
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ACRIN 6690

A Prospective, Multicenter Comparison of Multiphase

M2

Baseline MRI Local Interpretation: Untreated Lesion Form

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

Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

ACRIN Study 6690
PLACE LABEL HERE

Institution

Institution No.

Participant Initials

Case No.

table per class 4 or 5 liver lesion(s) identified. Record all class 5 lesions, and a maximum of (5) class 4 lesion

Instructions: The form is completed at the baseline imaging timepoint by the site radiologist reading the exam. Lesions will be identified in comparison with recent imaging (within 180 days prior to baseline imaging). Complete one
s. When assigning lesion ID to a lesion that cannot be unequivocally assigned to just one specific segment, identify
the lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden). For example, a lesion seen involving segments 6, 7, and 8 then 8 would be assigned
for the Lesion ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

UNTREATEDLESIONTABLE

[ ISCANNOT COMPLETED

LINOUNTREATED LESION(S) IDENTIFIED

Reader ID:| | | | | | | |(Site use only)

[54] [55]
o< . Additional Involved
3 P : . .
i ( MhR' Lesion ID | Segment(s) fg;:;g&;;onhl Oafa#ggg Lesion Signal Features
® = Highest-# Segment ) = = GF i i
23 (Running#) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
g rg:) any additional involved (Class 5B/5B-g = T2 Stage HCC)
= segment #s) 9 g
B | Highest-# Segment: 2 0 Segment 1 u 13| T1 Pre-contrast: S| pg O hypointense O  isointense O  hyperintense
(Choose the highest-# . . .
Segment involved and NOT [J sSegment2 5] O Class 4 Late Arterial 5] A O hypointense (e} isointense O  hyperintense
the segment # with the greatest 5 [16] B. O homogenous (@] heterogeneous
tumor burden) [0 segment 3 . O Class 4g Phase: SI |
[171] C. Enhancement relative to pre-contrast? O No O Yes
01 0 5 [0 segment 4a 0
1 8 g 8 g O] Segment 4b ) O Class 5A Portal Venous ]| A O hypointense (0] isointense O  hyperintense
O 4a O 8 O s - (6] O Class 5A-g Phase: SI no| B. O homogenous O  heterogeneous
O 4b egmen [9] [20| C. Enhancement relative to pre-contrast? O No O Yes
L) Segment6 [10] O Class 5B ~ [u] A O hypointense O  isointense O  hyperintense
Running # [ [J sSegment7 11 O Class 5B-g Delayedpr/,'iqeu_lllb”um[22] B. O homogenous O  heterogeneous
|:| [J segment8 2] S| [23]| C. Enhancement relative to pre-contrast? O No O Yes
[24]| D. Pseudocapsule? O No O Yes

Bi-dimensional Measurements on Axial Plane

Axial Measurements

(Baseline Imaging)

Image #

Series #

[Baseline Imaging]

Longest diameter in cranio-caudal direction

Lesion definition

for measurements

Contrast phase used

[25]

Short Axis L|_| . LI cm

[26]

Long Axis . Ll cm

[27] [28]

L1 em

[29]

O well defined
O moderately defined
O poorly defined

[30] O late arterial
O portal venous

O delayed / equilibrium

[31]

PRIOR IMAGING COMPARISON

[] Not available

[32]

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction

(Using PRIOR Imaging)

Contrast phase used for prior

imaging measurements

[33]

Short Axis I_I_I . I_l cm

Long Axis I_I_I . |_| cm

[34]

I_I_I.I_lcm

[35]

O late arterial
O portal venous
O delayed /equilibrium

[36]

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

O No
O Yes

Considering all
information available,
is HCC present?

[37] present):

Probability of presence of HCC (Scale of 0-100%):
0% (HCC definitely NOT present) -

100% (HCC definitely
38]

%
imaging other than this

Is this particular assessment
(presence of HCC) based on

dynamic post-contrast imaging? 39]

OT2

[41]

O No O Yes (Mark all that apply)

[JT1 chemical
Shift Imaging [40]

O pwi 1421

[ other, [43]

[44]

-

Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to M3 form.
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4 N
ACRIN 6690 4 A
. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
WLESIONTABLE Reader ID:| | | | | | | |(Site use only)
= . Additional Involved
* ificati i . .
c - MRI Lesion ID Segment(s) %Cll?:ssslf:l7jélor:\loc;farl;i|sc;g? Lesion Signal Features
© 5 (Highest-# Segment) . = — qj ; ;
g).) § (Running#) an(|f a§3"-°ab'ef mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
y additional involved cl 5B/5B-q = T2 St HCC
- segment #s) (Class 9= B )
1 | Highest-# Segment: 2l O Segment 1 u 13| T1 Pre-contrast: S| pg O hypointense O isointense O  hyperintense
(Choose the highest-# . . .
thSegmem itn;Oh./;dtsnd NO,[T t [J Segment2 5 O Class 4 Late Arterial s A 8 hypointense 8 isointense O  hyperintense
e segment # with the greates c nel| B. homogenous heterogeneous
tumor burden) [J Segment3 . O Class 4g Phase: SI _
[171| C. Enhancement relative to pre-contrast? O No O Yes
01 O 5 [0 Segment 4ap,
O 2 O 6 181| A. O hypointense (@] isointense O  hyperintense
2 03 o0 7 O Segment4b O Class 5A Portal Venous @ P P
O 4a O 8 e O Class 5A-g Phase: SI mg| B. O homogenous O heterogeneous
O 4b O Segment 5 [9] [20] C. Enhancement relative to pre-contrast? O No O Yes
L] segment6 [10] O Class 5B ~ ku| A O hypointense O  isointense O hyperintense
Running # e ] segment7 [ O Class 5B-g DeIayedP(]aESqeu'lllbrlum[zz] B. O homogenous O  heterogeneous
|:| [J Segment8 12 S| [23]| C. Enhancement relative to pre-contrast? O No O Yes
[24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction : N Contrast phase used
li i . [Baseline Imaging] Lesion definition for measurements
(Baseline Imaging) Image # Series #
[25] [26] [27 (28] [29] O well defined [30] O late arterial 31
. . O moderatelydefined O portal venous
Short Axis I_I—I . I_I cm | Long Axis I_I—I . I_I cm I_I—I . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
53] 34 [35] O late arterial [36]
: : O portal venous
Short Axis I_I_I . I_I cm Long Axis LI_I . Ll cm . LI cm O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available, O Yes o o % | (presence of HCC) based on [JT1 Chemical O powi
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely imaging other than this Shift Imaging o [42]
present): dynamic post-contrast imaging?
37 (s8] y P 9ING7 59 072, Oother, 5 4
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to M3 form.
- J
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~
ACRIN 6690 4 A
. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATEDLESIONTABLE Reader ID: | | | | | | | |(Site use only)
e " Additional Involved
:ﬂ: :ﬂ: .gpe . . . .
. MRI Lesion 1D Segment(s) %C'T‘assss'fl'l‘;:;'or:\loc;far']—z%g‘ Lesion Signal Features
® = (Highest-# Segment) ) = - Qi i i
5 § (Running#) an(|f aggll_cable,‘ mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
y additional involved cl 5B/5B-q = T2 St HCC
- segment #s) (Class 9= & )
[1 Highest-# Segment: 2 O Segment 1 u @3] | T1 Pre-contrast: Sl pg O hypointense (6] isointense O  hyperintense
Choose the highest-# ) L '
Seg(;ment involvedgand NOT | Segment 2 5 O Class 4 Late Arterial 5| A O hypointense (@] isointense O  hyperintense
the segment # with the greatest ] [16] B. O homogenous O  heterogeneous
tumor burden) [J sSegment 3 . O Class 4g Phase: SI |
[17]| C. Enhancement relative to pre-contrast? O No O Yes
01 0 5 [J Segment 4a 0
O 2 O 6 18]| A O hypointense (0] isointense O  hyperintense
3 o3 o0 7 O Segment4b O Class 5A Portal Venous ™ yp yp
O 4a O 8 &l O Class 5A-g Phase: SI po| B. O homogenous O heterogeneous
O 4b O Segment 5 [9] [20| C. Enhancement relative to pre-contrast? O No O Yes
L) Segment6 [10] O Class 5B ~ Py| A O hypointense O  isointense O hyperintense
Running # @ L] sSegment7 11 O Class 5B-g DelayedpéaEsqel{mb”um[ﬂ] B. O homogenous O  heterogeneous
|:| [J sSegment8 2] S| [23]| C. Enhancement relative to pre-contrast? O No O Yes
[24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter iq cranio_-caudal direction Lesion definition Contrast phase used
(Baseline Imaging) Image # Series # [Baseline Imaging] for measurements
[25] [26] [27] (28] [291| O well defined [30] O late arterial [31]
. . O moderatelydefined O portal venous
Short Axis . LI cm | Long Axis - u cm . LI cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available (321
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
33 34] [35] O late arterial [36]
. : O portal venous
Short Axis L|_| . LI cm Long Axis LLI - L' cm . I—l cm O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available,| O Yes B B % | (presence of HCC) based on [JT1 chemical  [bwi
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely imaging other than this Shift Imaging o [42]
present): dynamic post-contrast imaging?
(7] (38] y p 9ING? (9 072, Oother, )
S Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to M3 form. )
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4 N
ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATED LESIONTABLE Reader ID: | | | | | | | |(Site use only)
= . Additional Involved
c o ( M:I Lesion ID ) Segment(s) %é?;:;flfj‘é'or;\lo"tfaﬁzi‘g Lesion Signal Features
® = Highest-# Segment ) = = GF i i
3 § (Running#) an(|f applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
y additional involved cl 5B/5B-q = T2 St HCC
- segment #s) (Class 9= 295 )
1 | Highest-# Segment: 2 | O Segment1 u 3 | T1 Pre-contrast: S| [ O hypointense O  isointense O  hyperintense
(Choose the highest-# . . .
thSegmem itn;O|Y§1dtsnd NOtT t [J Segment?2 5 O Class 4 Late Arterial [s| A g hypointense g isointense O  hyperintense
e segmen wi e greates . [16] B. homogenous heterogeneous
tumor burden) [J Segment 3 i O Class 4g Phase: SI |
[171] C. Enhancement relative to pre-contrast? O No O Yes
01 0 5 ] Segment 4a,
O 2 O 6 18] A O hypointense (0] isointense O  hyperintense
4 03 07 O Segment4b O Class 5A Portal Venous ¥ yp yp
O 4a O 8 O Class 5A-g Phase: SI 9| B. O homogenous O  heterogeneous
O 4b [J Segment5 [9] [200| C. Enhancement relative to pre-contrast? O No O Yes
Ll Segmenté [10] O Class 5B ~ RPy| A O hypointense O  isointense O hyperintense
Running # a3 L] Segment7 11 O Class 5B-g DeIayedP(]aESqel.?lllbrlum[zz] B. O homogenous O  heterogeneous
|:| [J Segment8 2] S| [23]| C. Enhancement relative to pre-contrast? O No O Yes
[24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction : finiti Contrast phase used
- : , [Baseline Imaging] Lesion definition for measurements
(Baseline Imaging) Image # Series #
[25] [26] [27 (28] 29| O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I—I . |_| cm | Long Axis I_I—I . |_| cm I_I—I . |_| cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
33 34] [35] O late arterial [36]
. . O portal venous
Short Axis . I—l cm Long Axis . |—| cm : I—l cm O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available,| O Yes % | (presence of HCC) based on [JT1 chemical [bwi
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely imaging other than this Shift Imaging o [42]
present): dynamic post-contrast imaging?
[37) [38] J i 9iNg? (3q) 072, Oother, wa
Y Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to M3 form. )
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4 N
ACRIN 6690 4 A
. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
MLESIONTABLE Reader ID:| | | | | | | |(Site use only)
o . Additional Involved
o & e . ) )
c o ( M:I Lesion ID ) Segment(s) %C'T‘asss'fz'l‘;:;'o?\lo‘;far'l-asc'g‘ Lesion Signal Features
® 5 Highest-# Segment . = - Qi i i
28 (Running®) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o Q any additional involved cl 5B/5B- = T2 St HCC
- segment #s) (Class 95 G )
1 | Highest-# Segment: 2] O Segment 1 u 13| T1 Pre-contrast: S| pg O hypointense O  isointense O  hyperintense
(Choose the highest-# . . .
thSegment itn;olyg]dtﬁnd NOtT t [ Segment 2 5] O Class 4 Late Arterial psl| A O hypointense O  isointense O  hyperintense
e segrntirr;m\{)vlllrden(; greates O Segment 3 o O Class 4g Phase: SI [16]| B. O homogenous O  heterogeneous
[177| C. Enhancement relative to pre-contrast? O No O Yes
01 0 5 [J segment 4ap,
O 2 O 6 18] A O hypointense (0] isointense O  hyperintense
5 03 0 7 [0 Segment4b O Class 5A Portal Venous @ P s
O 4a O 8 e O Class 5A-g Phase: SI pg| B. O homogenous O  heterogeneous
O 4b O Segment 5 [9] [20] C. Enhancement relative to pre-contrast? O No O Yes
L] Segment6 [10] O Class 5B ~Pkg| A O hypointense O  isointense O hyperintense
Running # . [0 Segment7 11 O Class 5B-g DeIayedP:]aEsqeullllbrlum[zz] B. O homogenous O  heterogeneous
|:| [J Segments 121 S| [23]| C. Enhancement relative to pre-contrast? O No O Yes
[24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction ion definiti Contrast phase used
li i ; [Baseline Imaging] Lesion definition for measurements
(Baseline Imaging) Image # Series #
[25] [26] [27 28] 29| O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I—I . I_I cm | Long Axis I_I—I . I_I cm I_I—I . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
33 [34] [35] O late arterial 36]
: : O portal venous
Short Axis |_|_| . I_I cm Long Axis . |—| cm . LI cm O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available, O Yes % | (presence of HCC) based on 71 chemical  [CIpwi
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely imaging other than this Shift Imaging o [42]
present): dynamic post-contrast imaging?
(37] (28] Y P 9ING7 (g 072, Oother, 5 4
9 Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to M3 form. )
"Copyright 2012" Version 3.0 ACRIN 6690 M2 06-19-12 50f8



ACRIN 6690 4 A
. : . . ACRIN Study 6690

A Prospective, Multicenter Comparison of Multiphase

Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

; R ; Institution Institution No.
Baseline MRI Local Interpretation: Untreated Lesion Form
o . \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATEDLESIONTABLE reader ||| | | | |(site use ony
o . Additional Involved
T+ 3 e 7 . .
c o ( M:I Lesion ID ) Segment(s) ?é?;:s'féijé'or:\lootfar';zsc':‘é’)‘ Lesion Signal Features
® = Highest-# Segment ) = = GF i i
2 § (Running#) an(;/f :g(fl’iltlic(:)&:lt:ﬁnr:/‘;:/id (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
Class 5B/5B-g = T2 Stage HCC)
- segment #s) (
1 | Highest-# Segment: 2 | O Segment1 u 3 | T1 Pre-contrast: S| [ O hypointense O  isointense O  hyperintense
Choose the highest-# . . .
Seg(,]ment involvedgand NOT [J Segment?2 5] O Class 4 Late Arterial ns5]| A O hypointense (e} isointense O  hyperintense
the segment # with the greatest . [16] B. O homogenous (@] heterogeneous
tumor burden) [J Segment 3 i O Class 4g Phase: SI |
[171] C. Enhancement relative to pre-contrast? O No O Yes
01 0 5 ] Segment 4a,
O 2 O 6 18] A O hypointense (0] isointense O  hyperintense
6 03 07 O Segment4b O Class 5A Portal Venous ¥ yp yp
O 4a O 8 O Class 5A-g Phase: Sl 9| B. O homogenous O  heterogeneous
O 4b [J Segment5 [9] [20| C. Enhancement relative to pre-contrast? O No O Yes
Ll Segmenté [10] O Class 5B ~ RPy| A O hypointense O  isointense O hyperintense
Running # [ L] Segment7 11 O Class 5B-g DeIayedP(]aESqel.?lllbrlum[zz] B. O homogenous O  heterogeneous
|:| [J Segment8 2] S| [23]| C. Enhancement relative to pre-contrast? O No O Yes
[24]| D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
- : . [Baseline Imaging] EHloh CEIne for measurements
(Baseline Imaging) Image # Series #
[25] [26] [27] 28] [291] O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I—I . |_| cm | Long Axis I_I—I . |_| cm I_I—I . |_| cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON ] Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
33 34] [35] O late arterial [36]
. . O portal venous
Short Axis . I—l cm Long Axis . |—| cm : I—l cm O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available,| O Yes % | (presence of HCC) based on 71 chemical  [CIpwi
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely imaging other than this Shift Imaging o [42]
[37] present): 28] dynamic post-contrast imaging? 1391 OT12 ) [ other, us) wal

Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to M3 form.
S %
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4 N
ACRIN 6690 4 A
. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATED L ESION TABLE reader 1o: ||| | | | J(sie use onty
o . Additional Involved
o & e . ) )
c o ( M:I Lesion ID ) Segment(s) %C'T‘asss'fz'l‘;:;'o?\lo‘;far'l-asc'g‘ Lesion Signal Features
® 5 Highest-# Segment . = - Qi i i
28 (Running®) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o Q any additional involved cl 5B/5B- = T2 St HCC
- segment #s) (Class 95 G )
1 | Highest-# Segment: 2] O Segment 1 u 13| T1 Pre-contrast: S| pg O hypointense O  isointense O  hyperintense
(Choose the highest-# . . .
thSegment itn;olyg]dtﬁnd NOtT t [ Segment 2 5] O Class 4 Late Arterial psl| A O hypointense O  isointense O  hyperintense
e segrntirr;m\{)vlllrden(; greates O Segment 3 o O Class 4g Phase: SI [16]| B. O homogenous O  heterogeneous
[177| C. Enhancement relative to pre-contrast? O No O Yes
01 0 5 [J segment 4ap,
O 2 O 6 18] A O hypointense (0] isointense O  hyperintense
7 03 0 7 [0 Segment4b O Class 5A Portal Venous @ P s
O 4a O 8 e O Class 5A-g Phase: SI pg| B. O homogenous O  heterogeneous
O 4b O Segment 5 [9] [20] C. Enhancement relative to pre-contrast? O No O Yes
L] Segment6 [10] O Class 5B ~Pkg| A O hypointense O  isointense O hyperintense
Running # . [0 Segment7 11 O Class 5B-g DeIayedP:]aEsqeullllbrlum[zz] B. O homogenous O  heterogeneous
|:| [J Segments 121 S| [23]| C. Enhancement relative to pre-contrast? O No O Yes
[24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction ion definiti Contrast phase used
li i ; [Baseline Imaging] Lesion definition for measurements
(Baseline Imaging) Image # Series #
[25] [26] [27 28] 29| O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I—I . I_I cm | Long Axis I_I—I . I_I cm I_I—I . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available (32]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
33 [34] [35] O late arterial 36]
: : O portal venous
Short Axis |_|_| . I_I cm Long Axis . |—| cm . LI cm O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available, O Yes % | (presence of HCC) based on 71 chemical  [CIpwi
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely imaging other than this Shift Imaging o [42]
present): dynamic post-contrast imaging?
(37] (28] Y p 9ING7 (g 072, Oother, 5 4
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to M3 form.
- /
"Copyright 2012" Version 3.0 ACRIN 6690 M2 06-19-12 70f8



4 N
ACRIN 6690 4 A
. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Baseline MRI Local Interpretation: Untreated Lesion Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATERLESIONTABLE reader ||| | | | |(site use onty
& " Additional Involved
I+ F ificati i . .
. MRI Lesion 1D Segment(s) ?c':"i‘;:;f"l‘;fs'or;\l;fa#ﬁ%g)‘ Lesion Signal Features
® = (Highest-# Segment) ) = = & i i
3 § (Running#) an(|f aggll_cable,‘ mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
y additional involved cl 5B/5B-0 = T2 St HCC
- segment #s) (Class 9= B )
[ Highest-# Segment: 2 O Segment 1 u @3] | T1 Pre-contrast: Sl pg O hypointense (6] isointense O  hyperintense
(Choose the highest-# ) . '
Segment involved and NOT | Segment 2 5l O Class 4 Late Arterial ns)| A O hypointense (@] isointense O  hyperintense
the segment # with the greatest o [16] B. O homogenous O  heterogeneous
tumor burden) [J Segment3 . O Class 4g Phase: SI |
[171| C. Enhancement relative to pre-contrast? O No O Yes
01 0 5 [0 segment 4a,
O 2 O 6 18)]] A O hypointense (0] isointense O  hyperintense
8 03 o 7 O Segment 4b - O Class 5A Portal Venous [ P vp
O 42 O 8 O Class 5A-g Phase: SI pol| B. O homogenous O heterogeneous
O 4b O Segment 5 [9] [201| C. Enhancement relative to pre-contrast? O No O Yes
) Segmenté [10] O Class 5B ~ Py| A O hypointense O  isointense O  hyperintense
Running # @ L] Segment7 11 O Class 5B-g DelayedpéaEsqeu_lllb”um[22] B. O homogenous O  heterogeneous
|:| [J Segment8 12 S| [23]| C. Enhancement relative to pre-contrast? O No O Yes
[24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesi definiti Contrast phase used
i i . Baseline Imaging] Ssien el for measurements
(Baseline Imaging) Image # Series # [ ging
[25] [26] [27] [28) 29| O well defined [30] O late arterial [31]
. . O moderatelydefined O portal venous
Short Axis L'—I - LI cm | Long Axis |—|—| - LI cm L'—I - LI cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 321
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction Contrast phase used for prior
(Using PRIOR Imaging) imaging measurements
33 34 [35] O late arterial [36]
: : O portal venous
Short Axis . LI cm Long Axis | . |J cm . I—l cm O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O No O Yes (Mark all that apply)
information available,| O Yes B N % | (presence of HCC) based on 711 chemical  [bwi
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely imaging other than this Shift Imaging o [42]
present): dynamic post-contrast imaging?
(7] (38] y p 9ING 7 39) 072, Oother, )
Continue to M3 form
o J
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ACRIN 6690 4 N
. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation
. . Institution Institution No.
Baseline MRI Local Overall Interpretation Form
ParticipantInitials — CaseNo.
If this is a revised or corrected form, please \/box. I:I o J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the untreated lesions on the appropriate forms. The initial and date field at the bottom of the form
also applies to the radiologist's completion of the Baseline MRI Local Interpretation form and the Baseline MRI Local Interpretation: Untreated Lesion form.

Summary of Reported Lesions

Number of Class 4 lesions [1]

Number of Class 5A/5A-g lesions [T1 HCCs] 2l

Number of Class 5B/5B-g lesions [T2 HCCs] [s]

1. Were there additional Class 4 lesions that were not reported? (4] [Protocol only requires the reporting of up to 5 (five) Class 4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[5]

3. Is the participant within Milan criteria?

O No
O Yes

[6]

Comments:

[7.8]

[0 [10]
Initials of person completing the form Date form completed (mm-dd-yyyy)

- J
"Copyright 2010" Version 1.0 ACRIN 6690 M3 11-08-10 1lofl
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. . . ACRIN Study 6690
A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and o
Liver Transplant Allocation Institution Institution No.
MRI Technical Assessment Form: Post Ablation - -
Participant Initials Case No.
If this is a revised or corrected form, please \/box. l:l B -
Instructions: The form is completed for the post ablation imaging visit (28-60 days post ablation) by the designated research staff (i.e. imaging
technologist, research associate, etc.) with the appropriate source documents.
1. Timepoint: (1]
O Post Ablation Imaging (28-60 days post ablation)
2. Was imaging exam completed? 2
O No (Complete Q2a, then form as applicable)
O Yes (Continue to Q3)
2a. Reasonimaging not completed: 3]
O Participant death O Medical reason
O Participant withdrew consent O Adverse event (Refer to AE section of the protocol for reporting requirements)
O Participant refusal O Other, specify "
O Progressive disease
3. Date of imaging: - - (mm-dd-yyyy) [5]
Scanner [ Not done [54]
4. Manufacturer: (6] OGE Opvphiips OsSiemens OToshiba O Other, 7
5. Model name/Institutional ID of scanner used for this exam: 8]
6. What magnet strength was the exam acquired on? (0] O15 Tesla 0O3.0 Tesla
Contrast Administration [] Not done -
7. Was IV contrast administered? [10]
O No
O Yes (Complete Q7a-Q7d)
7a. Brand of contrast agent administered: [11]
O Magnevist O ProHance
O MultiHance O Dotarem
O Omniscan O Optimark
O Vvasovist O Other, specify: [12]
7b.  Amount injected: | | | | |mL [13]
7c. Rate of contrast injection: | | || | | mL/sec [57]
7d.  Was bolus tracking used? [15]
O No (Complete Q7e)
O Yes
7e. If bolus tracking was not used, specify method: [16]
O Timingbolus
O Fixed time delay
- J
"Copyright 2012" Version 3.0 6690 MA 05-16-12 1of2
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ZS ) : ) e ~N
A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and ACRIN Study 6690
Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and PLACE LABEL HERE
Liver Transplant Allocation
MRI Technical Assessment Form: Post Ablation Institution Institution No.
If this is a revised or corrected form, please \/box. l:l Participantinitials_________ Case No. )
Sequence Information ] Not done 6]
Sequence Performed? | Series Number
Pre-contrast T1-weighted gradient echo ONo  [17] 18]
O Yes
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: LATE ARTERIAL ONo  [19] (201
O Yes
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: PORTAL VENOUS ONo  p (22]
O Yes
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: ONo [23] [24]
EQUILIBRIUM/DELAYED PHASE O Yes
Coronal reconstruction of dynamic late arterial imaging ONo  [2g] (6]
O Yes
Sagittal reconstruction of dynamic late arterial imaging ONo  [27] (28]
O Yes
T1-weighted (in/out phase) ONo  [29] [30]
O Yes
T2-weighted (with FAT SAT) ONo [31] [32]
O Yes
T2-weighted (without FAT SAT) ONo 33 34]
O Yes
Diffusion weighted imaging ONo  [35] (36]
O Yes
ONo [38] [39]
[37] O Yes
ONo [41] [42]
[40] O Yes
ONo [44] [45]
[43] O Yes
ONo [47] [48]
[46] O Yes
Adverse Events
8. Any adverse events related to imaging to report? (Refer to AE section of the protocol for reporting requirements) [49]
O No (Initial and date form)
O Yes (Complete AE form)
COMMENTS:
[50, 51]
[52] i i (53]
Initials of person completing the form Date form completed (mm-dd-yyyy) )

"Copyright 2012" Version 3.0 6690

MA 05-16-12 2of2
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. . . ACRIN Study 6690
A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and o
Liver Transplant Allocation Institution Institution No.
MRITechnical Assessment Form - .
Participant Initials Case No.
If this is a revised or corrected form, please \/box. l:l E -
Instructions: The form is completed at baseline and at each serial imaging visit [in association with the mandatory update of HCC exception MELD
points (no later than every 90)] by the designated research staff (i.e. imaging technologist, research associate, etc.) with the appropriate source
documents. For assistance in completing Q1 UNOS listing update, please contact your site's designated transplant coordinator / research staff.
1. UNOSIistingupdate(timepoint):[1
O Baseline O 4" UNOS update (360 day) O 8" UNOS update (720 day)
O 1%UNOS update (90 day) O 5" UNOS update (450 day) O 9" UNOS update (810 day)
O 2" UNOS update (180day) O 6™ UNOS update (540 day)
O 39UNOS update (270 day) O 7" UNOS update (630 day)
2. Was imaging exam completed? 2
O No (Complete Q2a, then form as applicable)
O Yes (Continue to Q3)
2a. Reasonimaging not completed: 3]
O Participant death O Medical reason
O Participant withdrew consent O Adverse event (Refer to AE section of the protocol for reporting requirements)
O Participant refusal O Other, specify (4]
O Progressive disease
3. Date of imaging: - - (mm-dd-yyyy) 5]
Scanner [ Not done [54]
4. Manufacturer: (6] OGE Opvphilips Osiemens OToshiba O Other, o
5. Model name/Institutional ID of scanner used for this exam: i8]
6. What magnet strength was the exam acquired on? (0] O15 Tesla 0O3.0 Tesla
Contrast Administration [] Not done -
7. Was IV contrast administered? [10]
O No
O Yes (Complete Q7a-Q7d)
7a. Brand of contrast agent administered: [11]
O Magnevist O ProHance
O MultiHance O Dotarem
O Omniscan O Optimark
O Vvasovist O Other, specify: [12]
7b.  Amountinjected: | | | | |mL [13]
7c. Rate of contrast injection: | | || | |mL/sec [57]
7d.  Was bolus tracking used? [15]
O No (Complete Q7e)
O Yes
7e. If bolus tracking was not used, specify method: [16]
O Timingbolus
O Fixed time dela
N Y J
"Copyright 2013" Version3.1 6690 MR 03-05-13 1of2



/I\/I R ACRIN 6690 N
) : ) Ve ~N
A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and ACRIN Study 6690
Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and PLACE LABEL HERE
Liver Transplant Allocation
MRI Technical Assessment Form Institution Institution No.
If this is a revised or corrected form, please \/box. l:l Participantinitials_________ Case No. )
Sequence Information ] Not done 6]
Sequence Performed? | Series Number
Pre-contrast T1-weighted gradient echo ONo  [17] (18]
O Yes
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: LATE ARTERIAL ONo  [19] (201
O Yes
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: PORTAL VENOUS ONo  p (22]
O Yes
Dynamic post-extracellular-gadolinium T1-weighted gradient echo: ONo [23] [24]
EQUILIBRIUM/DELAYED PHASE O Yes
Coronal reconstruction of dynamic late arterial imaging ONo  [2g] (26]
O Yes
Sagittal reconstruction of dynamic late arterial imaging ONo  [27] (28]
O Yes
T1-weighted (in/out phase) ONo  [29] [30]
O Yes
T2-weighted (with FAT SAT) ONo [31] [32]
O Yes
T2-weighted (without FAT SAT) ONo  [33] (34]
O Yes
Diffusion weighted imaging ONo  [35] 36]
O Yes
ONo [38] [39]
[37] O Yes
ONo [41] [42]
[40] O Yes
ONo [44] [45]
[43] O Yes
ONo [47] [48]
[46] O Yes
Adverse Events
8. Any adverse events related to imaging to report? (Refer to AE section of the protocol for reporting requirements) [49]
O No (Initial and date form)
O Yes (Complete AE form)
COMMENTS:
[50, 51]
[52] B ) (53]
Initials of person completing the form Date form completed (mm-dd-yyyy) )

"Copyright 2013" Version3.1 6690 MR 03-05-13 2o0f2



ACRIN 6690

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

ACRIN Study 6690
PLACE LABEL HERE

Institution No.

PA

Local Pathology: Macroscopic Analysis Form

Institution

Participant Initials Case No.

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

Instructions: Nodules identified by prior radiologic examination will be documented on this form following explant examination. If no correlative nodule is identified, this should be noted. If it is not clear that the sampled nodule
corresponds to the radiographic nodule, this should be recorded. In cases in which nodules are observed on pathologic examination without corresponding radiologic nodules, record Pathology: Nodule IDs (Highest-# Segment and
Running #). If a nodule cannot be unequivocally assigned to just one specific segment, identify the nodule by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST
tumor burden). For example, a nodule seen involving segments 6, 7, and 8 then 8 would be assigned for the Nodule ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for
Additional Involved Segment(s). Please continue to record the result of the interpretation on the Local Pathology: Microscopic Evaluation (PI) form.

MACROSCOPIC EVALUATION

/

Lesion ID
(Radiology MR/CT Interpretation Form) Pathology: Nodule Information
s CT MRI
Lesion ID Lesion ID Location
g Pathology: Nodule ID
3 “ o & H* Additional Involved _
e i o 7 = = Nodule _ Segment(s) Slice | Maximum
= . o 9 E £ 35 < | identified ¥ & i Nodule size Comments
o Lesion Identified by: c g E < g S | identifie = = > (If applicable, mark | #(s)
S £ = g g |at explant? e = any additional (cm)
S g, o = 22 5 involved t #
§ 5 5 = QE: 2 E involved segment #s)
[1] [2] [3] [4] [5] [6] [71 [10-18]|  [19-22] [23] [24]
O CT (provide CT lesion ID
¢ i ) ) O1 Os O1 Os O1 S
O MRI (provide MRI lesion ID) O2 Os O2 Os O No 0> 6 001 [aa Ols
1. |0 Both (provide both lesion IDs) O3 0O7 O3 0O7 O Yes O3 0O7 O2 [ O7
O Not identified on imaging O4a Os O4a Os O Indeterminate | O 4a O 8 O3 Os Os
(Continue to Pathology: O 4 O % O 4 T
Nodule information)
O CT (provide CT lesion ID
® , ) ) 1 Os O1 Os O1 Os S
2 O MRI (provide MRI lesion ID) > Os O2 Os O No O2 Os 011 [aa e
* | O Both (provide both lesion IDs) 3 O7 O3 0O7 O Yes O3 0O7 O2 a 7
O Not identified on imaging 4 Os O4 Os O Indeterminate | O 4a O 8 O3 Ods Os
(Continue to Pathology: 4b O 4 O 4 T
Nodule information)
O CT (provide CT lesion ID
(provid '10) 01 Os 01 01 Os _
O MRI (provide MRI lesion ID) O2 Os 02 O No O2 Os 01 a4 Os
3. ¢} Both- (prO\l/ifje bothllesio.n Ds)| O3 O7 O3 7 O Yes O3 0O7 O2 a [O7
O Not identified on imaging Osa Os O4a Os O Indeterminate | O 4a O 8 O3 Os Os
(Continue to Pathology: O 4 O 4 O -
Nodule information)
Please continue to the next page to continue to report macroscopic results.
Y If macroscopic reporting is complete, please continue to the Local Pathology: Microscopic Analysis Form.
"Copyright 2010" Version 1.0 ACRIN 6690 PA 11-19-10 1of5



ACRIN 6690 4 N
PA A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology Macroscopic Analysis Form Institution Institution No.
o ) \/ ParticipantInitials — CaseNo.
If this is a revised or corrected form, please V box. L J
MACROSCOPIC EVALUATION
Lesion ID
(Radiology MR/CT Interpretation Form) Pathology: Nodule Information
@ CT MRI
= Lesion ID Lesion ID Location
= Pathology: Nodule ID
& “ “ - Additional Involved
< o =3 i = = Nodule — Segment(s) : Maximum
0 c c o= < . . ¥ o #* Slice !
t Lesion Identified by: Lo E £2 £ | identified w2 = (It applicable, mark | #(s) | Nodule size Comments
= 22 = s g |2t explant? 22 z = any additional (cm)
=) T = z?® = 22 5 involved segment #s)
2 S (8} s = & ¥
[1] [2] [3] [4] [5] [6] [7] [10-18]|  [19-22] [23] [24]
O CT ide CT lesion ID
(provi _e es'on_ ) O1 Os O1 Os O1 Os -
O MRI (prowdle MRI IeS|oln ID) 02 Os 02 Os O No 02 Os 001 [Daa s
4, |0 Both (provide both lesion IDs) O3 O7 O3 O7 O Yes O3 O O2 a [O7
O Not identified on imaging O4s4a Os O4a Os O Indeterminate O4a Os O3 dOs [Os
(Continue to Pathology: O 4 O 4p O 4 T
Nodule information)
O CT (provide CT lesion ID
(pw_ '_) O1 Os O1 Os O1 Os -
5 O MRI (provu?e MRI IeS|o.n ID) O2 Os O2 Os O No O2 Os 01 [aa Os
O Both (provide both lesion IDs) | O3 QO 7 O3 0O7 O Yes O3 0O7 Cl2 la O7
O Not identified on imaging O4a Os Os4a Os O Indeterminate | O 4a O 8 O3 Os Os
(Continue to Pathology: O 4p O 4p O -
Nodule information)
O CT (provide CT lesion ID
(provid ton 1D) 01 Os 01 Os 01 O -
O MRI (provu{e MRI IESIO.n D) O2 Os O2 Os O No O2 O 01 a4 Os
6. O Both (prOVIde both lesion |DS) O 3 O 7 O 3 O 7 O Yes O 3 O 7 I:l 2 El 4b I:l 7
O Not identified on imaging O4a Os O4a Os O Indeterminate | O 4a O 8 O3 Os Os
(Continue to Pathology: O 4p O 4p O ap -
Nodule information)
Please continue to the next page to continue to report macroscopic results.
If macroscopic reporting is complete, please continue to the Local Pathology: Microscopic Analysis Form.

AN /
"Copyright 2010" Version 1.0 ACRIN 6690 PA 11-19-10 2o0f5




ACRIN 6690 4 N
PA A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology Macroscopic Analysis Form Institution Institution No.
o ) \/ ParticipantInitials — CaseNo.
If this is a revised or corrected form, please V box. L J
MACROSCOPIC EVALUATION
Lesion ID
(Radiology MR/CT Interpretation Form) Pathology: Nodule Information
fr CT MRI
= Lesion ID Lesion ID Location
= Pathology: Nodule ID
& “ « " Additional Involved
& o o - o Nodule _ Segment(s) i Maximum
= c o= = . . ¥ o H* Slice .
3t Lesion Identified by: £ £ £g £ | identified w2 o (If applicable, mark | #(s) |Nodule size Comments
= 22 = T g)')’ g |2t explant? % £ - any additional (cm)
S 59 5 z = = 5,')’ é involved segment #s)
zZ =
(1] [2] [3] [4] [5] [6] [7] [10-18]|  [19-22] [23] [24]
O CT (provide CT lesion ID) O1 Os O1 Os O1 Os
O MRI (provide MRI lesion ID) 02 Os 02 Os O No 02 Os 001 [Daa s
7. |0 Both (provide both lesion IDs) O3 O7 O3 O7 O Yes O3 O O2 a [O7
O Not identified on imaging O4s4a Os O4a Os O Indeterminate O4a Os O3 dOs [Os
(Continue to Pathology: O 4 O 4p O 4 T
Nodule information)
O CT (provide CT lesion ID
(pw_ '_) O1 Os O1 Os O1 Os -
8 O MRI (provide MRI lesion ID) O2 Os O2 Os O No O2 Os 01 [aa Os
O Both (provide both lesion IDs) | O3 QO 7 O3 0O7 O Yes O3 0O7 Cl2 la O7
O Not identified on imaging O4a Os Os4a Os O Indeterminate | O 4a O 8 O3 Os Os
(Continue to Pathology: O O a O 4 T
Nodule information)
O CT (provide CT lesion ID) O1 Os O1 Os O1 Os
O MRI (provide MRI lesion ID) O2 Os O2 Os O No O2 Os 01 a4 Os
9 O Both (provide both lesion |DS) O 3 O 7 O 3 O 7 O Yes O 3 O I:l 2 El 4b I:l 7
" |0 Not identified on imaging O4a Os O4a Os O Indeterminate | O 4a O 8 O3 Os Os
(Continue to Pathology: O 4p O 4p O ap -
Nodule information)
Please continue to the next page to continue to report macroscopic results.
If macroscopic reporting is complete, please continue to the Local Pathology: Microscopic Analysis Form.

AN /
"Copyright 2010" Version 1.0 ACRIN 6690 PA 11-19-10 3o0f5




ACRIN 6690 4 N
PA A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology Macroscopic Analysis Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L J
MACROSCOPIC EVALUATION
Lesion ID
(Radiology MR/CT Interpretation Form) Pathology: Nodule Information
frs CT MRI
= Lesion ID Lesion ID Location
= Pathology: Nodule ID
& “ “ - Additional Involved
€ i 2 oy o Nodule - “ Segment(s) Slice | Maximum
q - = i FoR * =2 H
b Lesion Identified by: 2 é = £g £ | identified - 2 (If applicable, mark | #(s) | Nodule size oG EnE
E £9 7 e g |at explant? £ £ € B any additional (cm)
0 = — D2 o :
'§ 5 5 L z g = involved segment #s)
[1] [2] [3] [4] [5] [6] [7] [10-18]|  [19-22] [23] [24]
O CT (proviofe CT Iesion- ID) o Os 1 Os O1 Os
O MRI (provide MRI lesion ID) 0] Os 2 Os O No O2 Os 01 [aa Ols
10. o Both (provide both lesion IDs) O3 O7 3 O7 O Yes O3 O7 O2 a O7
O Not identified on imaging (@] Os 4 Os O Indeterminate | O 42 O O3 Os Os
(Continue to Pathology: O 4 4b O a T
Nodule information)
o CT ide CT lesion ID
(provi _e es'on_ ) O1 Os O1 Os O1 Os -
11 O MRI (provide MRI lesion ID) O2 Os O2 Os O No O2 Os 01 [aa s
* | O Both (provide both lesion IDs) | O3 QO 7 O3 O7 O Yes O3 O C2 Oa O7
O Not identified on imaging Os4a Os O4a Os O Indeterminate | O 4a O 8 O3 Os Os
(Continue to Pathology: O m O a O T
Nodule information)
o CT ide CT lesion ID
(provi .e esmn, ) 1 Os 1 5 O1 Os N
O MRI (provide MRI lesion ID) 2> Os 2 6 O No O2 Os 001 a4 Os
12. O Both (provide both lesion |DS) 3 O 7 3 7 O Yes O 3 O 7 I:l 2 El ab I:l 7
O Not identified on imaging 42 Os 4a 8 O Indeterminate | O 4a O O3 Os Os
(Continue to Pathology: 4b 4b O -
Nodule information)
Please continue to the next page to continue to report macroscopic results.
If macroscopic reporting is complete, please continue to the Local Pathology: Microscopic Analysis Form.
o J
"Copyright 2010" Version 1.0 ACRIN 6690 PA 11-19-10 4o0f5



PA

ACRIN 6690

A Prospective, Multicenter Comparison of Multiphase

Local Pathology Macroscopic Analysis Form

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

Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

ACRIN Study 6690
PLACE LABEL HERE

Institution Institution No.

Participantinitials — Case No.

- /

MACROSCOPIC EVALUATION

Lesion ID
(Radiology MR/CT Interpretation Form) Pathology: Nodule Information
= CT MRI
** Lesion ID Lesion ID Location
o Pathology: Nodule ID
3 “ “ - Additional Involved
o) #* i ;
4 oo o % = = Nodule — Segment(s) li Maximum
~ 0 c = R £ . L ® o #* Slice .
"y Lesion Identified by: 28 = < g £ | identified 7 E o (If applicable, mark | #(s) | Nodule size ERIImENE
g 22 = T g)')’ £ |at explant? % £ - = any additional (cm)
> — — .
3 5 %) = % % = §)‘ 2 involved segment #s)
Zq] [2] [3] [4] 5] [6] [7] [10-18]|  [19-22] [23] [24]
O CT (provide CT lesion ID
® i _ ) O1 Os O1 Os O1 Os -
O MRI (provide MRI lesion ID) O2 Os O2 Os O No O2 Os 001 [Daa s
13. |0 Both (provide both lesion IDs) O3 O7 O3 O7 O Yes O3 O7 O2 a [O7
O Not identified on imaging O4s4a Os O4a Os O Indeterminate O4a Os O3 dOs [Os
(Continue to Pathology: O 4 O 4p O 4 T
Nodule information)
O CT (provide CT lesion ID
(b i ] ) O1 Os O1 Os O1 Os -
14 O MRI (provide MRI lesion ID) O2 Os O2 Os O No O2 Os 01 [aa Os
* |O Both (provide both lesionIDs) | O3 QO 7 O3 0O7 O Yes O3 0O7 Cl2 la O7
O Not identified on imaging O4a Os Os4a Os O Indeterminate | O Os O3 Os Os
(Continue to Pathology: O O a O 4 T
Nodule information)
O CT (provide CT lesion ID
® i , ) O1 Os O1 Os O1 Os -
O MRI (provide MRI lesion ID) O2 Os O2 Os O No O2 Os 01 a4 Os
15. (@) Both- (prO\-/i-de both.lesioh Ds)| O3 O7 O3 O7 O Yes O3 O7 O2 a [O7
O Not identified on imaging O4a Os O4a Os O Indeterminate | O 4a O 8 O3 Os Os
(Continue to Pathology: O O 4 O 4 T
Nodule information)

.

Please continue to the next page to continue to report macroscopic results.
If macroscopic reporting is complete, please continue to the Local Pathology: Microscopic Analysis Form.

/
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ACRIN 6690
_ _ _ _ ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
_ _ _ _ Institution Institution No.
Local Pathology: Macroscopic Analysis Form - Eovist Sub-Trial o .
Participant Initials — Case No.

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

Instructions: Nodules identified by prior radiologic examination will be documented on this form following explant examination. If no correlative nodule is identified, this should be noted. If it is not clear that the sampled nodule
corresponds to the radiographic nodule, this should be recorded. In cases in which nodules are observed on pathologic examination without corresponding radiologic nodules, record Pathology: Nodule IDs (Highest-# Segment and
Running #). If a nodule cannot be unequivocally assigned to just one specific segment, identify the nodule by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST
tumor burden). For example, a nodule seen involving segments 6, 7, and 8 then 8 would be assigned for the Nodule ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for
Additional Involved Segment(s). Please continue to record the result of the interpretation on the Local Pathology: Microscopic Evaluation (PI) form.

MACROSCOPIC EVALUATION

Lesion ID (Radiology MR/CT Interpretation Form)
Nodule # P . . - . . .
(Record #) CT modallty. Has lesion been identified by CT modality? CT Highest-# Segment CT Running #
[1] [25] 3] [l
o N o v O1 O4a Oes
1 © s O2 Oa O
O3 Os Os
MRI modality (main 6690 trial MR imaging) E-MRImodality (Eovist sub-study MRimaging)
Has lesion been identified MR Highest-# . Has lesion been identified E-MRI Highest-# _ .
by MRI modality? Segment LRI 7 by E-MRI modality? Segment SURIie) e
[26] [5] [6] [27] [28] [29]
O1 O4a Os O1 O4a Os
0 No O VYes O2 Oa O7 0 No O VYes O2 Oa O7
O3 Os Os O3 Os Os
Pathology: Nodule Information
. Nod_u!e Pathology: Nodule ID LI Maximum Nodule SOMIEIES [24]
identified — - size (cm)
at explant? Highest Segment # Running # Additional Involved Segment(s) Slice #(s)
[ (8] ol (If applicable, mark any additional [19-22] 23]
involved segment #s) [10-18]
0 No O1 O4a Oes
O Yes O2 Oa O7 01 O4a Os
O Indeterminate O3 Os Os O2 Oa O7
Os Os [Os

Please continue to the next page to continue to report macroscopic results.
If macroscopic reporting is complete, please continue to the Local Pathology: Microscopic Analysis Form.

AN /
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e
ACRIN 6690 4 N
P E A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology: Macroscopic Analysis Form - Eovist Sub-Trial Institution InstitutionNo.
o ) \/ ParticipantInitials — CaseNo.
If this is a revised or corrected form, please V box. L J
MACROSCOPICEVALUATION
Lesion ID (Radiology MR/CT Interpretation Form)
Nodule # T . . - . . .
(Record #) CT modallty. Has lesion been identified by CT modality? CT Highest-# Segment CT Running #
m [25] 3] [
O1 O4a Os
2 O No O Yes O2 Oa O7
O3 Os5 Os
MRI modality (main 6690 trial MR imaging) E-MRImodality (Eovist sub-study MR imaging)
Has lesion been identified MR Highest-# . Has lesion been identified E-MRI Highest-# .
by MRI modality? Segment MRI Running # by E-MRI modality? Segment E-MRI Running #
[26] [5] [6] [27] [28] [29]
O1 O4a Oes O1 Oaua 6
0 No O Yes O2 Oa O7 0 No O Yes O2 Oa O7
O3 Os5 Os O3 Os5 Os
Pathology: Nodule Information
Nodule Pathology: Nodule ID Location Maximum Nodule Comments -
identified — - size (cm)
at explant? Highest Segment # Running # Additional Involved Segment(s) Slice #(s)
U 1G] L) (If applicable, mark any additional 1522 23]
involved segment #s) [10-18]
O No O1 O4a Os
O Yes O2 Oa4 O7 01 Oa4a Os
O Indeterminate Os Os Os O2 Oa O7
Oz Os Os
Please continue to the next page to continue to report macroscopic results.
If macroscopic reporting is complete, please continue to the Local Pathology: Microscopic Analysis Form.
o J
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ACRIN 6690 4 N
P E A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology: Macroscopic Analysis Form - Eovist Sub-Trial Institution InstitutionNo.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L J
MACROSCOPICEVALUATION
Lesion ID (Radiology MR/CT Interpretation Form)
Nodule # A . . - . . .
(Record #) CT modal|ty. Has lesion been identified by CT modality? CT Highest-# Segment CT Running #
[1] [25] [3] [
O1 O4a Os
3 O No O Yes O2 Ox O7
O3 Os5 Ozs
MRI modality (main 6690 trial MR imaging) E-MRImodality (Eovist sub-study MRimaging)
Has lesion been identified MR Highest-# . Has lesion been identified E-MRI Highest-# ) .
by MRI modality? Segment ISR o by E-MRI modality? Segment SUURTREI e
[26] 5] [6] [27] [28] [29]
O1 O4a Os O1 O4a Os
0 No O Yes O2 Oa4 O7 0 No O Yes O2 Oa O7
O3 Os5 Os O3 Os5 Os
Pathology: Nodule Information
Nodule Pathology: Nodule ID Location s Nl Comments ”
identified . " size (cm)
at explant? Highest Segment # Running # Additional Involved Segment(s) Slice #(s)
[E] (If applicable, mark any additional [10-22) 231
involved segment #s) [10-18]
0 No O1 O4a Os
O Yes O2 Oa4 O7 O1 O4a Oes
O Indeterminate Os Os Os O2 O O7
O3 Os Os
Please continue to the next page to continue to report macroscopic results.
If macroscopic reporting is complete, please continue to the Local Pathology: Microscopic Analysis Form.
o J
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ACRIN 6690

.

4 N
P E A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology: Macroscopic Analysis Form - Eovist Sub-Trial Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L J
MACROSCOPICEVALUATION
Lesion ID (Radiology MR/CT Interpretation Form)
Nodule # lity: . . - - . .
(Record #) CT modality: Has lesion been identified by CT modality? CT Highest-# Segment CT Running #
m [25] [3] [
O1 O4a Oes
4 O No O Yes O2 Os O7
O3 Os5 Os
MRI modality (main 6690 trial MR imaging) E-MRImodality (Eovist sub-study MR imaging)
Has lesion been identified MR Highest-# . Has lesion been identified E-MRI Highest-# .
by MRI modality? Segment MRI Running # by E-MRI modality? Segment E-MRI Running #
[26] [5] [6] [27] [28] [29]
O1 O4a Oes O1 O4a Oes
0 No Yes O2 Oa O7 0 No O Yes O2 O O7
O3 Os5 Os O3 Os5 Os
Pathology: Nodule Information
-dNOCt‘-L:c-Ied Pathology: Nodule ID Location Maximum Nodule Comments -
identifie — - ;
at explant? Highest Segment # Running # Additional Involved Segment(s) Slice #(s) size (cm)
& ol (If applicable, mark any additional 1222 23]
involved segment #s) [10-18]
O No O1 O4a Os
O Yes O2 O O7 O1 Osa Oes
O Indeterminate Os Os Os O2 Oa O7
Oz Os Os
Please continue to the next page to continue to report macroscopic results.
If macroscopic reporting is complete, please continue to the Local Pathology: Microscopic Analysis Form.
J
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e
ACRIN 6690 4 N
P E A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology: Macroscopic Analysis Form - Eovist Sub-Trial Institution InstitutionNo.
o ) \/ ParticipantInitials — CaseNo.
If this is a revised or corrected form, please V box. L J
MACROSCOPICEVALUATION
Lesion ID (Radiology MR/CT Interpretation Form)
Nodule # lity: - . . - . .
(Record #) CT moda Ity: Has lesion been identified by CT modality? CT Highest-# Segment CT Running #
] [25] [3] ]
O1 O4a Os
5 O No O Yes O2 Oa4 O7
O3 Os5 Os
MRI modality (main 6690 trial MR imaging) E-MRImodality (Eovist sub-study MRimaging)
Has lesion been identified MR Highest-# . Has lesion been identified E-MRI Highest-# .
by MRI modality? Segment MRI Running # by E-MRI modality? Segment E-MRI Running #
[26] [5] [6] [27] [28] [29]
O1 O4a Oes O1 Oaua 6
O No O Yes O2 Oa O7 O No O Yes O2 Oa O7
O3 Os5 Os O3 Os5 Os
Pathology: Nodule Information
Nodule Pathology: Nodule ID Location Maximum Nodule Comments -
identified — - size (cm)
at explant? Highest Segment # Running # Additional Involved Segment(s) Slice #(s)
U 1G] L) (If applicable, mark any additional 1522 23]
involved segment #s) [10-18]
O No O1 O4a Os
O Yes O2 Oa4 O7 01 Oa4a Os
O Indeterminate Os Os Os O2 Oa O7
Oz Os Os
Please continue to the next page to continue to report macroscopic results.
If macroscopic reporting is complete, please continue to the Local Pathology: Microscopic Analysis Form.
- /
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s N)
PI ACRIN 6690 ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. . . Institution Institution No.
Local Pathology: Microscopic Analysis Form
Participant Initials Case No.
If this is a revised or corrected form, please \/box. I:I - /

Instructions: Each nodule identified during macroscopic analysis should be accounted for on this macroscopic analysis (Pl) form using the same pathologic nodule ID recorded on the PA (macroscopic analysis) form. If nodule
shows complete necrosis, record whether or not a biopsy is available (and the date of biopsy when applicable) and continue to the comments column. If additional rows are needed to document additional nodules, please use the
Supplemental Local Pathology: Microscopic Analysis Form.

MICROSCOPIC EVALUATION

Pathology: -
Nodule ID Histology 1)
Specify HCC-specific variants
L in next column
@ If complete necrosis, is 1 HEC NOS
Necrosis a biopsy available? q Fegd )
g HCC - e)| Differentiation Fibrous 2 HCC specific variant HCC T
9 e R present? | “Continue to | (Continue to the comments grade pseudocapsule 3 Regenerative of low grade Specific Variant
@x 3 “E’ g next column column and report any dreplEm e feals
3 <o < remaining nodules) . .
o = $ S 4 High grade dysplastic nodule
= e 5 Necrotic tissue only
§ 88 Other, specify
[1] [2] [3] [4] [5] [8] [9] [11] [12] [13]
o1 05 O Fibrolamellar
02 O 6 O None O No O Well O None O Clear cell
O No O Moderate rcomatoid
Llos o7 O Incomplete | o v O Incomplete O Sarcomato
es: - -
O Yes T O Poor ; O Sclerosin
O4a O 8 O Complete* (mm-dd-yyyy) _ O Complete Code Specify : g
0 4b O Not applicable O Mixed HCC/
cholangiocarcinoma
o1 o5 O Fibrolamellar
02 06 O None o No O well O None O Clear cell
O No O Moderate | O Sarcomatoid
2 O3 o7 oy O Incomplete | O Yes: ___ - - op O Incomplete )
O4a O 8 es O Complete* (mm-dd-yyyy) oor O Complete Code Specify O Sclerosing
0 4b O Not applicable O Mixed HCC/
cholangiocarcinoma
o1 05 O Fibrolamellar
02 O 6 O None ON O Well O None O Clear cell
O No 0 O Moderate rcomatoid
3 O Sarcomato
03 07 o ves O Incomplete | O Yes: - - 0 Poor O Incomplete - O Sclerosin
O4a O 8 O Complete* (mm-dd-yyyy) : O Complete Code Specify : 9
0 4b O Not applicable O Mixed HCC/
cholangiocarcinoma

.

Please continue to the next page to continue to report microscopic results. If microscopic reporting is complete, please continue to the Local Pathology: Summary Form.

/
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- N
ACRIN 6690 4 N
P I A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology Microscopic Analysis Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L J
Pathology:
Nodule ID Histology ;g
Specify HCC-specific variants
s If complete necrosis, is o1 Hcénl\:];)gwlumn
= Necrosis a biopsy available? : P )
s . Hee | . | TR Fibrous |0 2 HCC specific variant HCC Comments
2 = s present? | “Continue to | (Continue to the comments greeE pseudocapsule : Specific Variant
9] 20 o e el O 3 Regenerative or low grade
5 o £ = column and report any dysplastic nodule
$+ < o c remaining nodules) . .
@ %’ g S O 4 High grade dysplastic nodule
g & O 5 Necrotic tissue only
S O 88 Other, specify
[1] [2] [3] [4] 5] 8] [9] [11] [12] [13]
O Fibrolamellar
ot 95 O Wwell O Clear cell
02 O 6 O None O No O None
4 O No O Moderate | | O Sarcomatoid
O3 o7 oy O Incomplete | O Yes: - - op O Incomplete )
O4a O 8 e O Complete* (mm-dd-yyyy) oo _ O Complete Code Specify © S(_:Ierosmg
0 4b O Not applicable O Mixed HCC/
cholangiocarcinoma
O Fibrolamellar
ol 95 O Well O Clear cell
02 O 6 O None O No O None
O No O Moderate | | O Sarcomatoid
5 03 o7 oy O Incomplete | O Yes: - - op O Incomplete )
O4a O 8 es O Complete* (mm-dd-yyyy) o O Complete Code Specify o Sc.:lerosmg
0 4b O Not applicable O Mixed HCC/
cholangiocarcinoma
O Fibrolamellar
ot 95 O Wwell O Clear cell
02 O 6 O None O No O None
6 O No O Moderate | | O Sarcomatoid
O3 o7 oy O Incomplete | O Yes: - - op O Incomplete )
04 O 8 ® o complete* (mm-dd-yyyy) oor O Complete Code Specify O Sclerosing
0 4b O Not applicable O Mixed HCC/
cholangiocarcinoma
- J
"Copyright 2010" Version 1.0 ACRIN 6690 Pl 12-14-10 2of5



- N
ACRIN 6690 4 N
P I A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology Microscopic Analysis Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L J
Pathology:
Nodule ID Histology g
Specify HCC-specific variants
L in next column
s If complete necrosis, is 01 HCC NOS
Necrosis a biopsy available? ; o )
-g HCC — 1 | P I Fibrous O 2 HCC specific variant HCC o -
] *e g present? | “Continue to | (Continue to the comments grade pseudocapsule |5 3 g tive o | d Specific Variant
n o = next column column and report any egenerative or low grade
€ IS = e dysplastic nodule
o < o c remaining nodules) . )
o 2o c O 4 High grade dysplastic nodule
Y T 0 > s
g @ O 5 Necrotic tissue only
2 O 88 Other, specify
[1] 2] [3] 4] 5] 8] [9] [11] [12] [13]
O Fibrolamellar
ot 95 O Wwell O Clear cell
02 O 6 O None O No O None
7 O No O Moderate | | O Sarcomatoid
- |03 o7 oy O Incomplete | O Yes: __ - - op O Incomplete )
O4a O 8 e O Complete* (mm-dd-yyyy) , oor 0 Complete Code Specify O Sclerosing
0 4b ' | o Not applicable O Mixed HCC/
cholangiocarcinoma
O Fibrolamellar
ot 95 O Well O Clear cell
02 O 6 O None O No O None
O No O Moderate | | O Sarcomatoid
8. O3 o7 oYy O Incomplete | O Yes: __ - - o P O Incomplete )
O4a O 8 es O Complete* (mm-dd-yyyy) oor O Complete Code Specify O Sclerosing
0 4b O Not applicable O Mixed HCC/
cholangiocarcinoma
O Fibrolamellar
ot 95 O Wwell O Clear cell
02 O 6 O None O No O None
9 O No O Moderate | | O Sarcomatoid
103 o7 oy O Incomplete | O Yes: ___ - - op O Incomplete o sl )
es oor ; clerosin
O4a O 8 O Complete* (mm-dd-yyyy) ) O Complete Code Specify ) 9
0 b O Not applicable O Mixed HCC/
cholangiocarcinoma
- J
"Copyright 2010" Version 1.0 ACRIN 6690 Pl 12-14-10 3of5



- N
ACRIN 6690 4 N
P I A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology Microscopic Analysis Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L J
Pathology:
Nodule ID Histology (1)
Specify HCC-specific variants
L in next column
s If complete necrosis, is 01 HCC NOS
Necrosis a biopsy available? . — )
'g HCe ‘ g)| Differentiation Fibrous O 2 HCC specific variant HCC C t
& Jol= i present? | “Continue to | (Continue to the comments grade pseudocapsule , Specific Variant omments
& = o o e GeluTn | d " O 3 Regenerative or low grade
@ = = SN G [T ot Bk dysplastic nodule
= < 5 c remaining nodules) ; )
& 2 o = O 4 High grade dysplastic nodule
e T W0 ) o
g o O 5 Necrotic tissue only
2 O 88 Other, specify
[1] [2] [3] [4] 5] [8] [9] [11] [12] [13]
O Fibrolamellar
oL 95 O well O Clear cell
02 O 6 O None O No O None
10 O No O Moderate | | O Sarcomatoid
103 o7 oy O Incomplete | O Yes: ___ - - op O Incomplete | )
O4a O 8 e O Complete* (mm-dd-yyyy) , oor 0 Complete Code Specify O Sclerosing
O 4b [ | 0 Not applicable O Mixed HCC/
cholangiocarcinoma
O Fibrolamellar
ot 95 O Wwell O Clear cell
02 O 6 O None O No O None
O No O Moderate | | O Sarcomatoid
11. |03 o 7 oy O Incomplete | O Yes: __ - - op O Incomplete )
O4a O 8 es O Complete* (mm-dd-yyyy) oor O Complete Code Specify O Sclerosing
0 4b O Not applicable O Mixed HCC/
cholangiocarcinoma
O Fibrolamellar
oL 95 O well O Clear cell
02 O 6 O None O No O None
12 O No O Moderate | | O Sarcomatoid
103 o7 oy O Incomplete | O Yes: ___ - - op O Incomplete o scl )
es oor ; clerosin
O4a O 8 O Complete* (mm-dd-yyyy) i O Complete Code Specify ) g
O 4b O Not applicable O Mixed HCC/
cholangiocarcinoma
- J
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- N
ACRIN 6690 4 N
P I A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PI—ACE I—ABEI— H ERE
Local Pathology Microscopic Analysis Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L J
Pathology: )
Nodule ID Histology g
Specify HCC-specific variants
L in next column
s If complete necrosis, is 01 HCC NOS
o Necrosis a biopsy available? ; o )
5 HCC — 1 | P I Fibrous O 2 HCC specific variant HCC o -
] *e g present? | “Continue to | (Continue to the comments grade pseudocapsule |5 3 g - Specific Variant
= 5 o et @l egenerative or low grade
@ % = = column and report any dysplastic nodule
o < o c remaining nodules) . )
o %’ (t/v) = O 4 High grade dysplastic nodule
g o O 5 Necrotic tissue only
2 O 88 Other, specify
[1] 2] [3] 4] 5] 8] [9] [11] [12] [13]
O Fibrolamellar
ot 95 O well O Clear cell
02 O 6 O None O No O None
13 O No O Moderate | | O Sarcomatoid
103 o7 oy O Incomplete | O Yes: __ - - op O Incomplete )
O4a O 8 e O Complete* (mm-dd-yyyy) , oor 0 Complete Code Specify O Sclerosing
0 4b ' | o Not applicable O Mixed HCC/
cholangiocarcinoma
O Fibrolamellar
ot 95 O well O Clear cell
02 O 6 O None O No O None
O No O Moderate | | O Sarcomatoid
14. {03 o7 oy O Incomplete | O ves: __ - - oPp O Incomplete )
O4a O 8 es O Complete* (mm-dd-yyyy) oor O Complete Code Specify O Sclerosing
0 4b O Not applicable O Mixed HCC/
cholangiocarcinoma
O Fibrolamellar
ot 95 O well O Clear cell
02 O 6 O None O No O None
15 O No O Moderate | | O Sarcomatoid
103 o7 oy O Incomplete | O Yes: ___ - - op O Incomplete o sl )
es oor ; clerosin
O4a O 8 O Complete* (mm-dd-yyyy) ) O Complete Code Specify ) 9
0 b O Not applicable O Mixed HCC/
cholangiocarcinoma
- J
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4 N
ACRIN 6690 4 N
P L . : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Local Pathology Form Institution Institution No.
\/ Participant Initials Case No.
If this is a revised or corrected form, please V box. I:' Ny J
Instructions: The MR and CT interpretation forms must be completed and submitted to the local site pathologist prior to pathologic examination. ACRIN can also provide this data to the pathologist, once the
form has been electronically entered into our database. Please continue to record the result of the interpretation on the PA (macroscopic), Pl (microscopic) evaluation and PS (pathology summary) forms.
1. Date of accession: - - (mm-dd-yyyy) 5. Was aradiologist present to assist with the radiology-pathology
correlation? 8]
2. Liver weight 2 Okg (3] O No (Continue to Q8)
O grams O Yes (Complete Q5a)
O pounds
. L . ) 5a. Providethe Reader ID(s) of the study radiologist(s) present at
3. Were the part|C|p§nt s images frpm both modalities (CT apd MRI) available the radiology correlation:
for review at the time of the radiology pathology correlation? ]
O No (Complete Q3a) Readerd1: || | | | | | | .
O Yes (Complete Q3b and Q3c) &
. . . ReaderID2:| | | | | | | |
3a. Specify modality not available: - (10]
O CT (Complete Q3c) [] Radiologist present not a study reader [11]
O MRI (Complete Q3b)
O Both Initials of Radiologist (not study reader): (2]
3b. Date of CT imaging: - - (mm-dd-yyyy) ;1 6. Plane of macroscopic liver sectioning: [13]
. L O Frontal (analogous to coronal imaging plane)
3c.  Date of MR imaging: : 3 (mm-dd-yyyy) (g O Sagittal / parasagittal
) ) O Horizontal (analogous to axial imaging plane)
4. Were the results of the reader interpretation forms (CT and MRI)
available at the time of the radiology-pathology correlation? 6]
O No (Complete Q4a)
O Yes (Continue to Q5)
4a. Specify form type not available: ]
o CT
O MRI
O Both
Details on the naming convention for lesion/nodule identification are on the next page.
N J
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4 N
ACRIN 6690 4 N
. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
Institution Institution No.
Local Pathology Form
o ) \/ Participant Initials — Case No.
If this is a revised or corrected form, please V box. N J
Naming Convention for Nodule Identification
Part 1: Highest-Number Segment:
O If a nodule cannot be unequivocally assigned to just one specific segment, identify the nodule by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the

segment with the GREATEST tumor burden).

O Example: A nodule seen involving segments 6, 7, and 8 would have 8 assigned for the Nodule ID: Highest-# Segment and the additional involved segments 6 and 7 would be
marked in the column for Additional Involved Segment(s).

O If anodule appears in segments 4a and 4b, then 4b would be assigned for the Nodule ID: Highest-Number Segment, and the additional involved segment # 4a would be marked in the
column for Additional Involved Segment(s).

Part2: Running Number:
O In the event of multiple nodules within the same segment, number them in ascending order from most superior/anterior to most inferior/posterior.

O Example: Two nodules found in segment 6. Running #1 will be assigned to the lesion that is most superior/anterior in location.
O 1stlesion in segment 6 most anterior/superior: Lesion ID  [highest# Segment] Running #
O 2 lesion in segment 6: Lesion ID [figness Segment] Ruming # 6 !

6 2
9 Please Continue to the Local Pathology: Macroscopic Analysis (PA) Form. )

"Copyright 2011"
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ACRIN 6690 4 A
P R A Prospective, Multicenter Comparison of ACRIN StUdy 6690
R PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and
Liver Transplant Allocation Institution Institution No.
Protocol Variation Form
ParticipantInitials — Case No.
If this is a revised or corrected form, please \/box. I:l S J
1. Check the Protocol Event Being Reported: (Select only one) "
O 1 Inclusion/exclusion criteria not met at time of registration
O 2 Imaging-related deviation (Complete 1b)
O 3 Study activity performed without participant consent
O 5 Visit or follow-up procedures not performed per protocol
O 6 Case enrolled under expired IRB approval / FWA
O 7 Ablative therapy performed prior to baseline imaging
O 8 Explant pathology digital photographs not taken/unavailable/lost
O 9 Explant pathology digital photographs not performed per protocol
O 10 Explant not available
O 11 Local interpretation forms not completed prior to pathology correlation
O 12 Localreadercontamination
O 13 NonACRIN qualified scanner used for study participant
O 88 Other, specify 2]
1b. Image Related Deviation: (Select only one) 5]
O 1 Scan not performed according to protocol specific guidelines
O 2 Images lost/unavailable
O 3 Baseline standard of care imaging not performed within specified timeframe
O 4 Baseline complementary imaging not performed within 30 days after enrollment
O 5 Complementary imaging (MRI or CT) not performed within 7 days of standard of care imaging
O 6 Serial imaging not performed according to UNOS 90 day updates
O 7 Imaging performed prior to 28 days post-ablation requirement
O 8 Imagingperformed after 60 days post-ablation requirement
O 9 Complementary scan not performed
O 88 Other, specify 4]
2. Date the protocol deviation occurred: - - 20 (mm-dd-yyyy) 5]
3. Date the protocol deviation was discovered: - - 20 (mm-dd-yyyy) (6]
4. Describe the protocol variation:
- J
"Copyright2015" Version 3.0 6690 PR 07-23-15 1of2




ACRIN 6690 4

A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and

ACRIN Study 6690
PLACE LABEL HERE

Liver Transplant Allocation Institution Institution No.
Protocol Variation Form o o
ParticipantInitials — Case No.
If this is a revised or corrected form, please \/box. I:l N /
[7]
8]
5. What was done to rectify the situation and/or prevent future occurrence:
[0
[10]
6. Atwhat time point did this study deviation occur? [11]
O Baseline O 6" UNOS update (540 day)
O 1stUNOS update (90 day) O 7"UNOS update (630 day)
O 2"UNOS update (180 day) O 8"UNOS update (720 day)
O 39UNOS update (270 day) O 9"UNOS update (810 day)
O 4"™UNOS update (360 day) O Postablation (28-60 days post ablation)
O 5"UNOS update (450 day) O Post-transplant
6a. Provide the visit / follow-up study procedure(s) this PR corresponds to (Check all that apply)
U Alpha Fetoprotein levels [12]
L] Pregnancy test [13]
[] eGFR levels [14]
L MR imaging [15]
L] cT imaging [16]
L] other, [17] specify (18]
[19] - - (mm'dd'yyyy) [20]

Initials of person responsible for data (RA, study staff)

Date form completed

Signature of person completing this form

(for external use only)

.

%
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. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation
ituti Institution No.
Local Pathology Summary Form Institution nsttutionNo
Participant Initials — Case No.
If this is a revised or corrected form, please \/box. I:I o J
Table 1: Summary of Sampled Nodules
Number of non HCCs [11
NumberofHCcCs 2
1. Was there any evidence of macrovascular invasion by macroscopic evaluation? 3]
O No
O Yes
2. Was there any evidence of angiolymphatic invasion by microscopic evaluation? [l
O No
O Yes
Comments:
[5, 6]
Yl i i (8]
Initials of person completing the form Date form completed (mm-dd-yyyy)
- )
"Copyright 2010"
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ACRIN 6690

R 1 A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI Local Interpretation Form

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

4 N
ACRIN Study 6690
PLACE LABEL HERE
Institution Institution No.
Participant Initials Case No.
o /

Instructions: the form is completed after each serial imaging visit (90 day intervals) by the site radiologist reading the exam. For assistance in completing Q1 UNOS listing update, please contact your
site’s designated transplant coordinator / research staff. The MRI Local Interpretation form is completed by the radiologist following the review and documentation of the treated and untreated lesions
on the appropriate forms. Continue to report lesions on the MRI Untreated Lesion Interpretation, the MRI Treated Lesion Interpretation and the MRI Reader Overall Assessment forms.

.

1. UNOSIistingupdate(timepoint)[l]

O 1%t UNOS update (90 day) O 4" UNOS update (360 day) O 7" UNOS update (630 day)
O 2" UNOS update (180 day) O 5" UNOS update (450 day) O 8" UNOS update (720 day)
O 3“9 UNOS update (270 day) O 6" UNOS update (540 day) O 9" UNOS update (810 day)
O Post Ablation Imaging (protocol requirement additional imaging: not used for UNOS update)

Date of imaging: - - (mm-dd-yyyy) 2]

Date of interpretation: - - (mm-dd-yyyy) 3]

Reader ID: 4

Has the participant undergone ablation of one or more lesions?

O No (continue to R2)
O Yes (complete Q5a and Q5b)

[5]

5a. Specify thetype of ablation
Transarterial chemoembolization [TACE] 6]
Cryoablation 71

Radiofrequency ablation (8]

Radioembolization (9]

Unknown

[13]
Other (14] [15)

oooooo

5b. Specify the location (mark all that apply)
[J Right lobe
] Left lobe (1]
] Not applicable

[10]

[12]

[ ISCANNOT COMPLETED

Important: Please refer to the protocol appendix VII: Guidance for Radiologists

[16]

v
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ACRIN 6690

R 2 A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form
If this is a revised or corrected form, please \/box. I:I

Institution

ACRIN Study 6690
PLACE LABEL HERE

Institution No.

Participant Initials

Case No.

Instructions: The form is completed by the site radiologist reading the exam. Lesions identified in comparison with recent MR imaging (within 90-180 days) prior to the current image visit being evaluated. Complete one table per
UNTREATED class 4 or 5 liver lesion identified. Record all class 5 lesions, and maximum of (5) class 4 lesions. If more than 5 class 4 lesions are present, record the largest class 4 lesions. When assigning lesion ID to a
lesion that cannot be unequivocally assigned to just one specific segment, identify the lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden). For
example, a lesion seen involving segments 6, 7, and 8 then 8 would be assigned for the Lesion ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

Reader ID:| | | | | | | |(Site use only)

7th UNOS Update (630day) ~ Untreated Lesion Table  []Scan Not Completed - [INo untreated lesions identified (541
— Additional Involved [P ;
* . Classification of Lesion . .
c - MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lesu_)n Signal Featur_es
25 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
° § (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)
==
= segment #s)
0] Highest-# Segment: o [0 Segment1 u 13| T1 Pre-contrast: Sl [14] O hypointense O isointense hyperintense
(Choose the highest-# [ Segment 2 - O Class 4 Late Arterial [15] A. O hypointense (@] isointense O  hyperintense
Segment involved and NOT &l . 6] B. O h O het
the segment # with the greatest| [] Segment 3 o O Class 4g Phase: SI omogenous eterogeneous
tumor burden) O s [17]] C. Enhancement relative to pre-contrast? O No O Yes
egment 4a ; isoi i
01 o0 s 7 O Class 5A Portal Venous us)| A O hypointense (@] isointense O  hyperintense
1 O 2 O 6 [0 segment 4b o Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 O] Segment5 O Class 5A-g poj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9
O 4b ] Seament 6 . - [21] A O hypointense (0] isointense O  hyperintense
Running # 9 [10] O Class 5B DEIayEdPr/]aiqeL.““brum[zz] B. O homogenous O  heterogeneous
&] [0 segment7 [ O Class 5B-g S| ' 23] C. Enhancement relative to pre-contrast? O No O Yes
I:l [0 Segment8 ) 24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements

[25]

[26]

[27

[28]

Short Axis I_I_I . I_l cm | Long Axis LI_I . Ll cm

I_I_I.I_Icm

29| O well defined

[30]

O poorly

O moderatelydefined

defined

O late arterial @1
O portal venous
O delayed / equilibrium

PRIOR IMAGING COMPARISON

[] Not available

[32]

Was imaging other than the most recent time point imaging

) ) . X . . . O No
(90 day interval imaging) used for this lesion size comparison? g

O Yes:

Provide date of prior imaging

———— (mm-dd-yyyy) ¢,

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction (Using PRIOR Imaging)

Contrast phase used for prior imaging measurements

Short Axis I_I_I . I_l cm 3 Long Axis I_I_I . I_l cm e

I_I_I.I_lcm

[35]

O late arterial O portal venous

[36]
O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

o » : ) O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0 - 0O
information available,| 5y 04 | of HCC) based on imaging other than T1 Chemical DWI 40
is HCC present? €S | 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? - Shiftimaging o 0
7] present): (28] 139] T2y Other. 143 [44]
\_ Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to the R3 form. Y,
"Copyright 2012" Version 3.1 ACRIN 6690 R2 11-14-12 10f8



ACRIN 6690 4 h

R 2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E L H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form Institution Institution No.

o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
7th UNOS Update (630 day) Untreated Lesion Table [Jscan Not Completed 55 [CINo untreated lesions identified (54 Reader ID: | | | | | | | |(Site use only)

~ Additional Involved [PPSR ;

* 3 q Classification of Lesion . .

c o .MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lespn Signal Featur_es

25 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)

S (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)

4 & segment #s)

[ Highest-# Segment: 2 O Segment 1 u 13| T1 Pre-contrast: Sl [14] O hypointense (6] isointense O  hyperintense
(Choose the highest-# [J Segment?2 . O Class 4 Late Arterial [15] A. O hypointense (6] isointense O  hyperintense
Segment involved and NOT © . 6] B, O h O n
the segment # with the greatest| [ Segment 3 5 O Class 4g Phase: SI ' omogenous eterogeneous
tumor burden) 6 [171] C. Enhancement relative to pre-contrast? O No O Yes
o1 0 s [J Segment 4am O Class 5A Portal Venous [18] A. O hypointense (6] isointense O  hyperintense
2 O 2 0O 6 [J Segment 4b[s] Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 O Class 5A-g o} C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 L) segment5
O 4b ] Seament 6 - [21] A O hypointense O isointense O  hyperintense
Running # g [10] O Class 5B DelayedpéaEsc(lL_llllbrum [22) B. O homogenous O  heterogeneous
9%y LJ segment7 1 O Class 5B-g S| ' @3]l C. Enhancement relative to pre-contrast? O No O Yes
I:l O Segments8 . 24] D. Pseudocapsule? O No O Yes
12)
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamgter in cranio-ca_udal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] 26] [27] 28] 291 O well defined (30] O late arterial (31
. X O moderately defined O portal venous
Short Axis . I—l €m | Long Axis . I—l cm . I—l cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging O No O Yes: Provide date of prior imaging . ) (mm-dd-yyyy) ol

(90 day interval imaging) used for this lesion size comparison? g

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis I_I_I . |_| cm & Long Axis . |_| cm B4 . |_| cm =2 O late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

o . . ) O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 71 chemical Clowi
information available, O Yes 04 | of HCC) based on imaging other than Sh'ft|emlc'a [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 Himaging ) O
[37] present): [38] 391 T2 4y Other, [43] ——— [44]

Continue to report the next lesion on the next page (as applicable).

L If reporting is complete, continue to the R3 form. )
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ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
7th UNOS Update (630day) ~ Untreated Lesion Table  [JScan Not Completed 551 [INo untreated lesions identified (54 | REader I0: L |(Site use only)
— Additional Involved [P ;
* T : Classification of Lesion . .
co MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) . Le5|9n Signal Featurgs
o5 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
38 (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)
& segment #s)
[ Highest-# Segment: " 0 Segment 1 ul 13| T1 Pre-contrast: Sl 14 O hypointense O  isointense hyperintense
(Choos_e the highest-# [0 sSegment?2 Bl O Class 4 Late Arterial [15] A. O hypointense O isointense hyperintense
Segment involved and NOT h . 6] B. O h O het
the segment # with the greatest| [] Segment 3 5 O Class 4g Phase: Sl ’ omogenous cterogeneous
tumor burden) 0 4 17| C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a - e ;
01 0 5 Y| O Class 5A Portal Venous ns]| A O hypointense (0] isointense O  hyperintense
3 O 2 O 6 [0 segment 4b - Phase: SI [19] B. O homogenous O  heterogeneous
0 3 O 7 O Class 5A-g o)l C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 L] Segment5
O 4b O] Segment6 - [21] A. O hypointense (0] isointense O  hyperintense
- [10] O Class 5B Delayed / Equilibrum [22) B. O homogenous O  heterogeneous
Running # 0 Phase: .
3] Segment 7 [11] O Class 5B-g s 23] C. Enhancement relative to pre-contrast? O No O Yes
I:l [0 Segments8 - 124 D. Pseudocapsule? O No O Yes
1.
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . . Contrast phase used
. : - Using CURRENT | ; Lesion definition £ t
(Using CURRENT Imaging) Image # Sarfes & (Using maging) or measurements
[25] [26] [27] [28] 2911 O well defined [30] O late arterial (31
. . O moderatelydefined O portal venous
Short Axis I_I—I . |_| cm | Long Axis LI—I . Ll cm I_I—l . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available (321
Was imaging other than the most recent time point imaging o . . N
R . . X . . . N O Yes: Provide date of _ -dd-
(90 day interval imaging) used for this lesion size comparison? g 0 es: Frovide date ot priorimaging (mm-dd-yyyy) (46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis i |_| cm 53 Long Axis i |_| cm B4 i |_| cm 155 O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
L - . . O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 71 Chemical Clowi
information available, O Yes B B 04 | of HCC) based on imaging other than ShiftImagi [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? ftimaging )
- present): 58] sa|  DB2uy Uother, 5 [44)
Continue to report the next lesion on the next page (as applicable).
\ If reporting is complete, continue to the R3 form. )
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ACRIN 6690 4 A
ACRIN Study 6690
R 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
: : Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
7th UNOS Update (630day) ~ Untreated Lesion Table  []JScan Not Completed 551 [INo untreated lesions identified (54 | Reader ID: | | | | | | | |(Site use only)
= Additional Involved e ;
#* I . Classification of Lesion . X
c o MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) ' Lespn Signal Featur_es
% o (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o g (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)
= 5 segment #s)
s Highest-# Segment: 2 [0 Segment 1 " B3Il T1 Pre-contrast: SI [ O hypointense O  isointense hyperintense
Seé%heon(;sii\:t;ﬁ/::jggﬁztﬁOT [J Segment 2 5 O Class 4 Late Arterial 5| A O hypointense O  isointense hyperintense
the segment # with the greatest| [] Segment 3 " O Class 4g Phase: SI welf  B. O homogenous O heterogeneous
tumor burden) 0 B 17| C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a f . N
01 0 5 m O Class 5A Peral VeEneus [18] A. O hypointense O isointense O  hyperintense
4 O 2 O 6 [J segment 4b[8] Phase: SI [29] B. O homogenous O  heterogeneous
0 3 0 7 O Segment5 O Class 5A-g poj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9]
O 4b [ Seament 6 - [21] A O hypointense (6] isointense O  hyperintense
Running # 9 [10] O Class 5B DelayedpéaES(éllullbrum [22] B. O homogenous O  heterogeneous
97 1 segment7 11 O Class 5B-g S| ’ 31| C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segments8 - 24 D. Pseudocapsule? O No O Yes
1.
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . o Contrast phase used
. ; Using CURRENTI ; Lesion definition f
(Using CURRENT Imaging) Image # Series # (Using maging) or measurements
[25] [26] [27] [28] 291 O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I—I . I_I cm | Long Axis I_I—I . I_I cm I_I—I . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32
Was imaging other than the most recent time point imaging o . . o
) . . - . . . N O Yes: Provide date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date ot priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis . |_| cm 53] Long Axis . |_| cm 4 X |_| cm = O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
. . O No O Yes (Mark all that appl
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence |:|O es_( ar a|:| at apply)
information available,| 4y 0% | of HCC) based on imaging other than T1 Chemical DWI 45
is HCC present? es 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0O Shiftimaging [40] 0
- present): 58] 291 T2 141 Other, 143 (44]
Continue to report the next lesion on the next page (as applicable).
\ If reporting is complete, continue to the R3 form. )
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ACRIN 6690 4 A
R2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase

Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LAC E LAB E |_ H E R E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form Institution Institution No.

o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
7th UNOS Update (630 day) Untreated Lesion Table [JScan Not Completed 55 [CINo untreated lesions identified (54] Reader ID: | | | | | | | |(Site use only)

— Additional Involved P ;

* % . Classification of Lesion . .

c o MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lespn Signal Featur_es

g s (Highest-# Segment) (if applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)

03 (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)

=& segment #s)

M Highest-# Segment: o 0 Segment1 u 13| T1 Pre-contrast: SI [14] O hypointense (0] isointense O  hyperintense
Seg(;%heonc;sii\:g;?/:ciig:ﬁztﬁOT [J sSegment2 5 O Class 4 Laie Aresial 151 A O hypointense O isointense O  hyperintense
the segment # with the greatest| [] Segment3 O Class 4g Phase: SI [ell  B. O homogenous O heterogeneous
tumor burden) O 6l [17]] C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a f . :
o1 o0 s m O Class 5A Portal Venous ns]| A O hypointense O isointense O  hyperintense
5 O 2 O 6 [0 segment 4b[3] Phase: SI [19] B. O homogenous O  heterogeneous
0O 3 0 7 O] Segment5 O Class 5A-g oj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9]
O 4b O] Segment 6 “ - [21] A. O hypointense (6] isointense O  hyperintense
Running # 9 [10] O Class 5B DelayedpéaEscll'ullbrum[zz] B. O homogenous O  heterogeneous
[3] [0 segment 7 1 O Class 5B-g S| ' 3| C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segment8 12 24] D. Pseudocapsule? O No O Yes
12
i-di i i xia easurements ongest diameter in cranio-caudal direction . o ontrast phase use
Bi-dimensional Measurements on Axial Plane Axial M L di i i dal di i c h d
F i - Using CURRENT Imaging) Lesion definition for measurements
(Using CURRENT Imaging) Image# | Series # (Using ging
[25] [26] [27] 28] [291] O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32]

Was imaging other than the most recent time point imaging

) . . . . . X O No O Yes: Provide date of prior imagin
(90 day interval imaging) used for this lesion size comparison? g P ang

———— (mm-dd-yyyy) |4

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis L'_I . LI cm &l Long Axis . LI cm 4 . LI cm B o late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

. » ) ’ O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular as_sessrnent (presence 71 chemical Clowi
information available, O Yes 04 | of HCC) based on imaging other than h_mem'c_a [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? O Shiftimaging O
37] present): (28] 391 T2 [41] Other, [43] ———— [44]

Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to the R3 form.
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ACRIN 6690 4 h

R 2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E L H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form Institution Institution No.

o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
7th UNOS Update (630 day) Untreated Lesion Table |:| Scan Not Comp|eted [55] |:| No untreated lesions identified [54] Reader ID: | | | | | | | | (Site use only)

—~ Additional Involved IPIS ;

* 3 q Classification of Lesion . .

c o MRI Lesion 1D Segment(s) (Class 4/4g = Not an HCC) ' Lesion Signal Features

g ) (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)

o3 (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)

= 5 segment #s)

. 13 . : ceqi ;
[1] Highest-# Segment: 2 [0 Segment1 " 13| T1 Pre-contrast: SI [14] O hypointense (6] isointense O  hyperintense
(Choose the highest-# [J Segment?2 5 O Class 4 Late Arterial 51| A O hypointense O  isointense O  hyperintense
Segment involved and NOT Bl .
the segment # with the greatest| [] Segment 3 O Class 4g Phase: SI kelf  B. O homogenous O heterogeneous
tumor burden) 0 el [17] C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a : . :
01 0 5 Yl O Class 5A el VERaIS sl A O hypointense O isointense O  hyperintense
6 O 2 0O 6 [J Segment 4b[8] Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 O Class 5A-g poj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 [ Segment5
O 4b O Seament 6 N [21] A. O hypointense (6] isointense O  hyperintense
Running # 9 [10] O Class 5B DelayedpéaES(éllullbrum [22] B. O homogenous O  heterogeneous
9% [0 segment7 1 O Class 5B-g S| ’ 23| C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segment8 . [24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
i i - sin magin or measurements
(Using CURRENT Imaging) Image # Series # <l LUl A et i
[25] [26] [27] 28] [291] O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I—I . I_I cm | Long Axis I_I—I . I_I cm I_I—I . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32

Was imaging other than the most recent time point imaging

: ; . : . : . O No O Yes: Provide date of prior imagin
(90 day interval imaging) used for this lesion size comparison? g P ang

————— (mm-dd-yyyy) |4

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis I_I_I . I_l cm &l Long Axis . |_| cm 4 . |_| cm B3I o Jate arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

o - ) : O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence D71 chemical Cowi
information available, O ves 0% | of HCC) based on imaging other than Sh,mem'?a [42)
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 mimaging r4o 0
37] present): (28] 391 T2 41] Other, (43— [44]

Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to the R3 form.
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ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
7th UNOS Update (630 day) Untreated Lesion Table [Jscan Not Completed (551 [CINo untreated lesions identified [54] Reader ID: | | | | | | | |(Site use only)
— Additional Involved PP ;
* ® . Classification of Lesion . .
c o MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lesion Signal Features
g 5 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o3 (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)
= 5 segment #s)
6] Highest-# Segment: 2 [0 Segment1 u B3l T1 Pre-contrast: Sl [14] O hypointense O isointense O  hyperintense
(Choose the highest-# [ Segment 2 - O Class 4 Late Arterial [15] A O hypointense (@] isointense hyperintense
Segment involved and NOT Bl . 6] B. O h O  het
the segment # with the greatest| [] Segment 3 . O Class 4g Phase: SI . omogenous eterogeneous
tumor burden) 0 6 [17] C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a - . ;
01 0 s ! O Class 5A Portal Venous us]| A O hypointense (0] isointense O  hyperintense
7 0O 2 0O 6 [0 segment 4b - Phase: SI ng| B. O homogenous O  heterogeneous
0 3 0 7 O Class 5A-g oj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 L] segment5
O 4b O Segment 6 - [21] A O hypointense (6] isointense O  hyperintense
- 9 [10] O Class 5B Delayed / Equilibrum [22] B. O homogenous O  heterogeneous
Running # 0 Phase: .
3] Segment 7 111 O Class 5B-g s [23] C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segment8 2 [24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction : N Contrast phase used
: ; - inga CURRENT Imagi Lesion definition £ t
(Using CURRENT Imaging) Image # Series # (Using maging) or measurements
[25] [26] [27] (28] 291 O well defined [30] O late arterial (31
. . O moderatelydefined O portal venous
Short Axis I_I—I . |_| cm | Long Axis LI—I . Ll cm I_I—l . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging onN O Yes: Provi T
; . . K . . . : de date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date ot priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis . LI cm ) Long Axis . LI cm B4 . LI cm (&5] O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
L . . . O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0 i 0O
information available,| 5y 04 | of HCC) based on imaging other than T1 Chemical DWI 40
is HCC present? s 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? Shiftimaging oy
- present): 58] [39] U2y, Uoter, [44]
Continue to report the next lesion on the next page (as applicable).
\ If reporting is complete, continue to the R3 form. )
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ACRIN 6690 4 h

R 2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E L H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

; ; Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
7th UNOS Update (630 day) Untreated Lesion Table [Jscan Not Completed - [CINo untreated lesions identified [54] Reader ID: | | | | | | | |(Site use only)
~ Additional Involved [PPSR ;
*+ 3 q Classification of Lesion . .
c o .MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lespn Signal Featur_es
-8 o (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o g (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)
4 & segment #s)
[ Highest-# Segment: 2 O Segment 1 u 13| T1 Pre-contrast: Sl [14] O hypointense (6] isointense O  hyperintense
Seé%heon(ﬁi\fzﬁl:éggﬁztﬁo_r [J Segment?2 5 O Class 4 Late Arterial 15| A O hypointense O  isointense O  hyperintense
the segment # with the greatest| [ Segment3 O Class 4g Phase: SI tell  B. O homogenous O heterogeneous
tumor burden) 6 [171| C. Enhancement relative to pre-contrast? O No O Yes
o1 0 s [J Segment 4am Portal Venous [18] A. O hypointense (6] isointense O  hyperintense
8 O 2 0O 6 [J Segment 4b[s] O Class 5A Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 [0 Segment5 O Class 5A-g o} C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9
O 4b [ Segment 6 @ - [21] A O hypointense O isointense O  hyperintense
Running # [10] O Class 5B DelayedpéaEsc(lL_llllbrum[zz] B. O homogenous O  heterogeneous
[3] ] segment7 1 O Class 5B-g S| ’ 23] C. Enhancement relative to pre-contrast? O No O Yes
I:l O Segments8 . 24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamfeter in cranio-ca_udal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] [26] [27] [28] 2911 O well defined [30] O late arterial [31]
. X O moderately defined O portal venous
Short Axis . LI cm | Long Axis . LI cm . LI cm O poorly defined O delayed / equilibrium

PRIOR IMAGING COMPARISON [J Not available [32]

Was imaging other than the most recent time point imaging O No
(90 day interval imaging) used for this lesion size comparison? g

O Yes: Provide date of prior imaging - - (mm-dd-yyyy) 46]

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis I_I_I . I_l cm & Long Axis . I_l cm & . |_| cm 3] O late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

o . . ) O No O Yes (Mark all that apply)
_Con3|de_r|ng aII_ O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence CJm1 Chemical Cow!
information available, O ves B o 0p | of HCC) based on imaging other than Shiftimagin [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 99 (40) 0O
[37] present): [38] 391 T2 [41] Other, 43— [44]

Continue to the R3 form
N J
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ACRIN 6690

R 2 A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form
If this is a revised or corrected form, please \/box. I:I

Institution

ACRIN Study 6690
PLACE LABEL HERE

Institution No.

Participant Initials

Case No.

Instructions: The form is completed by the site radiologist reading the exam. Lesions identified in comparison with recent MR imaging (within 90-180 days) prior to the current image visit being evaluated. Complete one table per
UNTREATED class 4 or 5 liver lesion identified. Record all class 5 lesions, and maximum of (5) class 4 lesions. If more than 5 class 4 lesions are present, record the largest class 4 lesions. When assigning lesion ID to a
lesion that cannot be unequivocally assigned to just one specific segment, identify the lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden). For
example, a lesion seen involving segments 6, 7, and 8 then 8 would be assigned for the Lesion ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

Reader ID:| | | | | | | |(Site use only)

8th UNOS Update (720day) ~ Untreated Lesion Table  []Scan Not Completed - [INo untreated lesions identified (541
— Additional Involved [P ;
* . Classification of Lesion . .
c - MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lesu_)n Signal Featur_es
25 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
° § (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)
==
= segment #s)
0] Highest-# Segment: o [0 Segment1 u 13| T1 Pre-contrast: Sl [14] O hypointense O isointense hyperintense
(Choose the highest-# [ Segment 2 - O Class 4 Late Arterial [15] A. O hypointense (@] isointense O  hyperintense
Segment involved and NOT &l . 6] B. O h O het
the segment # with the greatest| [] Segment 3 o O Class 4g Phase: SI omogenous eterogeneous
tumor burden) O s [17]] C. Enhancement relative to pre-contrast? O No O Yes
egment 4a ; isoi i
01 o0 s 7 O Class 5A Portal Venous us)| A O hypointense (@] isointense O  hyperintense
1 O 2 O 6 [0 segment 4b o Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 O] Segment5 O Class 5A-g poj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9
O 4b ] Seament 6 . - [21] A O hypointense (0] isointense O  hyperintense
Running # 9 [10] O Class 5B DEIayEdPr/]aiqeL.““brum[zz] B. O homogenous O  heterogeneous
&] [0 segment7 [ O Class 5B-g S| ' 23] C. Enhancement relative to pre-contrast? O No O Yes
I:l [0 Segment8 ) 24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements

[25]

[26]

[27

[28]

Short Axis I_I_I . I_l cm | Long Axis LI_I . Ll cm

I_I_I.I_Icm

29| O well defined

[30]

O poorly

O moderatelydefined

defined

O late arterial @1
O portal venous
O delayed / equilibrium

PRIOR IMAGING COMPARISON

[] Not available

[32]

Was imaging other than the most recent time point imaging

) ) . X . . . O No
(90 day interval imaging) used for this lesion size comparison? g

O Yes:

Provide date of prior imaging

———— (mm-dd-yyyy) ¢,

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction (Using PRIOR Imaging)

Contrast phase used for prior imaging measurements

Short Axis I_I_I . I_l cm 3 Long Axis I_I_I . I_l cm e

I_I_I.I_lcm

[35]

O late arterial O portal venous

[36]
O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

o » : ) O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0 - 0O
information available,| 5y 04 | of HCC) based on imaging other than T1 Chemical DWI 40
is HCC present? €S | 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? - Shiftimaging o 0
7] present): (28] 139] T2y Other. 143 [44]
\_ Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to the R3 form. Y,
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ACRIN 6690 4 h

R 2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E L H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form Institution Institution No.

o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
8th UNOS Update (720 day) Untreated Lesion Table [Jscan Not Completed 55 [CINo untreated lesions identified (54 Reader ID: | | | | | | | |(Site use only)

~ Additional Involved [PPSR ;

* 3 q Classification of Lesion . .

c o .MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lespn Signal Featur_es

25 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)

S (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)

4 & segment #s)

[ Highest-# Segment: 2 O Segment 1 u 13| T1 Pre-contrast: Sl [14] O hypointense (6] isointense O  hyperintense
(Choose the highest-# [J Segment?2 . O Class 4 Late Arterial [15] A. O hypointense (6] isointense O  hyperintense
Segment involved and NOT © . 6] B, O h O n
the segment # with the greatest| [ Segment 3 5 O Class 4g Phase: SI ' omogenous eterogeneous
tumor burden) 6 [171] C. Enhancement relative to pre-contrast? O No O Yes
o1 0 s [J Segment 4am O Class 5A Portal Venous [18] A. O hypointense (6] isointense O  hyperintense
2 O 2 0O 6 [J Segment 4b[s] Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 O Class 5A-g o} C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 L) segment5
O 4b ] Seament 6 - [21] A O hypointense O isointense O  hyperintense
Running # g [10] O Class 5B DelayedpéaEsc(lL_llllbrum [22) B. O homogenous O  heterogeneous
9%y LJ segment7 1 O Class 5B-g S| ' @3]l C. Enhancement relative to pre-contrast? O No O Yes
I:l O Segments8 . 24] D. Pseudocapsule? O No O Yes
12)
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamgter in cranio-ca_udal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] 26] [27] 28] 291 O well defined (30] O late arterial (31
. X O moderately defined O portal venous
Short Axis . I—l €m | Long Axis . I—l cm . I—l cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging O No O Yes: Provide date of prior imaging . ) (mm-dd-yyyy) ol

(90 day interval imaging) used for this lesion size comparison? g

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis I_I_I . |_| cm & Long Axis . |_| cm B4 . |_| cm =2 O late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

o . . ) O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 71 chemical Clowi
information available, O Yes 04 | of HCC) based on imaging other than Sh'ft|emlc'a [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 Himaging ) O
[37] present): [38] 391 T2 4y Other, [43] ——— [44]

Continue to report the next lesion on the next page (as applicable).

L If reporting is complete, continue to the R3 form. )
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ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
8th UNOS Update (720day) ~ Untreated Lesion Table  [JScan Not Completed 551 [INo untreated lesions identified (54 | REader I0: L |(Site use only)
— Additional Involved [P ;
* T : Classification of Lesion . .
co MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) . Le5|9n Signal Featurgs
o5 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
38 (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)
& segment #s)
[ Highest-# Segment: " 0 Segment 1 ul 13| T1 Pre-contrast: Sl 14 O hypointense O  isointense hyperintense
(Choos_e the highest-# [0 sSegment?2 Bl O Class 4 Late Arterial [15] A. O hypointense O isointense hyperintense
Segment involved and NOT h . 6] B. O h O het
the segment # with the greatest| [] Segment 3 5 O Class 4g Phase: Sl ’ omogenous cterogeneous
tumor burden) 0 4 17| C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a - e ;
01 0 5 Y| O Class 5A Portal Venous ns]| A O hypointense (0] isointense O  hyperintense
3 O 2 O 6 [0 segment 4b - Phase: SI [19] B. O homogenous O  heterogeneous
0 3 O 7 O Class 5A-g o)l C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 L] Segment5
O 4b O] Segment6 - [21] A. O hypointense (0] isointense O  hyperintense
- [10] O Class 5B Delayed / Equilibrum [22) B. O homogenous O  heterogeneous
Running # 0 Phase: .
3] Segment 7 [11] O Class 5B-g s 23] C. Enhancement relative to pre-contrast? O No O Yes
I:l [0 Segments8 - 124 D. Pseudocapsule? O No O Yes
1.
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . . Contrast phase used
. : - Using CURRENT | ; Lesion definition £ t
(Using CURRENT Imaging) Image # Sarfes & (Using maging) or measurements
[25] [26] [27] [28] 2911 O well defined [30] O late arterial (31
. . O moderatelydefined O portal venous
Short Axis I_I—I . |_| cm | Long Axis LI—I . Ll cm I_I—l . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available (321
Was imaging other than the most recent time point imaging o . . N
R . . X . . . N O Yes: Provide date of _ -dd-
(90 day interval imaging) used for this lesion size comparison? g 0 es: Frovide date ot priorimaging (mm-dd-yyyy) (46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis i |_| cm 53 Long Axis i |_| cm B4 i |_| cm 155 O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
L - . . O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 71 Chemical Clowi
information available, O Yes B B 04 | of HCC) based on imaging other than ShiftImagi [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? ftimaging )
- present): 58] sa|  DB2uy Uother, 5 [44)
Continue to report the next lesion on the next page (as applicable).
\ If reporting is complete, continue to the R3 form. )
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ACRIN 6690 4 A
ACRIN Study 6690
R 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
: : Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
8th UNOS Update (720day) ~ Untreated Lesion Table  [[JScan Not Completed 551 [INo untreated lesions identified (54 | Reader ID: | | | | | | | |(Site use only)
= Additional Involved e ;
#* I . Classification of Lesion . X
c o MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) ' Lespn Signal Featur_es
% o (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o g (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)
= 5 segment #s)
s Highest-# Segment: 2 [0 Segment 1 " B3Il T1 Pre-contrast: SI [ O hypointense O  isointense hyperintense
Seé%heon(;sii\:t;ﬁ/::jggﬁztﬁOT [J Segment 2 5 O Class 4 Late Arterial 5| A O hypointense O  isointense hyperintense
the segment # with the greatest| [] Segment 3 " O Class 4g Phase: SI welf  B. O homogenous O heterogeneous
tumor burden) 0 B 17| C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a f . N
01 0 5 m O Class 5A Peral VeEneus [18] A. O hypointense O isointense O  hyperintense
4 O 2 O 6 [J segment 4b[8] Phase: SI [29] B. O homogenous O  heterogeneous
0 3 0 7 O Segment5 O Class 5A-g poj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9]
O 4b [ Seament 6 - [21] A O hypointense (6] isointense O  hyperintense
Running # 9 [10] O Class 5B DelayedpéaES(éllullbrum [22] B. O homogenous O  heterogeneous
97 1 segment7 11 O Class 5B-g S| ’ 31| C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segments8 - 24 D. Pseudocapsule? O No O Yes
1.
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . o Contrast phase used
. ; Using CURRENTI ; Lesion definition f
(Using CURRENT Imaging) Image # Series # (Using maging) or measurements
[25] [26] [27] [28] 291 O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I—I . I_I cm | Long Axis I_I—I . I_I cm I_I—I . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32
Was imaging other than the most recent time point imaging o . . o
) . . - . . . N O Yes: Provide date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date ot priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis . |_| cm 53] Long Axis . |_| cm 4 X |_| cm = O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
. . O No O Yes (Mark all that appl
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence |:|O es_( ar a|:| at apply)
information available,| 4y 0% | of HCC) based on imaging other than T1 Chemical DWI 45
is HCC present? es 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0O Shiftimaging [40] 0
- present): 58] 291 T2 141 Other, 143 (44]
Continue to report the next lesion on the next page (as applicable).
\ If reporting is complete, continue to the R3 form. )
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R2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase

Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LAC E LAB E |_ H E R E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form Institution Institution No.

o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
8th UNOS Update (720 day) Untreated Lesion Table [JScan Not Completed 55 [CINo untreated lesions identified (54] Reader ID: | | | | | | | |(Site use only)

— Additional Involved P ;

* % . Classification of Lesion . .

c o MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lespn Signal Featur_es

g s (Highest-# Segment) (if applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)

03 (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)

=& segment #s)

M Highest-# Segment: o 0 Segment1 u 13| T1 Pre-contrast: SI [14] O hypointense (0] isointense O  hyperintense
Seg(;%heonc;sii\:g;?/:ciig:ﬁztﬁOT [J sSegment2 5 O Class 4 Laie Aresial 151 A O hypointense O isointense O  hyperintense
the segment # with the greatest| [] Segment3 O Class 4g Phase: SI [ell  B. O homogenous O heterogeneous
tumor burden) O 6l [17]] C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a f . :
o1 o0 s m O Class 5A Portal Venous ns]| A O hypointense O isointense O  hyperintense
5 O 2 O 6 [0 segment 4b[3] Phase: SI [19] B. O homogenous O  heterogeneous
0O 3 0 7 O] Segment5 O Class 5A-g oj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9]
O 4b O] Segment 6 “ - [21] A. O hypointense (6] isointense O  hyperintense
Running # 9 [10] O Class 5B DelayedpéaEscll'ullbrum[zz] B. O homogenous O  heterogeneous
[3] [0 segment 7 1 O Class 5B-g S| ' 3| C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segment8 12 24] D. Pseudocapsule? O No O Yes
12
i-di i i xia easurements ongest diameter in cranio-caudal direction . o ontrast phase use
Bi-dimensional Measurements on Axial Plane Axial M L di i i dal di i c h d
F i - Using CURRENT Imaging) Lesion definition for measurements
(Using CURRENT Imaging) Image# | Series # (Using ging
[25] [26] [27] 28] [291] O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32]

Was imaging other than the most recent time point imaging

) . . . . . X O No O Yes: Provide date of prior imagin
(90 day interval imaging) used for this lesion size comparison? g P ang

———— (mm-dd-yyyy) |4

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis L'_I . LI cm &l Long Axis . LI cm 4 . LI cm B o late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

. » ) ’ O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular as_sessrnent (presence 71 chemical Clowi
information available, O Yes 04 | of HCC) based on imaging other than h_mem'c_a [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? O Shiftimaging O
37] present): (28] 391 T2 [41] Other, [43] ———— [44]

Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to the R3 form.
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ACRIN 6690 4 h

R 2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E L H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form Institution Institution No.

o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
8th UNOS Update (720 day) Untreated Lesion Table |:| Scan Not Comp|eted [55] |:| No untreated lesions identified [54] Reader ID: | | | | | | | | (Site use only)

—~ Additional Involved IPIS ;

* 3 q Classification of Lesion . .

c o MRI Lesion 1D Segment(s) (Class 4/4g = Not an HCC) ' Lesion Signal Features

g ) (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)

o3 (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)

= 5 segment #s)

. 13 . : ceqi ;
[1] Highest-# Segment: 2 [0 Segment1 " 13| T1 Pre-contrast: SI [14] O hypointense (6] isointense O  hyperintense
(Choose the highest-# [J Segment?2 5 O Class 4 Late Arterial 51| A O hypointense O  isointense O  hyperintense
Segment involved and NOT Bl .
the segment # with the greatest| [] Segment 3 O Class 4g Phase: SI kelf  B. O homogenous O heterogeneous
tumor burden) 0 el [17] C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a : . :
01 0 5 Yl O Class 5A el VERaIS sl A O hypointense O isointense O  hyperintense
6 O 2 0O 6 [J Segment 4b[8] Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 O Class 5A-g poj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 [ Segment5
O 4b O Seament 6 N [21] A. O hypointense (6] isointense O  hyperintense
Running # 9 [10] O Class 5B DelayedpéaES(éllullbrum [22] B. O homogenous O  heterogeneous
9% [0 segment7 1 O Class 5B-g S| ’ 23| C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segment8 . [24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
i i - sin magin or measurements
(Using CURRENT Imaging) Image # Series # <l LUl A et i
[25] [26] [27] 28] [291] O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I—I . I_I cm | Long Axis I_I—I . I_I cm I_I—I . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32

Was imaging other than the most recent time point imaging

: ; . : . : . O No O Yes: Provide date of prior imagin
(90 day interval imaging) used for this lesion size comparison? g P ang

————— (mm-dd-yyyy) |4

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis I_I_I . I_l cm &l Long Axis . |_| cm 4 . |_| cm B3I o Jate arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

o - ) : O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence D71 chemical Cowi
information available, O ves 0% | of HCC) based on imaging other than Sh,mem'?a [42)
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 mimaging r4o 0
37] present): (28] 391 T2 41] Other, (43— [44]

Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to the R3 form.
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ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
8th UNOS Update (720 day) Untreated Lesion Table [Jscan Not Completed (551 [CINo untreated lesions identified [54] Reader ID: | | | | | | | |(Site use only)
— Additional Involved PP ;
* ® . Classification of Lesion . .
c o MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lesion Signal Features
g 5 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o3 (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)
= 5 segment #s)
6] Highest-# Segment: 2 [0 Segment1 u B3l T1 Pre-contrast: Sl [14] O hypointense O isointense O  hyperintense
(Choose the highest-# [ Segment 2 - O Class 4 Late Arterial [15] A O hypointense (@] isointense hyperintense
Segment involved and NOT Bl . 6] B. O h O  het
the segment # with the greatest| [] Segment 3 . O Class 4g Phase: SI . omogenous eterogeneous
tumor burden) 0 6 [17] C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a - . ;
01 0 s ! O Class 5A Portal Venous us]| A O hypointense (0] isointense O  hyperintense
7 0O 2 0O 6 [0 segment 4b - Phase: SI ng| B. O homogenous O  heterogeneous
0 3 0 7 O Class 5A-g oj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 L] segment5
O 4b O Segment 6 - [21] A O hypointense (6] isointense O  hyperintense
- 9 [10] O Class 5B Delayed / Equilibrum [22] B. O homogenous O  heterogeneous
Running # 0 Phase: .
3] Segment 7 111 O Class 5B-g s [23] C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segment8 2 [24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction : N Contrast phase used
: ; - inga CURRENT Imagi Lesion definition £ t
(Using CURRENT Imaging) Image # Series # (Using maging) or measurements
[25] [26] [27] (28] 291 O well defined [30] O late arterial (31
. . O moderatelydefined O portal venous
Short Axis I_I—I . |_| cm | Long Axis LI—I . Ll cm I_I—l . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging onN O Yes: Provi T
; . . K . . . : de date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date ot priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis . LI cm ) Long Axis . LI cm B4 . LI cm (&5] O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
L . . . O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0 i 0O
information available,| 5y 04 | of HCC) based on imaging other than T1 Chemical DWI 40
is HCC present? s 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? Shiftimaging oy
- present): 58] [39] U2y, Uoter, [44]
Continue to report the next lesion on the next page (as applicable).
\ If reporting is complete, continue to the R3 form. )
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ACRIN 6690 4 h

R 2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E L H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

; ; Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
8th UNOS Update (720 day) Untreated Lesion Table [Jscan Not Completed - [CINo untreated lesions identified [54] Reader ID: | | | | | | | |(Site use only)
~ Additional Involved [PPSR ;
*+ 3 q Classification of Lesion . .
c o .MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lespn Signal Featur_es
-8 o (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o g (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)
4 & segment #s)
[ Highest-# Segment: 2 O Segment 1 u 13| T1 Pre-contrast: Sl [14] O hypointense (6] isointense O  hyperintense
Seé%heon(ﬁi\fzﬁl:éggﬁztﬁo_r [J Segment?2 5 O Class 4 Late Arterial 15| A O hypointense O  isointense O  hyperintense
the segment # with the greatest| [ Segment3 O Class 4g Phase: SI tell  B. O homogenous O heterogeneous
tumor burden) 6 [171| C. Enhancement relative to pre-contrast? O No O Yes
o1 0 s [J Segment 4am Portal Venous [18] A. O hypointense (6] isointense O  hyperintense
8 O 2 0O 6 [J Segment 4b[s] O Class 5A Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 [0 Segment5 O Class 5A-g o} C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9
O 4b [ Segment 6 @ - [21] A O hypointense O isointense O  hyperintense
Running # [10] O Class 5B DelayedpéaEsc(lL_llllbrum[zz] B. O homogenous O  heterogeneous
[3] ] segment7 1 O Class 5B-g S| ’ 23] C. Enhancement relative to pre-contrast? O No O Yes
I:l O Segments8 . 24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamfeter in cranio-ca_udal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] [26] [27] [28] 2911 O well defined [30] O late arterial [31]
. X O moderately defined O portal venous
Short Axis . LI cm | Long Axis . LI cm . LI cm O poorly defined O delayed / equilibrium

PRIOR IMAGING COMPARISON [J Not available [32]

Was imaging other than the most recent time point imaging O No
(90 day interval imaging) used for this lesion size comparison? g

O Yes: Provide date of prior imaging - - (mm-dd-yyyy) 46]

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis I_I_I . I_l cm & Long Axis . I_l cm & . |_| cm 3] O late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

o . . ) O No O Yes (Mark all that apply)
_Con3|de_r|ng aII_ O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence CJm1 Chemical Cow!
information available, O ves B o 0p | of HCC) based on imaging other than Shiftimagin [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 99 (40) 0O
[37] present): [38] 391 T2 [41] Other, 43— [44]

Continue to the R3 form
N J
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ACRIN 6690

R 2 A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form
If this is a revised or corrected form, please \/box. I:I

Institution

ACRIN Study 6690
PLACE LABEL HERE

Institution No.

Participant Initials

Case No.

Instructions: The form is completed by the site radiologist reading the exam. Lesions identified in comparison with recent MR imaging (within 90-180 days) prior to the current image visit being evaluated. Complete one table per
UNTREATED class 4 or 5 liver lesion identified. Record all class 5 lesions, and maximum of (5) class 4 lesions. If more than 5 class 4 lesions are present, record the largest class 4 lesions. When assigning lesion ID to a
lesion that cannot be unequivocally assigned to just one specific segment, identify the lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden). For
example, a lesion seen involving segments 6, 7, and 8 then 8 would be assigned for the Lesion ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

Reader ID:| | | | | | | |(Site use only)

9th UNOS Update (810day) ~ Untreated Lesion Table  []JScan Not Completed - [INo untreated lesions identified (541
— Additional Involved [P ;
* . Classification of Lesion . .
c - MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lesu_)n Signal Featur_es
25 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
° § (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)
==
= segment #s)
0] Highest-# Segment: o [0 Segment1 u 13| T1 Pre-contrast: Sl [14] O hypointense O isointense hyperintense
(Choose the highest-# [ Segment 2 - O Class 4 Late Arterial [15] A. O hypointense (@] isointense O  hyperintense
Segment involved and NOT &l . 6] B. O h O het
the segment # with the greatest| [] Segment 3 o O Class 4g Phase: SI omogenous eterogeneous
tumor burden) O s [17]] C. Enhancement relative to pre-contrast? O No O Yes
egment 4a ; isoi i
01 o0 s 7 O Class 5A Portal Venous us)| A O hypointense (@] isointense O  hyperintense
1 O 2 O 6 [0 segment 4b o Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 O] Segment5 O Class 5A-g poj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9
O 4b ] Seament 6 . - [21] A O hypointense (0] isointense O  hyperintense
Running # 9 [10] O Class 5B DEIayEdPr/]aiqeL.““brum[zz] B. O homogenous O  heterogeneous
&] [0 segment7 [ O Class 5B-g S| ' 23] C. Enhancement relative to pre-contrast? O No O Yes
I:l [0 Segment8 ) 24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements

[25]

[26]

[27

[28]

Short Axis I_I_I . I_l cm | Long Axis LI_I . Ll cm

I_I_I.I_Icm

29| O well defined

[30]

O poorly

O moderatelydefined

defined

O late arterial @1
O portal venous
O delayed / equilibrium

PRIOR IMAGING COMPARISON

[] Not available

[32]

Was imaging other than the most recent time point imaging

) ) . X . . . O No
(90 day interval imaging) used for this lesion size comparison? g

O Yes:

Provide date of prior imaging

———— (mm-dd-yyyy) ¢,

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction (Using PRIOR Imaging)

Contrast phase used for prior imaging measurements

Short Axis I_I_I . I_l cm 3 Long Axis I_I_I . I_l cm e

I_I_I.I_lcm

[35]

O late arterial O portal venous

[36]
O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

o » : ) O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0 - 0O
information available,| 5y 04 | of HCC) based on imaging other than T1 Chemical DWI 40
is HCC present? €S | 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? - Shiftimaging o 0
7] present): (28] 139] T2y Other. 143 [44]
\_ Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to the R3 form. Y,
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ACRIN 6690 4 h

R 2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E L H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form Institution Institution No.

o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
9th UNOS Update (810 day) Untreated Lesion Table [Jscan Not Completed 55 [CINo untreated lesions identified (54 Reader ID: | | | | | | | |(Site use only)

~ Additional Involved [PPSR ;

* 3 q Classification of Lesion . .

c o .MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lespn Signal Featur_es

25 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)

S (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)

4 & segment #s)

[ Highest-# Segment: 2 O Segment 1 u 13| T1 Pre-contrast: Sl [14] O hypointense (6] isointense O  hyperintense
(Choose the highest-# [J Segment?2 . O Class 4 Late Arterial [15] A. O hypointense (6] isointense O  hyperintense
Segment involved and NOT © . 6] B, O h O n
the segment # with the greatest| [ Segment 3 5 O Class 4g Phase: SI ' omogenous eterogeneous
tumor burden) 6 [171] C. Enhancement relative to pre-contrast? O No O Yes
o1 0 s [J Segment 4am O Class 5A Portal Venous [18] A. O hypointense (6] isointense O  hyperintense
2 O 2 0O 6 [J Segment 4b[s] Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 O Class 5A-g o} C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 L) segment5
O 4b ] Seament 6 - [21] A O hypointense O isointense O  hyperintense
Running # g [10] O Class 5B DelayedpéaEsc(lL_llllbrum [22) B. O homogenous O  heterogeneous
9%y LJ segment7 1 O Class 5B-g S| ' @3]l C. Enhancement relative to pre-contrast? O No O Yes
I:l O Segments8 . 24] D. Pseudocapsule? O No O Yes
12)
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamgter in cranio-ca_udal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] 26] [27] 28] 291 O well defined (30] O late arterial (31
. X O moderately defined O portal venous
Short Axis . I—l €m | Long Axis . I—l cm . I—l cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging O No O Yes: Provide date of prior imaging . ) (mm-dd-yyyy) ol

(90 day interval imaging) used for this lesion size comparison? g

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis I_I_I . |_| cm & Long Axis . |_| cm B4 . |_| cm =2 O late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

o . . ) O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 71 chemical Clowi
information available, O Yes 04 | of HCC) based on imaging other than Sh'ft|emlc'a [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 Himaging ) O
[37] present): [38] 391 T2 4y Other, [43] ——— [44]

Continue to report the next lesion on the next page (as applicable).

L If reporting is complete, continue to the R3 form. )
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- N
ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
9th UNOS Update (810day) ~ Untreated Lesion Table  [JScan Not Completed 551 [INo untreated lesions identified (54 | REader I0: L |(Site use only)
— Additional Involved [P ;
* T : Classification of Lesion . .
co MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) . Le5|9n Signal Featurgs
o5 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
38 (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)
& segment #s)
[ Highest-# Segment: " 0 Segment 1 ul 13| T1 Pre-contrast: Sl 14 O hypointense O  isointense hyperintense
(Choos_e the highest-# [0 sSegment?2 Bl O Class 4 Late Arterial [15] A. O hypointense O isointense hyperintense
Segment involved and NOT h . 6] B. O h O het
the segment # with the greatest| [] Segment 3 5 O Class 4g Phase: Sl ’ omogenous cterogeneous
tumor burden) 0 4 17| C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a - e ;
01 0 5 Y| O Class 5A Portal Venous ns]| A O hypointense (0] isointense O  hyperintense
3 O 2 O 6 [0 segment 4b - Phase: SI [19] B. O homogenous O  heterogeneous
0 3 O 7 O Class 5A-g o)l C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 L] Segment5
O 4b O] Segment6 - [21] A. O hypointense (0] isointense O  hyperintense
- [10] O Class 5B Delayed / Equilibrum [22) B. O homogenous O  heterogeneous
Running # 0 Phase: .
3] Segment 7 [11] O Class 5B-g s 23] C. Enhancement relative to pre-contrast? O No O Yes
I:l [0 Segments8 - 124 D. Pseudocapsule? O No O Yes
1.
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . . Contrast phase used
. : - Using CURRENT | ; Lesion definition £ t
(Using CURRENT Imaging) Image # Sarfes & (Using maging) or measurements
[25] [26] [27] [28] 2911 O well defined [30] O late arterial (31
. . O moderatelydefined O portal venous
Short Axis I_I—I . |_| cm | Long Axis LI—I . Ll cm I_I—l . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available (321
Was imaging other than the most recent time point imaging o . . N
R . . X . . . N O Yes: Provide date of _ -dd-
(90 day interval imaging) used for this lesion size comparison? g 0 es: Frovide date ot priorimaging (mm-dd-yyyy) (46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis i |_| cm 53 Long Axis i |_| cm B4 i |_| cm 155 O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
L - . . O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 71 Chemical Clowi
information available, O Yes B B 04 | of HCC) based on imaging other than ShiftImagi [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? ftimaging )
- present): 58] sa|  DB2uy Uother, 5 [44)
Continue to report the next lesion on the next page (as applicable).
\ If reporting is complete, continue to the R3 form. )
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- N
ACRIN 6690 4 A
ACRIN Study 6690
R 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
: : Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
9th UNOS Update (810day)  Untreated Lesion Table  [[JScan Not Completed 551 [INo untreated lesions identified (54 | Reader ID: | | | | | | | |(Site use only)
= Additional Involved e ;
#* I . Classification of Lesion . X
c o MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) ' Lespn Signal Featur_es
% o (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o g (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)
= 5 segment #s)
s Highest-# Segment: 2 [0 Segment 1 " B3Il T1 Pre-contrast: SI [ O hypointense O  isointense hyperintense
Seé%heon(;sii\:t;ﬁ/::jggﬁztﬁOT [J Segment 2 5 O Class 4 Late Arterial 5| A O hypointense O  isointense hyperintense
the segment # with the greatest| [] Segment 3 " O Class 4g Phase: SI welf  B. O homogenous O heterogeneous
tumor burden) 0 B 17| C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a f . N
01 0 5 m O Class 5A Peral VeEneus [18] A. O hypointense O isointense O  hyperintense
4 O 2 O 6 [J segment 4b[8] Phase: SI [29] B. O homogenous O  heterogeneous
0 3 0 7 O Segment5 O Class 5A-g poj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9]
O 4b [ Seament 6 - [21] A O hypointense (6] isointense O  hyperintense
Running # 9 [10] O Class 5B DelayedpéaES(éllullbrum [22] B. O homogenous O  heterogeneous
97 1 segment7 11 O Class 5B-g S| ’ 31| C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segments8 - 24 D. Pseudocapsule? O No O Yes
1.
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . o Contrast phase used
. ; Using CURRENTI ; Lesion definition f
(Using CURRENT Imaging) Image # Series # (Using maging) or measurements
[25] [26] [27] [28] 291 O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I—I . I_I cm | Long Axis I_I—I . I_I cm I_I—I . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32
Was imaging other than the most recent time point imaging o . . o
) . . - . . . N O Yes: Provide date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date ot priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis . |_| cm 53] Long Axis . |_| cm 4 X |_| cm = O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
. . O No O Yes (Mark all that appl
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence |:|O es_( ar a|:| at apply)
information available,| 4y 0% | of HCC) based on imaging other than T1 Chemical DWI 45
is HCC present? es 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0O Shiftimaging [40] 0
- present): 58] 291 T2 141 Other, 143 (44]
Continue to report the next lesion on the next page (as applicable).
\ If reporting is complete, continue to the R3 form. )
"Copyright 2012" Version 3.1  ACRIN 6690 R2 11-14-12 40f8



ACRIN 6690 4 A
R2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase

Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LAC E LAB E |_ H E R E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form Institution Institution No.

o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
9th UNOS Update (810 day) Untreated Lesion Table [JScan Not Completed 55 [CINo untreated lesions identified (54] Reader ID: | | | | | | | |(Site use only)

— Additional Involved P ;

* % . Classification of Lesion . .

c o MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lespn Signal Featur_es

g s (Highest-# Segment) (if applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)

03 (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)

=& segment #s)

M Highest-# Segment: o 0 Segment1 u 13| T1 Pre-contrast: SI [14] O hypointense (0] isointense O  hyperintense
Seg(;%heonc;sii\:g;?/:ciig:ﬁztﬁOT [J sSegment2 5 O Class 4 Laie Aresial 151 A O hypointense O isointense O  hyperintense
the segment # with the greatest| [] Segment3 O Class 4g Phase: SI [ell  B. O homogenous O heterogeneous
tumor burden) O 6l [17]] C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a f . :
o1 o0 s m O Class 5A Portal Venous ns]| A O hypointense O isointense O  hyperintense
5 O 2 O 6 [0 segment 4b[3] Phase: SI [19] B. O homogenous O  heterogeneous
0O 3 0 7 O] Segment5 O Class 5A-g oj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9]
O 4b O] Segment 6 “ - [21] A. O hypointense (6] isointense O  hyperintense
Running # 9 [10] O Class 5B DelayedpéaEscll'ullbrum[zz] B. O homogenous O  heterogeneous
[3] [0 segment 7 1 O Class 5B-g S| ' 3| C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segment8 12 24] D. Pseudocapsule? O No O Yes
12
i-di i i xia easurements ongest diameter in cranio-caudal direction . o ontrast phase use
Bi-dimensional Measurements on Axial Plane Axial M L di i i dal di i c h d
F i - Using CURRENT Imaging) Lesion definition for measurements
(Using CURRENT Imaging) Image# | Series # (Using ging
[25] [26] [27] 28] [291] O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32]

Was imaging other than the most recent time point imaging

) . . . . . X O No O Yes: Provide date of prior imagin
(90 day interval imaging) used for this lesion size comparison? g P ang

———— (mm-dd-yyyy) |4

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis L'_I . LI cm &l Long Axis . LI cm 4 . LI cm B o late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

. » ) ’ O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular as_sessrnent (presence 71 chemical Clowi
information available, O Yes 04 | of HCC) based on imaging other than h_mem'c_a [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? O Shiftimaging O
37] present): (28] 391 T2 [41] Other, [43] ———— [44]

Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to the R3 form.

AN /
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ACRIN 6690 4 h

R 2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E L H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI UNTREATED Lesion Interpretation Form Institution Institution No.

o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
9th UNOS Update (810 day) Untreated Lesion Table |:| Scan Not Comp|eted [55] |:| No untreated lesions identified [54] Reader ID: | | | | | | | | (Site use only)

—~ Additional Involved IPIS ;

* 3 q Classification of Lesion . .

c o MRI Lesion 1D Segment(s) (Class 4/4g = Not an HCC) ' Lesion Signal Features

g ) (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)

o3 (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)

= 5 segment #s)

. 13 . : ceqi ;
[1] Highest-# Segment: 2 [0 Segment1 " 13| T1 Pre-contrast: SI [14] O hypointense (6] isointense O  hyperintense
(Choose the highest-# [J Segment?2 5 O Class 4 Late Arterial 51| A O hypointense O  isointense O  hyperintense
Segment involved and NOT Bl .
the segment # with the greatest| [] Segment 3 O Class 4g Phase: SI kelf  B. O homogenous O heterogeneous
tumor burden) 0 el [17] C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a : . :
01 0 5 Yl O Class 5A el VERaIS sl A O hypointense O isointense O  hyperintense
6 O 2 0O 6 [J Segment 4b[8] Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 O Class 5A-g poj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 [ Segment5
O 4b O Seament 6 N [21] A. O hypointense (6] isointense O  hyperintense
Running # 9 [10] O Class 5B DelayedpéaES(éllullbrum [22] B. O homogenous O  heterogeneous
9% [0 segment7 1 O Class 5B-g S| ’ 23| C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segment8 . [24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
i i - sin magin or measurements
(Using CURRENT Imaging) Image # Series # <l LUl A et i
[25] [26] [27] 28] [291] O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I—I . I_I cm | Long Axis I_I—I . I_I cm I_I—I . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32

Was imaging other than the most recent time point imaging

: ; . : . : . O No O Yes: Provide date of prior imagin
(90 day interval imaging) used for this lesion size comparison? g P ang

————— (mm-dd-yyyy) |4

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis I_I_I . I_l cm &l Long Axis . |_| cm 4 . |_| cm B3I o Jate arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

o - ) : O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence D71 chemical Cowi
information available, O ves 0% | of HCC) based on imaging other than Sh,mem'?a [42)
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 mimaging r4o 0
37] present): (28] 391 T2 41] Other, (43— [44]

Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to the R3 form.
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- N
ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
9th UNOS Update (810 day) Untreated Lesion Table [Jscan Not Completed (551 [CINo untreated lesions identified [54] Reader ID: | | | | | | | |(Site use only)
— Additional Involved PP ;
* ® . Classification of Lesion . .
c o MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lesion Signal Features
g 5 (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o3 (Running#) any additional involved | (Class 5B/5B-g = T2 Stage HCC)
= 5 segment #s)
6] Highest-# Segment: 2 [0 Segment1 u B3l T1 Pre-contrast: Sl [14] O hypointense O isointense O  hyperintense
(Choose the highest-# [ Segment 2 - O Class 4 Late Arterial [15] A O hypointense (@] isointense hyperintense
Segment involved and NOT Bl . 6] B. O h O  het
the segment # with the greatest| [] Segment 3 . O Class 4g Phase: SI . omogenous eterogeneous
tumor burden) 0 6 [17] C. Enhancement relative to pre-contrast? O No O Yes
Segment 4a - . ;
01 0 s ! O Class 5A Portal Venous us]| A O hypointense (0] isointense O  hyperintense
7 0O 2 0O 6 [0 segment 4b - Phase: SI ng| B. O homogenous O  heterogeneous
0 3 0 7 O Class 5A-g oj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 L] segment5
O 4b O Segment 6 - [21] A O hypointense (6] isointense O  hyperintense
- 9 [10] O Class 5B Delayed / Equilibrum [22] B. O homogenous O  heterogeneous
Running # 0 Phase: .
3] Segment 7 111 O Class 5B-g s [23] C. Enhancement relative to pre-contrast? O No O Yes
I:l 0 Segment8 2 [24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction : N Contrast phase used
: ; - inga CURRENT Imagi Lesion definition £ t
(Using CURRENT Imaging) Image # Series # (Using maging) or measurements
[25] [26] [27] (28] 291 O well defined [30] O late arterial (31
. . O moderatelydefined O portal venous
Short Axis I_I—I . |_| cm | Long Axis LI—I . Ll cm I_I—l . I_I cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging onN O Yes: Provi T
; . . K . . . : de date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date ot priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis . LI cm ) Long Axis . LI cm B4 . LI cm (&5] O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
L . . . O No O Yes (Mark all that apply)
Considering all O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0 i 0O
information available,| 5y 04 | of HCC) based on imaging other than T1 Chemical DWI 40
is HCC present? s 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? Shiftimaging oy
- present): 58] [39] U2y, Uoter, [44]
Continue to report the next lesion on the next page (as applicable).
\ If reporting is complete, continue to the R3 form. )
"Copyright 2012" Version 3.1 ACRIN 6690 R2 11-14-12 7o0f8



ACRIN 6690 4 h

R 2 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E L H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

; ; Institution Institution No.
MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V box. L Y,
9th UNOS Update (810 day) Untreated Lesion Table [Jscan Not Completed - [CINo untreated lesions identified [54] Reader ID: | | | | | | | |(Site use only)
~ Additional Involved [PPSR ;
*+ 3 q Classification of Lesion . .
c o .MRI Lesion ID Segment(s) (Class 4/4g = Not an HCC) _ Lespn Signal Featur_es
-8 o (Highest-# Segment) (If applicable, mark (Class 5A/5A-g = T1 Stage HCC) (SI = Signal Intensity compared to liver background)
o g (Running#) any additional involved | (C|ass 5B/5B-g = T2 Stage HCC)
4 & segment #s)
[ Highest-# Segment: 2 O Segment 1 u 13| T1 Pre-contrast: Sl [14] O hypointense (6] isointense O  hyperintense
Seé%heon(ﬁi\fzﬁl:éggﬁztﬁo_r [J Segment?2 5 O Class 4 Late Arterial 15| A O hypointense O  isointense O  hyperintense
the segment # with the greatest| [ Segment3 O Class 4g Phase: SI tell  B. O homogenous O heterogeneous
tumor burden) 6 [171| C. Enhancement relative to pre-contrast? O No O Yes
o1 0 s [J Segment 4am Portal Venous [18] A. O hypointense (6] isointense O  hyperintense
8 O 2 0O 6 [J Segment 4b[s] O Class 5A Phase: SI [19] B. O homogenous O  heterogeneous
0 3 0 7 [0 Segment5 O Class 5A-g o} C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 9
O 4b [ Segment 6 @ - [21] A O hypointense O isointense O  hyperintense
Running # [10] O Class 5B DelayedpéaEsc(lL_llllbrum[zz] B. O homogenous O  heterogeneous
[3] ] segment7 1 O Class 5B-g S| ’ 23] C. Enhancement relative to pre-contrast? O No O Yes
I:l O Segments8 . 24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamfeter in cranio-ca_udal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] [26] [27] [28] 2911 O well defined [30] O late arterial [31]
. X O moderately defined O portal venous
Short Axis . LI cm | Long Axis . LI cm . LI cm O poorly defined O delayed / equilibrium

PRIOR IMAGING COMPARISON [J Not available [32]

Was imaging other than the most recent time point imaging O No
(90 day interval imaging) used for this lesion size comparison? g

O Yes: Provide date of prior imaging - - (mm-dd-yyyy) 46]

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[36]
Short Axis I_I_I . I_l cm & Long Axis . I_l cm & . |_| cm 3] O late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

o . . ) O No O Yes (Mark all that apply)
_Con3|de_r|ng aII_ O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence CJm1 Chemical Cow!
information available, O ves B o 0p | of HCC) based on imaging other than Shiftimagin [42]
is HCC present? 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 99 (40) 0O
[37] present): [38] 391 T2 [41] Other, 43— [44]

Continue to the R3 form
N J
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R3

ACRIN 6690

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

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

Institution

Participant Initials

ACRIN Study 6690
PLACE LABEL HERE

Institution No.

Case No.

Instructions: The form is completed by the site radiologist reading the exam. Lesions identified in comparison with recent MRI imaging (within 90-180 days) prior to the current image visit being evaluated. Complete one table per
TREATED class 4 or 5 liver lesion identified. Record all class 5 lesions, and maximum of (5) class 4 lesions. When assigning lesion ID to a lesion that cannot be unequivocally assigned to just one specific segment, identify the
lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden). For example, a lesion seen involving segments 6, 7, and 8 then 8 would be assigned for
the Lesion ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

TREATED LESION TABLE [INOTREATED LESIONS IDENTIFIED

‘Reader ID:| | | | | | | |(Site use only)

[54]
* 3 ) o
c o MRI Lesion ID Add'st;%”ri'er']r;‘(’s)"’ed Classification of Lesion Lesion Signal Features
" § (Highest-# Segment) (If applicable, mark any additional (((:ggsssiz ﬁZsH I::((::z:) (51 = Signal Intensity compared to iver background)
[} H 3 =
—! ;3, [ (R involved segment #s)
0 Segment 1 n3| T1 Pre-contrast: SI 14 O hypointense (e} isointense O  hyperintense
Highest-# Segment: 2l @ | A © hvooint 0 isoint O  hvoerint
(Choose the highest-# [] Segment2 5] Late Arterial ypointense isointense yperintense
Segment involved and NOT 0O Phase: SI (el B. O homogenous O heterogeneous
the segment # with the greatest Segment 3 [6] [17] C. Enhancement relative to pre-contrast? O No O Yes
tumor burden
1 ) O Segment4am O Class 4 Portal Venous us;| A O hypointense (@] isointense O  hyperintense
8 ; 8 2 [0 Segment4b - Phase: SI )| B. O homogenous O  heterogeneous
0O 3 0O 7 O Segment5 . O Class 5T oj| C. Enhancement relative to pre-contrast? O No O Yes
O 4a O 8 . - .
21]
o 4b [ Segment6 . 21| A O hypointense (0] isointense O  hyperintense
] 110] Delayed Phase: Sl [22]| B. O homogenous O  heterogeneous
Running # 13] [ Segment7 [11] 23| C. Enhancement relative to pre-contrast? O No O Yes
|:| [J Segments8 (12 [24] D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesi definiti Contrast phase used
(Using CURRENT Imaging) Image # Saiies # (Using CURRENT Imaging) il CEimde for measurements

[25]

Short Axis I_I_I . I_I

cm

Long Axis . I_l

[26] [27] [28]

cm

I_I_I.I_lcm

O well defined
O moderatelydefined
O poorly defined

O late arterial
O portal venous
O delayed

[29] [30] [31]

PRIOR IMAGING COMPARISON

[J Not available 321

Was imaging other than the most recent time point imaging
(90 day interval imaging) used for this lesion size comparison? g

O No O Yes:

Provide date of prior imaging

e (MMddyYYY)

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction (Using PRIOR Imaging)

Contrast phase used for prior imaging measurements

Short Axis I_I_I . I_l cm )

Long Axis I_I_I . I_l cm 4

I_I_I.I_lcm

[35] [36]

O late arterial

O portal venous O delayed

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

SocaiiE O Cryoablation a7 Considering O No
ty'?)e of LJ Radioembolization (48] all ) Probability of presence of HCC (Scale of 0-100%): Is this particular assessment | O Yes (Mark all th‘f’“ apply) .
ablation [ Radiofrequency 149] information | O No N o | (Presence of HCC) based [J 71 chemical Shift Imaging (40]
(mark all [ TACE - available, O Yes| 0% (HCC deflnltgly NOT present) - on imaging other than this Ot
DUnknO\[Nn] is HCC 100% (HCC definitely present): dynamic post-contrast = [41]
that apply) [51] resent? i aning? DWI
[ other 52] 53] P ’ ging: Oother
: (7 28] 9] ' 43] a4
S Continue to report the next lesion on the next page (as applicable). |If reporting is complete, continue to R4 form. )
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A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
MRI TREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box.
MLESION TABLE Reader ID:| | | | | | | |(Site use only)
* % ] iti T . . .
C: MRI Lesion ID Add'stg’g"r:'er'l':‘(’;’)"’eo' Classification of Lesion Lesion Signal Features
o5 (Highest-# Segment) ; » (Class 4 = No HCC) (S| = Signal Intensity compared to liver background)
8o : (If applicable, mark any additional (Class 5T = Yes HCC)
o 1 (Running#) ;
== involved segment #s)
] ] Segment 1 T1 Pre-contrast: Sl 14 O hypointense (6] isointense O  hyperintense
Highest-# Segment: 2l d [ ] A O hynoint 0 isoint O hvperint
(Choose the highest# [ Segment 2 o Late Arterial ypointense isointense yperintense
Segment involved and NOT O Phase: SI [6]| B. O homogenous O  heterogeneous
the segment # with the greatest Segment 3 [6] [17]] C. Enhancement relative to pre-contrast? O No O Yes
tumor burden
2 ) L] Segment 43[7] O Class 4 Portal Venous s}l A O hypointense O  isointense O  hyperintense
8 ; 8 2 [ Segment 4b 8l Phase: SI pg| B. O homogenous O  heterogeneous
03 O 7 O Class 5T poj| C. Enhancement relative to pre-contrast? O No O Yes
O 40 8 ) Seaments “ 1| A O hypointense O isointense O  hyperintense
O 4b [J segment 6 [10] |l B O n o et
- Delayed Phase: S [22] . omogenous eterogeneous
Running # ] L) segment7 [11] 23]| C. Enhancement relative to pre-contrast? O No O Yes
|:| [0 Segment8 12 4| D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction ion definiti Contrast phase used
(Using CURRENT Imaging) o, SR (Using CURRENT Imaging) e for measurements
[25] [26] [27) [28] 91| O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis LI_I . Ll cm | Long Axis LI_I . Ll cm I_I_I . I_l cm O poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging . i o
(90 day interval imaging) used for this lesion size comparison?yg O No O Yes: Provide date of prior imaging ———— (mm-dd-yyyy) )
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
shortais| || [ Jom ™| tongaxsl || [ Jom ® LIS [ em ™|  latearerial O portal venous O delayed ™
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Specific [ cryoablation [47] Considering 8$° Mark all that |
Ve [J Radioembolization 28] all . Probability of presence of HCC (Scale of 0-100%): Is this particular assessment es (Mark a at app }’) ‘
ablation [ Radiofrequency (491 information | O No o o5 | (presence of HCC) based [JT1 chemical Shift Imaging 140]
(mark all O TACE available, O Yes| 0% (HCC definitely NOT present) - 9| on imaging other than this OT2
that apply) DUnKHO\[;%] is HCC 100% (HCC definitely present): dynamic post-contrast 0O DV\[I‘:“
[ other By present? imaging? [42]
e e 87 £ 9 LI Other, g [44]
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to R4 form.
- J
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4 N
ACRIN 6690
ACRIN Study 6690
R 3 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
MRI TREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box.
TREATEDLESIONTABLE | | | | | | | | .
Reader ID: (Site use only)
:: MRI Lesion ID Add'st(':g"rﬁ'er']':‘(’s)"’ed Classification of Lesion Lesion Signal Features
o5 (Highest-# Segment) _ » (Class 4 = No HCC) (SI = Signal Intensity compared to liver background)
2 9 . (Running#) (If app_llcable, mark any additional (Class 5 = Yes HCC)
O = involved segment #s)
) ] Segment 1 T1 Pre-contrast: SI 14 O hypointense (6] isointense O  hyperintense
Highest-# Segment: , g 2 - - .
- 2] O . [151| A O hypointense (0] isointense O  hyperintense
(Choose the highest-# Segment2 Late Arterial . o o
Segment involved and NOT 0 Phase: SI (6] B homogenous heterogeneous
the segment # with the greatest Segment 3 [61 [171] C. Enhancement relative to pre-contrast? O No O Yes
tumor burden
3 ) L] segment4a m O Class 4 Portal Venous nsl| A O hypointense O  isointense O  hyperintense
8 ; 8 g [ Segment 4b . Phase: SI ng| B. O homogenous O  heterogeneous
03 0 7 O Segment5 O Class 5T poj| C. Enhancement relative to pre-contrast? O No O Yes
[9]
O 4a O 8 11| A O hypointense (6] isointense O  hyperintense
O 4b [J Segment6
: [20] Delayed Phase: Sl 21| B. O homogenous O  heterogeneous
Running # 3 L Segment7 11 23| C. Enhancement relative to pre-contrast? O No O Yes
|:| [J sSegments8 12 124 D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definiti Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) esion definition for measurements
[25] [26] [27] [28] 91| O well defined [30] O late arterial 31
. . O moderatelydefined O portal venous
Short Axis LI_I . Ll cm | Long Axis LI_I . Ll cm I_I_I . I_l cm O poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available [32]
Was imaging other than the most recent time point imaging . . T
(90 day interval imaging) used for this lesion size comparison? g ONo O Yes: Provide date of prior imaging ———— (mm-dd-yyyy) 1)
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
shortaxis| || [ Jom ™| tongaxsl || [ Jom ® LIS [ em ™| 0 laearterial O portl venous O delayed ™
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Specific [ cryoablation 47 Considering O No
t P ® 6 [J rRadioembolization 48] all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O Yes (Mark all that apply)
aybﬁation L Radiofrequency |, information | O No i o | (Presence of HCC) based [JT1 Chemical Shift Imaging (40]
O TACE available, O Yes| 0% (HCC definitely NOT present) - | on imaging other than this OT2
(mark all [50] is HoC 100% (HCC definitely present): dynamic post-contrast [41]
that apply) | LJ Unknown [51] dynamic p Cowi
[ other present? imaging? [42]
(52] (53] Oother,
[37) [38] [39] [43] [44]
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to R4 form.
- J
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4 N
ACRIN 6690
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
MRI TREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box.
MLESION TABLE Reader ID:| | | | | | | |(Site use only)
* H . it e . . .
s MRI Lesion ID Add'stg’"r:'er'l':‘(’;’)"’eo' Classification of Lesion Lesion Signal Features
o5 (Highest-# Segment) _ ¢ » (Class 4 = No HCC) (SI = Signal Intensity compared to liver background)
8o R ing# (If applicable, mark any additional (Class 5T = Yes HCC)
o 1 (Running#) ;
= involved segment #s)
Highest-# Segment: [ Segment 1 a T1 Pre-contrast: Sl 14 O hypointense (6] isointense O  hyperintense
) "2 15] i isoi i
(Choose the highest-# [ segment 2 o Late Arterial 15| A O hypointense (0] isointense O  hyperintense
Segment involved and NOT O s 3 Phase: SI [6]| B. O homogenous O heterogeneous
the segment # with the greatest egment [6] [17)] C. Enhancement relative to pre-contrast? O No O Yes
tumor burden
4 ) L] Segment 43[7] O Class 4 Portal Venous ns]| A O hypointense O  isointense O  hyperintense
8 ; 8 2 [ Segment 4b 8l Phase: SI pg| B. O homogenous O  heterogeneous
8 i 8 ; O Segment5 ol O Class 5T oy| C. Enhancement relative to pre-contrast? O No O Yes
a . . )
21
o 4b [ Segment 6 o 1| A O hypointense O isointense O  hyperintense
: (201 Delayed Phase: Sl 221 B. O homogenous O  heterogeneous
Running # ] L) segment7 [11] 23]| C. Enhancement relative to pre-contrast? O No O Yes
|:| [0 Segment8 12 4| D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction : N Contrast phase used
i i - (Using CURRENT Imaging) Lesion definition for measurements
(Using CURRENT Imaging) Image # Series #
[25] [26] [27) [28] 91| O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis LI_I . Ll cm | Long Axis LI_I . Ll cm I_I_I . I_l cm O poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging . i o
ay interval imaging) used for this lesion size comparison? ' -
90 d t | &l fair s [ ,)[45] O No O Yes: Provide date of prior imaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
shortais| || [ Jom ™| tongaxsl || [ Jom ® LIS [ em ™|  latearerial O portal venous O delayed ™
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Specific [ cryoablation [47] Considering 8$° Mark all that |
Ve [J Radioembolization 28] all . Probability of presence of HCC (Scale of 0-100%): Is this particular assessment es (Mark a at app }’) ‘
blati [ Radiofrequency information | O No % (presence of HCC) based [JT1 chemical Shift Imaging 40]
?maarEc;ﬂ Ol TACE [49] available, O Yes| 0% (HCC definitely NOT present) - % | on imaging other than this OT2
DUnKHO\[;%] is HCC 100% (HCC definitely present): dynamic post-contrast 0O [41]
At E1Erl) ;51 resent? imaging? DWI 141
[ other B2 53] p ‘ ging: [Jother
[37] [38] [39] ' [43] [44]
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to R4 form.
- J
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ACRIN 6690

R3 . : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E L H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

MRI TREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials — Case No.
If this is a revised or corrected form, please V box.
MLESION TABLE Reader ID:| | | | | | | |(Site use only)
R MRI Lesion ID Additional Involved Classification of Lesion Lesion Signal Features
=) . Segment(s) cl 4 =No HCC . . .
o5 (Highest-# Segment) (1 applicable, mark any additonal|  ( ((:I aSSS .z YO HCg:) (SI = Signal Intensity compared to liver background)
=] i | i y 1 ass = Yes
Seonm (Rl involved segment #s)
_ ] Segment 1 T1 Pre-contrast: Sl 14 O hypointense (0] isointense O  hyperintense
Highest-# Segment: [2] ’ ¥ 51| A O hypointense O  isointense O  hyperintense
(Ghoose the highest # D) Segment2 Bl Late Arterial [16]| B. O homogenous O  heterogeneous
Segment involved and NOT O s 3 Phase: SI : genou 9 u
the segment # with the greatest egment [6] [17)] C. Enhancement relative to pre-contrast? O No O Yes
tumor burden
5 ) L] Segment 43[7] O Class 4 Portal Venous ns]| A O hypointense O  isointense O  hyperintense
8 ; 8 2 [0 Segment 4b[8] Phase: Sl mg| B. O homogenous O  heterogeneous
8 ia 8 ; [0 Segment5 ol O Class 5T poj| C. Enhancement relative to pre-contrast? O No O Yes
- ) o )
o 4b [ Segment 6 a0 11| A O hypointense O isointense O  hyperintense
. Delayed Phase: Sl 21| B. O homogenous O  heterogeneous
Running # 3 L Segment7 [11] 23| C. Enhancement relative to pre-contrast? O No O Yes
|:| [0 Segment 8 12 4| D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
i i - Using CURRENT Imaging) for measurements
(Using CURRENT Imaging) Image# | Series # (
[25] [26] [27) [28] 29]| O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm O poorly defined O delayed

PRIORIMAGING COMPARISON [J Not available (32]

Was imaging other than the most recent time point imaging

(90 day interval imaging) used for this lesion size comparison?yg O No O Yes: Provide date of prior imaging

e (mmeddyyyy) ()

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

Short Axis I_IJ . I_I cm &l Long Axis . I_I cm . . I_I cm ®I| 0 late arterial 0 portal venous O delayed el

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

Specific U Cryoablation [47] Considering O No
ty%e of LI Radioembolization 48] ?” . Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O Yes (Mark all th‘j’“ apply) )
ablation | O Radiofrequency 49] information | O No N o | (Presence of HCC) based [J 1 chemical Shift Imaging 4]
(mark all O T1ACE 50 available, O Yes| 0% (HCC def|n|tgly NOT present) - 0 on imaging other than this O12

DUnknO\[Nn] is HCC 100% (HCC definitely present): dynamic post-contrast O [41]
that apply) [51] resent? imaging? pwi [42]

L other 52— [53] £ ' ging O Other

. [37] [38] [39] 43 T [44]

Continue to report the next lesion on the next page (as applicable).

If reporting is complete, continue to R4 form.
o J
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ACRIN 6690
ACRIN Study 6690
R 3 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
MRI TREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box.
MLESION TABLE Reader ID:| | | | | | | |(Site use only)
it: MRI Lesion ID Addlstéognrzler:r:\(/g)lved Classification of Lesion Lesion Signal Features
o3 (Highest-# Segment) : » (Class 4 = No HCC) (SI = Signal Intensity compared to liver background)
n o . (If applicable, mark any additional (Class 5T = Yes HCC)
S| (Running#) 5
- = involved segment #s)
_ ] Segment 1 T1 Pre-contrast: Sl 14 O hypointense (0] isointense O  hyperintense
Highest-# Segment: [2] ) “ 18| A O hypoint O  isoint O hyperint
(Choose the highest [ Segment2 o Late Arterial ypointense isointense yperintense
Segment involved and NOT O s 3 Phase: SI 6]l B. O homogenous O heterogeneous
the segment # with the greatest egment [6] [17)] C. Enhancement relative to pre-contrast? O No O Yes
tumor burden
6 ) L] Segment 43[7] O Class 4 Portal Venous ns]| A O hypointense O  isointense O  hyperintense
8 ; 8 2 [0 Segment 4b[8] Phase: Sl mg| B. O homogenous O  heterogeneous
03 0 7 O Class 5T poj| C. Enhancement relative to pre-contrast? O No O Yes
o so s [J segment5 ol . — -
o 4b [ Segment 6 11| A O hypointense O isointense O  hyperintense
- [10] Delayed Phase: Sl 22| B. O homogenous O  heterogeneous
Running # 3 L Segment7 [11] 23| C. Enhancement relative to pre-contrast? O No O Yes
|:| [0 Segment 8 12 4| D. Pseudocapsule? O No O Yes
el i i Axial Measurements Longest diameter in cranio-caudal direction ) L Contrast phase used
Bi-dimensional Measurements on Axial Plane : : Lesion definition
(Using CURRENT Imaging) Image # SarEs & (Using CURRENT Imaging) for measurements
[25] [26] [27) [28] 29]| O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis |—|—| . I_I cm | Long Axis |—|—| . I_I cm |—|—| . I_I cm O poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available (32]
Was imaging other than the most recent time point imaging ) ) o
(90 day interval imaging) used for this lesion size comparison?yg O No O Yes: Provide date of prior imaging ————— (Mm-dd-yyyy) )
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
shortaxis || L lem ™| Longaxsl L] [ Jem ® LI [ em ®| 0 latearerial O portal venous O delayed
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Specific [ cryoablation [47] Considering 8$° Mark all that |
e o [JRadioembolization 48] all ‘ Probability of presence of HCC (Scale of 0-100%): Is this particular assessment es (Mark a at app Y) _
ablation | O Radiofrequency 49] information | O No N o | (Presence of HCC) based [J 1 chemical Shift Imaging 4]
O TACE available, O Yes| 0% (HCC definitely NOT present) - on imaging other than this OT12
(mark all [50] is HCC 100% (HCC definitely present): SEilE Pes-EamiEs: [41]
that apply) | . Unknown SHYREIGIS [2 O owi
[ other cy present? imaging? [42]
2 e 87 i 189 L other, g [a4)
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to R4 form.
- J
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ACRIN 6690
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
MRI TREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box.
MLESION TABLE Reader ID:| | | | | | | |(Site use only)
‘z: MRI Lesion ID Add'stg’"r:'er'l':‘(’;’)"’eo' Classification of Lesion Lesion Signal Features
o5 (Highest-# Segment) ; ¢ » (Class 4 = No HCC) (S| = Signal Intensity compared to liver background)
0o R o (If applicable, mark any additional (Class 5T = Yes HCC)
@ [ (Running#) ;
= involved segment #s)
Highest-# Segment: [ Segment 1 a T1 Pre-contrast: Sl 14 O hypointense (6] isointense O  hyperintense
) "2 15] i isoi i
(Choose the highest-# [ segment 2 o Late Arterial 5| A O hypointense (0] isointense O  hyperintense
Segment involved and NOT O s 3 Phase: SI 6]l B. O homogenous O heterogeneous
the segment # with the greatest egment [6] [17]] C. Enhancement relative to pre-contrast? O No O Yes
tumor burden
7 ) L] Segment 43[7] O Class 4 Portal Venous s}l A O hypointense O  isointense O  hyperintense
8 ; 8 2 [ Segment 4b 8l Phase: SI pg| B. O homogenous O  heterogeneous
8 i 8 ; O Segment5 ol O Class 5T oy| C. Enhancement relative to pre-contrast? O No O Yes
a . . )
21
o 4b [ Segment 6 o 1| A O hypointense O isointense O  hyperintense
: (201 Delayed Phase: Sl 21| B. O homogenous O  heterogeneous
Running # ] L) segment7 [11] 23]| C. Enhancement relative to pre-contrast? O No O Yes
|:| [0 Segment8 12 4| D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction : N Contrast phase used
i i - (Using CURRENT Imaging) Lesion definition for measurements
(Using CURRENT Imaging) Image # Series #
[25] [26] [27) [28] 91| O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis LI_I . Ll cm | Long Axis LI_I . Ll cm I_I_I . I_l cm O poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging . i o
ay interval imaging) used for this lesion size comparison? ' -
90 d t | &l fair s [ ,)[45] O No O Yes: Provide date of prior imaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
shotaxisL L) L em ®|  Longaxsl L] [ Jem ® LIS [ em ™|  latearerial O portal venous O delayed ™
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Specific [ cryoablation [47] Considering 8$° Mark all that |
Ve [J Radioembolization 28] all . Probability of presence of HCC (Scale of 0-100%): Is this particular assessment es (Mark a at app }’) ‘
blati [ Radiofrequency information | O No % (presence of HCC) based [JT1 chemical Shift Imaging 40]
ablation I TACE (491 available, O Yes| 0% (HCC definitely NOT present) - % | on imaging other than this OT2
(mark all 0 [50] is HCC 100% (HCC definitely present): dynamic post-contrast [41]
that apply) Unknown ., . A O bwi 42
[ Other o2 - present? imaging? DOther[ ]
[37] [38] [39] ' [43] [44]
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to R4 form.
o J
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ACRIN 6690
ACRIN Study 6690
R 3 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
MRI TREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box.
MLESION TABLE Reader ID:| | | | | | | |(Site use only)
qz: MRI Lesion ID Addlstéognrzler:r:\(/g)lved Classification of Lesion Lesion Signal Features
o5 (Highest-# Segment) : » (Class 4 = No HCC) (SI = Signal Intensity compared to liver background)
2 S 1] (Running#) (If app_llcable, mark any additional (Class 5T = Yes HCC)
g £ involved segment #s)
_ ] Segment 1 T1 Pre-contrast: Sl 14 O hypointense (0] isointense O  hyperintense
Highest-# Segment: 2l d [ B~ O hveol 0 isoi O  thvoeri
(Choose the highest-# [ segment 2 o Late Arterial ypointense isointense yperintense
Segment involved and NOT O s 3 Phase: SI 6]l B. O homogenous O heterogeneous
the segment # with the greatest egment [6] [17)] C. Enhancement relative to pre-contrast? O No O Yes
tumor burden
8 ) L] Segment 43[7] O Class 4 Portal Venous ns]| A O hypointense O  isointense O  hyperintense
8 ; 8 2 [0 Segment 4b[8] Phase: Sl mg| B. O homogenous O  heterogeneous
03 0 7 [0 Segment5 O Class 5T poj| C. Enhancement relative to pre-contrast? O No O Yes
[9]
8 32 8 [ Segment 6 11| A O hypointense O isointense O  hyperintense
- [10] Delayed Phase: Sl 22| B. O homogenous O  heterogeneous
Running # 3 L Segment7 [11] 23| C. Enhancement relative to pre-contrast? O No O Yes
|:| [0 Segment 8 12 4| D. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # SarEs & (Using CURRENT Imaging) for measurements
[25] [26] [27) [28] 29]| O well defined [30] O late arterial [31]
. . O moderately defined O portal venous
Short Axis |—|—| . I_I cm | Long Axis |—|—| . I_I cm |—|—| . I_I cm O poorly defined O delayed
PRIORIMAGING COMPARISON [J Not available (32]
Was imaging other than the most recent time point imaging ) ) o
(90 day interval imaging) used for this lesion size comparison?yg O No O Yes: Provide date of prior imaging ————— (Mm-dd-yyyy) )
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
Short Axis I_I_I . |_| cm & Long Axis I_l_l . |_| cm 34 I_I_I . |_| cm e O late arterial O portal venous O delayed (=6l
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Specific [ cryoablation [47] Considering 8$° Mark all that |
e o [JRadioembolization 48] all ‘ Probability of presence of HCC (Scale of 0-100%): Is this particular assessment es (Mark a at app Y) _
ablation | O Radiofrequency 49] information | O No N o | (Presence of HCC) based [J 1 chemical Shift Imaging 4]
Gk el O TACE available, O Yes| 0% (HCC definitely NOT present) - on imaging other than this OT12
ihat apply) DUnknO\[;%] is HCC 100% (HCC definitely present): dynamic post-contrast O DV\[/A:”
[ other cy present? imaging? [42]
52] (53] - - 39 O other, 43] (44)
Continue to the R4 form
- i J
"Copyright 2011" Version 1.0 ACRIN 6690 R3 3-29-11 8o0f8
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ACRIN 6690 4 A
. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. Institution Institution No.
MRI Local Overall Interpretation Form
Participant Initials — CaseNo.
\/ - /
If this is a revised or corrected form, please V/ box. I:'
Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.
7th UNOS Update (630 da .
P ( y) Summary of Reported Lesions
Number of Class 4/4g lesions (1]
Number of Class 5A/5A-g lesions [T1 HCCs] 2l
. 3
Number of Class 5B/5B-g lesions [T2 HCCs] [3]
. 4
Number of Class 5T lesions 4]
1. Were there additional Class 4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class 4 lesions]
O No
O Yes
2. Was there any imaging evidence of macrovascular invasion by tumor? (6]
O No
O Yes
3. Is the participant within Milan criteria? 7]
O No
O Yes
3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list? [12]
O No
O Yes
Comments:
[8.9]
[10] : : [11]
Initials of person completing the form Date form completed (mm-dd-yyyy)
- J
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ACRIN 6690 4 A
. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. Institution Institution No.
MRI Local Overall Interpretation Form
Participant Initials — CaseNo.
\/ - /
If this is a revised or corrected form, please V/ box. I:'
Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.
8th UNOS Update (720 da .
P ( y) Summary of Reported Lesions
Number of Class 4/4g lesions (1]
Number of Class 5A/5A-g lesions [T1 HCCs] 2l
. 3
Number of Class 5B/5B-g lesions [T2 HCCs] [3]
. 4
Number of Class 5T lesions 4]
1. Were there additional Class 4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class 4 lesions]
O No
O Yes
2. Was there any imaging evidence of macrovascular invasion by tumor? (6]
O No
O Yes
3. Is the participant within Milan criteria? 7]
O No
O Yes
3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list? [12]
O No
O Yes
Comments:
[8.9]
[10] : : [11]
Initials of person completing the form Date form completed (mm-dd-yyyy)
- J
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ACRIN 6690 4 A
. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
. Institution Institution No.
MRI Local Overall Interpretation Form
Participant Initials — CaseNo.
\/ - /
If this is a revised or corrected form, please V/ box. I:'
Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.
9th UNOS Update (810 da .
P ( y) Summary of Reported Lesions
Number of Class 4/4g lesions (1]
Number of Class 5A/5A-g lesions [T1 HCCs] 2l
. 3
Number of Class 5B/5B-g lesions [T2 HCCs] [3]
. 4
Number of Class 5T lesions 4]
1. Were there additional Class 4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class 4 lesions]
O No
O Yes
2. Was there any imaging evidence of macrovascular invasion by tumor? (6]
O No
O Yes
3. Is the participant within Milan criteria? 7]
O No
O Yes
3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list? [12]
O No
O Yes
Comments:
[8.9]
[10] : : [11]
Initials of person completing the form Date form completed (mm-dd-yyyy)
- J
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ACRIN 6690 - EDRN End of Study

A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma Institution

ACRIN Study 6690

PLACE LABEL HERE

Institution No.

Participant Initials
.

Case No.

00000

(oN®)

0]
@]

COMMENTS:

Provide reason for study disposition:

[
1 Protocol defined follow-up completed
2 EDRN sub-trial terminated by sponsor
3 Patient refused follow up/withdrew from the EDRN Sub-trial
4 Adverse Event/ Side Effects / Complications
5 Death
Date of death: / / " (mm/dd/yyyy)

[2] [3]

Cause of death:

[5]

6 Lostto follow-up
88 Other (specify reason below)
Specify reason:

[6]

Date of disposition: / / (mm/ddlyyyy),

1 No
2 Yes

Did the investigator review and sign off on the participant's disposition?

[11]

Initials of person completing the form

.

[12]

Date form completed (mm-dd-yyyy)

19, 10]

/
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4 N
ACRIN 6690 - Eovist Sub-trial 4 N
. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
E-MRI Local Interpretation Form Institution Institution No.
\/ ParticipantInitials — Case No.
If this is a revised or corrected form, please V/ box. I:' N J
Instructions: the form is completed after each serial imaging visit (90 day intervals) by the site radiologist reading the exam. For assistance in completing Q1 UNOS listing update, please contact your
site’s designated transplant coordinator / research staff. The E-MRI Local Interpretation form is completed by the radiologist following the review and documentation of the treated and untreated lesions
on the appropriate forms. Continue to report lesions on the E-MRI Untreated Lesion Interpretation, the E-MRI Treated Lesion Interpretation and the E-MRI Reader Overall Assessment forms.
1. UNOSlisting update (timepoint) [JSCANNOT COMPLETED [16]
O 1% UNOS update (90 day) O 4" UNOS update (360 day) O 7t UNOS update (630) day
O 2" UNOS update (180 day) O 5" UNOS update (450 day) O 8" UNOS update (720) day
O 3“UNOS update (270 day) O 6N UNOS update (540 day) O 9t UNOS update (810) day
O Post Ablation Imaging (protocol requirement additional imaging: not used for UNOS update)
2. Date of imaging: - - (mm-dd-yyyy) 2]
3. Date of interpretation: - - (mm-dd-yyyy) 3]
4. Reader ID: | | | | | | | 4
5. Has the participant undergone ablation of one or more lesions? (5]
O No (continue to S2)
O Yes (complete Q5a and Q5b)
5a. Specify the type of ablation
] Transarterial chemoembolization [TACE] (6]
] Cryoablation o
[J Radiofrequency ablation i8]
[J Radioembolization ]
] unknown (3]
[ other 4] (1)
5b. Specify the location (mark all that apply)
[ Right lobe [10]
] Left lobe 1)
] Not applicable (2]
Important: Please refer to the protocol appendix IX: Guidance for Radiologists: Eovist Sub-trial Only
- J
"Copyright 2013" Version0.2 ACRIN 6690 S1 03-05-13 1lofl



S2

ACRIN 6690 - Eovist Sub-Trial

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

E-MRI UNTREATED Lesion Interpretation Form
If this is a revised or corrected form, please \/box. l:’

Institution

Participant Initials

ACRIN Study 6690
PLACE LABEL HERE

Institution No.

Case No.

Instructions: The form is completed by the site radiologist reading the exam. Lesions identified in comparison with recent MR imaging (within 90-180 days) prior to the current image visit being evaluated. Complete one table per
UNTREATED class 4 or 5 liver lesion identified. Record all class 5 lesions, and maximum of (5) class 4 lesions. If more than 5 class 4 lesions are present, record the largest class 4 lesions. When assigning lesion ID to a
lesion that cannot be unequivocally assigned to just one specific segment, identify the lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden). For
example, a lesion seen involving segments 6, 7, and 8 then 8 would be assigned for the Lesion ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

UNTREATED LESIONTABLE

[ISCANNOT COMPLETED[

[LINOUNTREATED LESIONS IDENTIFIED

Reader ID:| | | | | | | |(Site use only)

55] [54]
* 5 _ Additional Involved Secsifesiion of Lesiem Lesion Signal Features
c7o E-MRI Lesion ID Segment(s) (Class E4 = Not an HCC) (SI = Signal Intensity compared to liver background)
'ga__‘ 2 (Highest-# §egment) (If applicable, mark  |(Class ESA/E5A-g = T1 Stage HCC)| T1 Pre-contrast: SI [14] O hypointense O  isointense O  hyperintense
58 (Running#) any additional involved | (Class E5B/E5B-g = T2 Stage HCC)
~ segment #s) Late Arterial sl A O hypointense O isointense O  hyperintense
. [16] B. O homogenous O  heterogeneous
[ ; ) . [0 Segment 1 (3] Phase: Sl
Highest #Segment' [2] 9 4l [171| C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# [0 segment2 O ClassE4 18| A O hypointense O  isointense O hyperintense
8 [18]
Segment involved and NOT Portal Venous -
the segment # with the greatest| [] Segment 3 - Phase: Sl 91 B. O homogenous O heterogeneous
tumor burden) ' [20] C. Enhancement relative to pre-contrast? O No O Yes
0 Segment4am O Class E5A 21| A O hypointense O  isointense O  hyperintense
1 O 1 O 5 Del d/
0O 2 0O 6 0 segment 4b - O Class E5A-g €laye 22| B. O homogenous O  heterogeneous
O 3 0 7 O] Segment5 Eg#é‘gg”gr‘ [23] C. Enhancement relative to pre-contrast? O No O Yes
8 3‘2 o 8 g [l O Class ESB ’ 24| D. Pseudocapsule? O No O Yes
Ll segment6 ass _ __ _
Running # O Class E5B-g Hepatobiliar 5711 A. O hypointense O  isointense O hyperintense
&l LI segment7 [11] Pphase' SI y [8]]  B. O homogenous O  heterogeneous
|:| [0 segment8 121 [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements

[25]

[26]

[27]

[28]

Short Axis I_I_I . I_l cm

Long Axis LI_I . Ll cm

I_I_I.I_Icm

29| O well defined [30]

[31]

O latearterial

O delayed/equilibrium

O moderatelydefined

O poorly defined

O portalvenous

O hepatobiliary

PRIOR IMAGING COMPARISON

[J Not available

[32]

Was imaging other than the most recent time point imaging
(90 day interval imaging) used for this lesion size comparison? g

O No O Yes: Provide date of prior imaging

———— (mm-dd-yyyy) g,

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction (Using PRIOR Imaging)

Contrast phase used for prior imaging measurements

.

) 33 ) 34 35| O late arterial O portal venous e |
Short Axis . LI cm Long Axis L'_I . LI cm . LI cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
- - . . O No O Yes (Mark all that apply)

Considering all oN Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 71 chemical Clows

information available, o 0% | of HCC) based on imaging other than ~hemica [42]

is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? Shiftimaging

7] present): (28] 139] L2 [41] Loter, [43] [44]
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to the S3 form. )
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- N
ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
E-MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
UNTREATEDLESIONTABLE Reader ID:| | | | | | | |(Site use only)
* 5 . Additional Involved Sesslifesiion o Lesion Lesion Signal Features
5 E E-MRI Lesion ID Segment(s) (Class E4 = Not an HCC) (SI = Signal Intensity compared to liver background)
23 (Highest-# Segment) (If applicable, mark  |(Class ESA/E5A-g = T1 Stage HCC)| T1 Pre-contrast: SI [14] O hypointense O  isointense O  hyperintense
3 (Running#) any additional involved | (Class E5B/E5B-g = T2 Stage HCC) ) — )
segment #s) Late Arterial [15] A O hypointense (0] isointense O  hyperintense
Phase: SI [16] B. O homogenous O  heterogeneous
[ i - : [J Segment 1 03
Highest-# Segment: [2] g 2 [17] C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# [0 segment2 O ClassE4 A O hypointense O  isointense O  hyperintense
Segment involved and NOT 5] Portal Venous &8 yp yp
the segment # with the greatest| [] Segment 3 - Phase: SI ol|  B. O homogenous O heterogeneous
tumor burden) 0 [20] C. Enhancement relative to pre-contrast? O No O Yes
O 1 O 5 Segment 4a[7] O Class ESA ! . [21] A. O hypointense (6] isointense O  hyperintense
2 O 2 O 6 [J Segment 4b[8] O Class E5A-g De. a.ye' / [22] B. O homogenous O  heterogeneous
03 0 7 Equilibrium - . Enh Lati > ONo OY
O 40 8 O Segment5 o Phase: SI nhancement relative to pre-contrast? o es
[24] D. Pseudocapsule? O No O Yes
O 4b [ segment 6 " O Class E5B
Running # O Class E5B-g Hepatobiliar [57] A. O hypointense O isointense O  hyperintense
E O segment 7 y
|:| [11] Phase: SI [58] B. O homogenous O  heterogeneous
O Segment 8 [12] [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
25 26 27 & 29| O welldefined 1301 e
O moderatelydefined O latearterial o delayed{gquilibrium
PRIORIMAGING COMPARISON [J Not available 32
Was imaging other than the most recent time point imaging oN O Yes: Provi o
; . . : . . . : de date of - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date o priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
] 33 ) [34] ;5| O late arterial O portal venous 3]
Short Axis I_I_I . I_l cm Long Axis I_I_I . I_l cm . I_l cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
N . : ) O No O Yes (Mark all that apply)
Considering all o Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0O i 0O
information available, No 0% | of HCC) based on imaging other than T1Chemical DWI 45
is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 Shiftimaging
7] present): 28] [39] T2y Omer. 143 [44]
Continue to report the next lesion on the next page (as applicable).
Y If reporting is complete, continue to the S3 form. )
"Copyright 2013" Version 1.1 ACRIN 6690 S2 01-28-13 20f8
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ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
E-MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
UNTREATED LESION TABLE reader ||| [ | | | (site use onty
* 5 . Additional Involved Sesslifesiion o Lesion Lesion Signal Features
5 E E-MRI Lesion ID Segment(s) (Class E4 = Not an HCC) (SI = Signal Intensity compared to liver background)
23 (Highest-# Segment) (If applicable, mark  |(Class ESA/E5A-g = T1 Stage HCC)| T1 Pre-contrast: SI [14] O hypointense O  isointense O  hyperintense
3 (Running#) any additional involved | (Class E5B/E5B-g = T2 Stage HCC) ) — )
segment #s) Late Arterial [15] A O hypointense (0] isointense O  hyperintense
Phase: SI [16] B. O homogenous O  heterogeneous
[ i - : [J Segment 1 03
Highest-# Segment: [2] g 2 [17] C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# [0 segment2 O ClassE4 A O hypointense O  isointense O  hyperintense
Segment involved and NOT 5] Portal Venous &8 yp yp
the segment # with the greatest| [] Segment 3 - Phase: SI ol|  B. O homogenous O heterogeneous
tumor burden) 0 [20] C. Enhancement relative to pre-contrast? O No O Yes
O 1 O 5 Segment 4a[7] O Class ESA ! . [21] A. O hypointense (6] isointense O  hyperintense
3 O 2 O 6 [J Segment 4b[8] O Class E5A-g De. a.ye' / [22] B. O homogenous O  heterogeneous
03 0 7 Equilibrium - . Enh Lati > ONo OY
O 40 8 O Segment5 o Phase: SI nhancement relative to pre-contrast? o es
[24] D. Pseudocapsule? O No O Yes
O 4b [ segment 6 " O Class E5B
Running # O Class E5B-g Hepatobiliar [57] A. O hypointense O isointense O  hyperintense
E O segment 7 y
|:| [11] Phase: SI [58] B. O homogenous O  heterogeneous
O Segment 8 [12] [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
25 26 27 & 29| O welldefined 1301 e
O moderatelydefined O latearterial o delayed{gquilibrium
PRIORIMAGING COMPARISON [J Not available 32
Was imaging other than the most recent time point imaging oN O Yes: Provi o
) . . - . . . : de date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date o priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
] 33 ) [34] ;5| O late arterial O portal venous 3]
Short Axis I_I_I . I_l cm Long Axis I_I_I . I_l cm . I_l cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
N . : ) O No O Yes (Mark all that apply)
Considering all o Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0O i 0O
information available, No 0% | of HCC) based on imaging other than T1Chemical DWI 45
is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 Shiftimaging
7] present): 28] [39] T2y Omer. 143 [44]
Continue to report the next lesion on the next page (as applicable).
\ If reporting is complete, continue to the S3 form. )
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ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
E-MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
UNTREATED LESION TABLE reader : ||| | | | | |(site use oniy
* 5 . Additional Involved Sesslifesiion o Lesion Lesion Signal Features
5 E E-MRI Lesion ID Segment(s) (Class E4 = Not an HCC) (SI = Signal Intensity compared to liver background)
23 (Highest-# Segment) (If applicable, mark  |(Class ESA/E5A-g = T1 Stage HCC)| T1 Pre-contrast: SI [14] O hypointense O  isointense O  hyperintense
3 (Running#) any additional involved | (Class E5B/E5B-g = T2 Stage HCC) ) — )
segment #s) Late Arterial [15] A O hypointense (0] isointense O  hyperintense
Phase: SI [16] B. O homogenous O  heterogeneous
[ i - : [J Segment 1 03
Highest-# Segment: [2] g 2 [17] C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# [0 segment2 O ClassE4 A O hypointense O  isointense O  hyperintense
Segment involved and NOT 5] Portal Venous &8 yp yp
the segment # with the greatest| [] Segment 3 - Phase: SI ol|  B. O homogenous O heterogeneous
tumor burden) 0 [20] C. Enhancement relative to pre-contrast? O No O Yes
O 1 O 5 Segment 4a[7] O Class ESA ! . [21] A. O hypointense (6] isointense O  hyperintense
4 O 2 O 6 [J Segment 4b[8] O Class E5A-g De. a.ye' / [22] B. O homogenous O  heterogeneous
03 0 7 Equilibrium - . Enh Lati > ONo OY
O 40 8 O Segment5 o Phase: SI nhancement relative to pre-contrast? o es
[24] D. Pseudocapsule? O No O Yes
O 4b [ segment 6 " O Class E5B
Running # O Class E5B-g Hepatobiliar [57] A. O hypointense O isointense O  hyperintense
E O segment 7 y
|:| [11] Phase: SI [58] B. O homogenous O  heterogeneous
O Segment 8 [12] [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
25 26 27 & 29| O welldefined 1301 e
O moderatelydefined O latearterial o delayed{gquilibrium
PRIORIMAGING COMPARISON [J Not available 32
Was imaging other than the most recent time point imaging oN O Yes: Provi o
; . . : . . . : de date of - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date o priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
] 33 ) [34] ;5| O late arterial O portal venous 3]
Short Axis I_I_I . I_l cm Long Axis I_I_I . I_l cm . I_l cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
N . : ) O No O Yes (Mark all that apply)
Considering all o Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0O i 0O
information available, No 0% | of HCC) based on imaging other than T1Chemical DWI 45
is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 Shiftimaging
7] present): 28] [39] T2y Omer. 143 [44]
Continue to report the next lesion on the next page (as applicable).
S If reporting is complete, continue to the S3 form. )
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ACRIN 6690 4 A
. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
E-MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
UNTREATEDLESIONTABLE Reader ID: | | | | | | | |(Site use only)
® 5 _ Additional Involved Sessifesifon of Lesion Lesion Signal Features
co E-MRI Lesion ID Segment(s) (Class E4 = Not an HCC) (SI = Signal Intensity compared to liver background)
'g S (Highest-# Segment) (If applicable, mark |(Class ESA/E5A-g = T1 Stage HCC)| T1 Pre-contrast: Sl [14] O hypointense O  isointense O  hyperintense
a2 (Running#) any additional involved | (Class E5B/E5B-g = T2 Stage HCC) _ , — :
segment #s) Late Arterial [15] A O hypointense (0] isointense O  hyperintense
Phase: SI [16] B. O homogenous O heterogeneous
[ i - : O Segment1 =
Highest-# Segment: [2] g “ [17] C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# [J Segment?2 O Class E4 A hvooi — hvperi
Segment involved and NOT g 5] Portal Venous U8 O hypointense O isointense (0] yperintense
the segment # with the greatest| [] Segment 3 - Phase: SI |  B. O homogenous O heterogeneous
tumor burden) 0 [20] C. Enhancement relative to pre-contrast? O No O Yes
o1 0 5 Segment 4a[7] O Class ESA e i [21] A. O hypointense O isointense O  hyperintense
5 O 2 O 6 0 Segment 4b[s] O Class ESA-g qui |6ill})/|?ium [22] B. O homogenous O  heterogeneous
8 ia 8 ; O Segment 5 ol Phase: SI [23] C. Enhancement relative to pre-contrast? O No O Yes
[24] D. Pseudocapsule? ONo O Yes
O 4b [ Segment 6 ” O ClassE5B
Running # , O seament 7 O Class E5B-g Hepatobiliary [57) A O hypointense O isointense O  hyperintense
|:[|] g [11] Phase: SI [58] B. O homogenous O  heterogeneous
[J Segment8 12 [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
25 26 27 e 29| O well defined [0 e
O moderatelydefined O latearterial o delayed{gquilibrium
Short Axis I_I_I . I_I cm | Long Axis I_I_I . I_l cm . I_I cm O poorly defiyned O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging o . . T
h . . . . . . N O Yes: Provide date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g ° es: Frovide dale ofpriorimaging (MM-Ad-YYYY) fag)
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
] 33 ] [34] 5| O late arterial O portal venous 3]
Short Axis I_I_I . I_l cm Long Axis I_I_I . I_l cm . I_l cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
N . . ) O No O Yes (Mark all that apply)
Considering all o Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0O - 0
information available, No 0 | of HCC) based on imaging other than T1 Chemical PWI 451
is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? Shiftimaging [40]
67 present): 28] [39] L2 [41] Dother, [43] [44]
Continue to report the next lesion on the next page (as applicable).
L If reporting is complete, continue to the S3 form. )
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ACRIN 6690 4 A
. : : : ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
E-MRI UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
UNTREATEDLESIONTABLE Reader ID:| | | | | | | |(Site use only)
* 5 . Additional Involved Sesslifesiion o Lesion Lesion Signal Features
5 E E-MRI Lesion ID Segment(s) (Class E4 = Not an HCC) (SI = Signal Intensity compared to liver background)
23 (Highest-# Segment) (If applicable, mark  |(Class ESA/E5A-g = T1 Stage HCC)| T1 Pre-contrast: SI [14] O hypointense O  isointense O  hyperintense
3 (Running#) any additional involved | (Class E5B/E5B-g = T2 Stage HCC) ) — )
segment #s) Late Arterial [15] A O hypointense (0] isointense O  hyperintense
Phase: SI [16] B. O homogenous O  heterogeneous
[ i - : [J Segment 1 03
Highest-# Segment: [2] g 2 [17] C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# [0 segment2 O ClassE4 A O hypointense O  isointense O  hyperintense
Segment involved and NOT 5] Portal Venous &8 yp yp
the segment # with the greatest| [] Segment 3 - Phase: SI ol|  B. O homogenous O heterogeneous
tumor burden) 0 [20] C. Enhancement relative to pre-contrast? O No O Yes
O 1 O 5 Segment 4a[7] O Class ESA ! . [21] A. O hypointense (6] isointense O  hyperintense
6 O 2 O 6 [J Segment 4b[8] O Class E5A-g De. a.ye' / [22] B. O homogenous O  heterogeneous
03 0 7 Equilibrium - . Enh Lati > ONo OY
O 40 8 O Segment5 o Phase: SI nhancement relative to pre-contrast? o es
[24] D. Pseudocapsule? O No O Yes
O 4b [ segment 6 " O Class E5B
Running # O Class E5B-g Hepatobiliar [57] A. O hypointense O isointense O  hyperintense
E O segment 7 y
|:| [11] Phase: SI [58] B. O homogenous O  heterogeneous
O Segment 8 [12] [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
25 26 27 & 29| O welldefined 1301 e
O moderatelydefined O latearterial o delayed{gquilibrium
PRIORIMAGING COMPARISON [J Not available 32
Was imaging other than the most recent time point imaging oN O Yes: Provi o
; . . : . . . : de date of - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date o priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
] 33 ) [34] ;5| O late arterial O portal venous 3]
Short Axis I_I_I . I_l cm Long Axis I_I_I . I_l cm . I_l cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
N . : ) O No O Yes (Mark all that apply)
Considering all o Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0O i 0O
information available, No 0% | of HCC) based on imaging other than T1Chemical DWI 45
is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0 Shiftimaging
7] present): 28] [39] T2y Omer. 143 [44]
Continue to report the next lesion on the next page (as applicable).
L If reporting is complete, continue to the S3 form. )
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ACRIN 6690 4 A
ACRIN Study 6690
S 2 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
E-MRI UNTREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
UNTREATED LESION TABLE reader : ||| | | | | |(site use oniy
frg ; Additional Involved Cessiieaiion of Lasier Lesion Signal Features
c7o E-MRI Lesion ID Segment(s) (Class E4 = Not an HCC) (SI = Signal Intensity compared to liver background)
'g 3 (Highest-# _Segment) (If applicable, mark | (Class ESA/E5A-g = T1 Stage HCC)| T1 Pre-contrast: SI [14] O hypointense O  isointense O  hyperintense
58 (Running#) any additional involved | (Class E5B/E5B-g = T2 Stage HCC)
~ segment #s) Late Arterial [15] A O hypointense O isointense O  hyperintense
Phase: SI [16] B. O homogenous O  heterogeneous
8 i - : [J Segment1 (3]
Highest-# Segment: [2] g 2 [17] C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# [0 Segment 2 | E4 ; isoi ;
Segment nvolved and NOT g B O Class Portal Venous 18 A O hypointense (0] isointense O  hyperintense
the segment # with the greatest| [] Segment 3 - Phase: SI wel|  B. O homogenous O heterogeneous
tumor burden) 0 [20] C. Enhancement relative to pre-contrast? O No O Yes
o1 O 5 Segment 4a[7] O Class ESA [21] A O hypointense (6] isointense O  hyperintense
7 O 2 O 6 O Segment 4b 8 O Class E5A-g De.lgygd/ [22] B. O homogenous O  heterogeneous
03 0 7 Equilibrium _
O 4a O 8§ [J sSegment5 0] Phase: SI [23] C. Enhancement relative to pre-contrast? O No O Yes
9] :
[24] D. Pseudocapsule? O No O Yes
O 4b [ Segment 6 2ol O ClassE5B
Running # Os ; O Class E5B-g Hepatobiliary [57] A O hypointense (0] isointense O  hyperintense
I:[T] egment [11] Phase: SI [58] B. O homogenous O  heterogeneous
O Segment 8 12 [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Contrast phase used

(Using CURRENT Imaging)

Image #

Series #

(Using CURRENT Imaging)

Lesion definition
for measurements

[25]

Short Axis I_I_I . I_l cm

[26]

Long Axis I_I_I . I_l cm

[27]

[28] [29]

I_I_I.I_lcm

31]
O well defined [30] s
O moderatelydefined

O poorly defined

O latearterial
O portalvenous

O delayed/equilibrium
O hepatobiliary

PRIORIMAGING COMPARISON

[J Not available 321

(90 day interval imaging) used for this lesion size co

Was imaging other than the most recent time point imaging

mparison? g

O No O Yes: Provide date of prior imaging

————— (mm-dd-yyyy) ¢,

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction (Using PRIOR Imaging)

Contrast phase used for prior imaging measurements

Short Axis I_I_I . I_l cm 31

Long Axis I_I_I . I_l cm B4

[38]

L] [ Jem

O late arterial 136]

O delayed / equilibrium

O portal venous
O hepatobiliary

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

N - ) . O No O Yes (Mark all that apply)

Considering all o Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0O ) 0O

information available, No 04 | of HCC) based on imaging other than T1 Chemical DWI 41

is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? - Shiftimaging 4,

7] present): [38] [39] T2y Other. (43) [44]
Continue to report the next lesion on the next page (as applicable).

\_ If reporting is complete, continue to the S3 form. Y,
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- N
ACRIN 6690 4 A
. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
E-MRI UNTREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V box. L Y,
UNTREATEDLESION TABLE reader 10: ||| | | | [ |(site use oy
#* 5 _ Additional Involved Sessifesiion of Lesiar Lesion Signal Features
BE E'MR' Lesion ID Segment(s) (Class E4 = Not an HCC) (SI = Signal Intensity compared to liver background)
9o (Highest-# Segment) (If applicable, mark |(Class ESA/E5A-g = T1 Stage HCC)| T1 Pre-contrast: Sl [14] O hypointense O  isointense O  hyperintense
a2 (Running#) any additional involved | (Class ESB/E5B-g = T2 Stage HCC) , , — ‘
segment #s) Late Arterial [15] A O hypointense (0] isointense O  hyperintense
Phase: SI [16] B. O homogenous O heterogeneous
[ i - : 0 Segment1 ns
Highest-# Segment: [2] g 4l [17] C. Enhancement relative to pre-contrast? O No O Yes
(Choose the highest-# [0 Segment 2 i isoi ;
Segment involved and NOT g 5 O ClassE4 Portal Venous 18 A. O hypointense (e} isointense O  hyperintense
the segment # with the greatest| [] Segment 3 - Phase: SI wo|  B. O homogenous O heterogeneous
tumor burden) 0 [20] C. Enhancement relative to pre-contrast? O No O Yes
o1 0 5 Segment 4a[7] O Class ESA [21] A O hypointense O isointense O  hyperintense
8 O 2 O 6 0 Segment4b . O Class E5A-g Egﬁill?g:’aii/m [22] B. O homogenous O  heterogeneous
8 ja 8 ; O Segment 5 o Phase: SI [23] C. Enhancement relative to pre-contrast? O No O Yes
[24] D. Pseudocapsule? ONo O Yes
O 4b [ Segment6 o O ClassE5B
; O Class E5B- - [57) A. O hypointense O isointense O  hyperintense
Running # [ Segment7 9 Hepatobiliary P P
|:| 11 Phase: SI 58] B. O homogenous O  heterogeneous
[J Segment8 12 [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
25 26 27 8 29| O well defined 0] e
O moderatelydefined O latearterial (0] delayed(?quilibrium
Short Axis I_I_I . |_| cm | Long Axis I_I_I . |_| cm I_I_I . |_| cm 0 poorly defiyned O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON [J Not available [32]
Was imaging other than the most recent time point imaging o . . o
) . . . . . . N O Yes: Provide date of - -dd-
(90 day interval imaging) used for this lesion size comparison? g ° es: Frovide date ofpriorimaging (MM-Ad-YYYY) fag)
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
) 23 ] 24 35| O late arterial O portal venous (361
Short Axis I_I_I . I_l cm &3 Long Axis I_I_I . I_l cm 4 . I_l cm = O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
L » ) : O No O Yes (Mark all that apply)
Considering all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence 0O - 0O
information available,| O NO 04 | of HCC) based on imaging other than T1 Chemical PWI 401
is HCC present? O Yes 0% (HCC definitely NOT present) - 100% (HCC definitely this dynamic post-contrast imaging? 0O Shlfllmaglng[40] 0
7] present): (28] [39] T2y Other, gy [44]
Continue to the S3 form
- J
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S3

ACRIN 6690 - Eovist Sub-trial

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

E-MRITREATED Lesion Interpretation Form
If this is a revised or corrected form, please \/box. I:'

Institution

ACRIN Study 6690
PLACE LABEL HERE

Institution No.

Participant Initials

Case No.

Instructions: The form is completed by the site radiologist reading the exam. Lesions identified in comparison with recent E-MRI imaging (within 90-180 days) prior to the current image visit being evaluated. Complete one table per
TREATED class 4 or 5 liver lesion identified. Record all class 5 lesions, and maximum of (5) class 4 lesions. When assigning lesion ID to a lesion that cannot be unequivocally assigned to just one specific segment, identify the
lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden). For example, a lesion seen involving segments 6, 7, and 8 then 8 would be assigned for
the Lesion ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

1st UNOS Update (90 day)

Treated Lesion Table

[]Scan Not Completed

[INo treated lesions identified

o L[] ][]

| (Site use only)

[55] [54] Reader
E MRI Lesion ID Ak iEnel (e vee Classification of Lesion : Lesion Signal Features
S% (Highest-# Segment) Segment(s) (E4=NoHCC) (SI = Signal Intensity compared to liver background)
38 i (Running#) (If applicable, mark any additional (E5T = Yes HCC) T1 Pre-contrast: SI 14 O hypointense O isointense O  hyperintense
= [ involved segment #s) - — -
P 1511 A O hypointense O isointense O  hyperintense
. [J segment 1 13 ate Arteria
Highest-# Segment: 2 g 4] Phase: Sl (161 B. O homogenous . O  heterogeneous
(Choose the highest-# [0 Segment?2 - [17]] C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT 8| A O hypointense O  isointense O  hyperintense
the segment # with the greatest [ Segment3 6] Portal Venous P yp
1 tumor burden) O Segment 4a O E4 Phase: SI 19| B. O homogenous O  heterogeneous
Y| [20]| C. Enhancement relative to pre-contrast? O No O Yes
8 ; 8 2 [0 segment 4b 6l O EST 1| A O hypointense (0] isointense O  hyperintense
Delayed/ 2
O3 0O 7 [ Segment5 o ER 22| B. O homogenous . O  heterogeneous
O 4a O 8 Phase: Sl [23]| C. Enhancement relative to pre-contrast? O No O Yes
o 4 L] Segment6 [10] [24| D. Pseudocapsule? O No O Yes
Running #[3] O Segment7 o Hepatobiliary 5711 A O hypointense O  isointense O  hyperintense
|:| Phase: S| [58] B. O homogenous O  heterogeneous
L) Segment8 [12] ) [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamgter in cranio-cagdal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Saiies # (Using CURRENT Imaging) for measurements

Short Axis I_I_I . I_I

[25]

cm

Long Axis . I_l

[26]

cm

[27 [28]

I_I_I.I_lcm

29| O well defined

O poorly defined

O moderatelydefined

[31]
O delayed/equilibrium
O hepatobiliary

[30] )
O latearterial
O portalvenous

PRIOR IMAGING COMPARISON

[J Not available

[32]

Was imaging other than the most recent time point imaging
(90 day interval imaging) used for this lesion size comparison? g

O No O Yes: Provide date of prior imaging

e (MMddyYYY)

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction (Using PRIOR Imaging)

Contrast phase used for prior imaging measurements

Short Axis I_I_I . I_l cm )

Long Axis I_I_I . I_l cm 4

I_I_I.I_lcm

[35]

O late arterial
O delayed / equilibrium

O portal venous 36]

O hepatobiliary

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

Specific
type of
ablation
(mark all
that apply)

O Cryoablation 47

[J Radioembolization all

. (48] . .
[J Radiofrequency (4] information | O No
[JTACE (501 available, O Yes
[J unknown - is HCC
[ other 51 present?

[52]

[53]

Considering

[37]

Probability of presence of HCC (Scale of 0-100%):

0,
0% (HCC definitely NOT present) - %

100% (HCC definitely present):

[38]

Is this particular assessment
(presence of HCC) based

on imaging other than this
dynamic post-contrast
imaging?

[39]

O No

O Yes (Mark all that apply)
[JT1 Chemical Shift Imaging [40]
OT12 fa1]

O bwi 1421

O Other, [43]

[44]

.

Continue to report the next lesion on the next page (as applicable).

If reporting is

complete, continue to S4 form.

/
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- N
ACRIN 6690
83 ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEI— H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation Institution Institution No
E-MRITREATED Lesion Interpretation Form barticipant Initial Case N
articipant Initials ase NO.
If this is a revised or corrected form, please \/box. I:'
1st UNOS Update (90 day) ~ Ireated Lesion Table  []Scan Not Completed I55) [INo treated lesions identified [54] Reader |D:| HEEER |(Site use only)
bl MRI Lesion ID Addlst‘leonna]llerl]r;\(/;))lved Classification of Lesion e Lalioi SIe sl Featu:_es K
s% (Highest-# Segment) ‘ g - (E4=NoHCC) (SI = Signal Intensity compared to liver background)
o § (Running#) (If applicable, mark any additional (E5T = Yes HCC) T1 Pre-contrast: S| [14 O hypointense O  isointense O  hyperintense
= 0 involved segment #s)
. A o 18| A O hypointense O  isointense O  hyperintense
: [0 segment 1 13 ate Arterial
Highest-# Segment: 2 g 2 Phase: S| [16]| B. O homogenous . (0] heterogener)ouso .
(Choose the highest-# 0 Segment 2 - [17]] C. Enhancement relative to pre-contrast? No Yes
Segment involved and NOT O 28| A O hypointense O  isointense O  hyperintense
! Segment 3 Portal V yp yp
the segment # with the greatest 6] ortal venous
2 tumor burden) O] Segmentda o E4 Phase: SI 19| B. O homogenous O  heterogeneous
[7 [20]| C. Enhancement relative to pre-contrast? O No O Yes
8 ; 8 2 [J Segment 4b[8] O EST 21| A O hypointense O  isointense O hyperintense
Delayed/ 20
O3 O 7 [ Segment5 ol el 22| B. O homogenous _ O heterogeneous
O 4a O 8 Phase: SI [231| C. Enhancement relative to pre-contrast? O No O Yes
o 4 L] Segment6 [10] 24| D. Pseudocapsule? O No O Yes
; B71| A O hypointense O  isointense O  hyperintense
Running #[3] [J segment7 1] Hepatobiliary yp yp
Ph g [58] B. O homogenous O  heterogeneous
[ ] [ Segment 8 S -
[12] [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction : N Contrast phase used
; i - (Using CURRENT Imaging) Lesion definition for measurements
(Using CURRENT Imaging) Image # Series #
5] [26] 7 28] 9)| O well defined |
O moderate|ydeﬁned ate arterial elaye _i_equn rnum
Short Axis I_I_I . I_l cm | Long Axis I_IJ . I_l cm I_I_I . I_l cm O poorly defined O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON [J Not available (32]
Was imaging other than the most recent time point imaging . ) T
(90 day interval imaging) used for this lesion size comparison?pg ONo O Yes: Provide date of prior imaging ———— (mm-dd-yyyy) 1y
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
i [36]
) [33] ) [34] [35] O late arterial O portal venous
Short Axis |_|_| . I_l cm Long Axis I_I_I . I_l cm I_I_I . I_l cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Selic [J cryoablation 471 Considering 8$0 Mark all th |
type of [J rRadioembolization 48] f’:l“ ) Probability of presence of HCC (Scale of 0-100%): Is this particular assessment es (Mark all t ?t app! y) )
blati [J Radiofrequency information | O No % (presence of HCC) based [J 71 Chemical Shift Imaging [40]
ablation OT1ACE 4l available, O Yes| 0% (HCC definitely NOT present) - 9| on imaging other than this OT2
(mark all 0 [50] is HCC 100% (HCC definitely present): dynamic post-contrast [41]
that apply) Unknown ., - A O powi [42]
L other | Do maging: O other
[37) [38] [39] ' [43] [44]
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to R4 form.
. i /
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ACRIN 6690
83 ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEI— H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation T .
Institution Institution No.
E-MRITREATED Lesion Interpretation Form . .
Participant Initials Case No.
If this is a revised or corrected form, please \/box. I:'
1st UNOS Update (90 day) ~ Ireated Lesion Table  []Scan Not Completed I55] [INo treated lesions identified I54) Reader |D:| HEEER |(Site use only)
tE MRI Lesion ID Addg;onnr:ﬂerl]r;\(/s)lved Classification of Lesion e G Lesion Signal F((—:njatu:gs back d
S% (Highest-# Segment) _ 9 - (E4=NoHCC) (S| = Signal Intensity compared to liver background)
° § (Running#) (If applicable, mark any additional (E5T = Yes HCC) T1 Pre-contrast: S| [14 O hypointense O  isointense O  hyperintense
= o g involved segment #s)
. A o 18] A O hypointense O  isointense O  hyperintense
[13] ate Arterial
Highest-# Segment: 2 [J Segment 1 4 Phase: SI [16]| B. O homogenous _ O  heterogeneous
(Choose the highest-# 0 Segment 2 - 171 C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT 18] A O hypointense O  isointense O  hyperintense
the segment # with the greatest L) segment3 6] Portal Venous 19 o P o P
3 tumor burden) 0O Segment 4a O E4 Phase: SI 91| B. homogenous heterogeneous
7 [201| C. Enhancement relative to pre-contrast? O No O Yes
8 ; 8 2 [0 segment 4b - O E5T 21| A O hypointense O  isointense O  hyperintense
Delayed/ 2
O3 0 7 O Segment5 o T 22| B. O homogenous O  heterogeneous
O 4a O 8 Phase: SI [23]| C. Enhancement relative to pre-contrast? O No O Yes
O 4 L] Segment 6 [10] 24| D. Pseudocapsule? O No O Yes
Running # a [J Segment? - Hepatobiliary b7l A O hypointense O  isointense O  hyperintense
Ph g [58] B. O homogenous O  heterogeneous
[ 1] O Segment8 == :
[12] [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diam_eter in cranio-cagdal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Sares & (Using CURRENT Imaging) for measurements
[25] 28] 2 28] 29| O well defined |
O moderatelydefined ate arterial elayed/equilibrium
Short Axis L|_I . LI cm | Long Axis L|_I . LI cm L|_| . LI cm 0O poorly defined O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging . . o
(90 day interval imaging) used for this lesion size comparison? g O No O Yes: Provide date of prior imaging ———— (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
i [36]
) 33] . [34] [35] O late arterial O portal venous
Short Axis . I_l cm Long Axis . I_l cm . I_l cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
- O cryoablation . Considering O No
: 2 ; [JRadioembolization - all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment | O Yes (Mark all that apply)
ybple n U Radiofrequency information | O No o | (Presence of HCC) based [JT1 Chemical Shift Imaging 0]
ablation O TACE el available, O Yes| 0% (HCC definitely NOT present) - 9| on imaging other than this OT2
(mark all DUnkno[B%] is HCC 100% (HCC definitely present): dynamic post-contrast [41]
that apply) W s resent? imaging? Uowi [42]
[ other (52] 53] P ’ ging: [ other
[37) [38] [39] ' [43] [44]
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to R4 form.
. /
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83 ACRIN 6690 ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEI— H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation T .
Institution Institution No.
E-MRITREATED Lesion Interpretation Form . .
Participant Initials — Case No.

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

1st UNOS Update (90 day) ~ Ireated Lesion Table  []Scan Not Completed [INo treated lesions identified

[55] [54] Reader |D:| | | | | | | |(Site use only)

ﬁf MRI Lesion ID Addg;onrﬁgrzr;\(/:)lved Classification of Lesion el Lesion/Signal antu:_es back d
S% (Highest-# Segment) ' g - (E4=NoHCC) (SI = Signal Intensity compared to liver background)
° 3 ] (Running#) (If applicable, mark any additional (E5T = Yes HCC) T1 Pre-contrast: S| 14 O hypointense O isointense O hyperintense
= involved segment #s) - — -
. A - 18] A O hypointense O  isointense O  hyperintense
. [J segment 1 13 ate Arteria
Highest-# Segment: 2 g 4] Phase: Sl (161 B. O homogenous ‘ O heterogeneous
(Choose the highest-# [0 Segment?2 - [171| C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT 18] i icoi ;
the segment # with the greatest [0 Segment3 o Portal Venous 18| A O hypointense (0] isointense O  hyperintense
4 tumor burden) O Segment 4a O E4 Phase: SI 9| B. O homogenous O  heterogeneous
Y| [20]| C. Enhancement relative to pre-contrast? O No O Yes
8 ; 8 2 [0 segment 4b - O ES5T 1| A O hypointense O  isointense O  hyperintense
Delayed/ 2
O 3 0 7 O Segment5 o EqUilibrium 22| B. O homogenous _ O  heterogeneous
O 4a O 8 Phase: Sl [23]| C. Enhancement relative to pre-contrast? O No O Yes
o 4 L] segment6 [10] [24| D. Pseudocapsule? O No O Yes
] 571 - — -
Running #[3] [0 Segment7 - ety A. O hypointense O  isointense O  hyperintense
. [58] B. O homogenous O  heterogeneous
L 1 ] Segment8 Phase: SI _
[12) [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamgter in cranio-cagdal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Saifes 4 (Using CURRENT Imaging) for measurements
5] 28] [27] 28] o] | O well defined S |
O moderately defined ate arterial elayed/equilibrium
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm . I_l cm 0 poorly defined O portalvenous O hepatobiliary

PRIOR IMAGING COMPARISON ] Not available 32

Was imaging other than the most recent time point imaging

; s : . 8 . ON O Yes: Provide date of prior imagi
(90 day interval imaging) used for this lesion size comparison? g, © es: Frovide date ot priorimaging

e (MMddyYYY)

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

33 34 35 O late arterial O portal venous 361
ShortAxisI_I_I.I_lcm &3 LongAxisI_I_I.I_lcm 4 I_I_I.I_lcm el

O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

Specific [J cryoablation 47] Considering O No
typpe of LJRadioembolization 48] a ) Probability of presence of HCC (Scale of 0-100%): Is this particular assessment | O Yes (Mark all th‘f’“ apply) .
ablation [ Radiofrequency 49] information | O No N o | (Presence of HCC) based [JT1 Chemical Shift Imaging 0]
(mark all O T1ACE 50 available, O Yes| 0% (HCC deflnltgly NOT present) - 0 on imaging other than this Ot

DUnknoévn] is HCC 100% (HCC definitely present): dynamic post-contrast O [41]
that apply) [51] AP imaging? DWI 1421

[ other o ———— 53] P ’ ging: [Jother

: [37] [38] [39] A3 T [44]

Continue to report the next lesion on the next page (as applicable).

If reporting is complete, continue to R4 form.
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ACRIN 6690
83 ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEI— H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation T .
Institution Institution No.
E-MRITREATED Lesion Interpretation Form . .
Participant Initials Case No.
If this is a revised or corrected form, please \/box. I:'
1st UNOS Update (90 day) ~ Ireated Lesion Table  [JScan Not Completed (5] [INo treated lesions identified (54] Reader |D:| | | | | | | |(Site use only)
ﬁf MRI Lesion ID Addg;onrﬁgrllr;\(/:)lved Sessiication o Lesion ol Lesion Signal F((ajatu:gs ek §
SE (Highest-# Segment) . g - (E4=NoHCC) (SI = Signal Intensity compared to liver background)
o § (Running#) (If applicable, mark any additional (E5T = Yes HCC) T1 Pre-contrast: SI [4 O hypointense O  isointense O  hyperintense
= n 9 involved segment #s)
. A - 18] A O hypointense O  isointense O  hyperintense
[13] ate Arteria
Highest-# Segment: 2 [J Segment 1 4] Phase: Sl [16]| B. O homogenous ‘ O  heterogeneous
(Choose the highest-# 0 Segment?2 - [171] C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT 18| A O hypointense O  isointense O  hyperintense
the segment # with the greatest o Segment 3 [6] Portal Venous P yp
5 tumor burden) ] Segment 4a O E4 Phase: S| 9| B. O homogenous O  heterogeneous
Y| [20]| C. Enhancement relative to pre-contrast? O No O Yes
8 ; 8 2 0 Segment 4b 6l O E5T 2| A O hypointense O  isointense O hyperintense
Delayed/ 2
03 O 7 00 Segment5 ol e 22| B. O homogenous O  heterogeneous
O 4a O 8 Phase: SI [23] C. Enhancement relative to pre-contrast? O No O Yes
o 4 [l Segment 6 [10] [24| D. Pseudocapsule? O No O Yes
Running # “ O Segment? ” Hepatobiliary B71 A O hypointense O  isointense O  hyperintense
h . [58] B. O homogenous O  heterogeneous
L ] ] Segment8 Phase: SI _
[12] [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamgter in cranio-ca}idal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] [26) ey 8] 9] O well defined S |
O moderate|ydeﬂned ate arterial elaye _gquu rum
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm O poorly defined O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON [J Not available 32
Was imaging other than the most recent time point imaging . ) o
(90 day interval imaging) used for this lesion size comparison? g, O No O Yes:  Provide date of prior imaging ———— (Mm-dd-yyyy) )
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
i [36]
) [33] . [34] [35] O late arterial O portal venous
Short Axis I_I_I . I_l cm Long Axis I_I_I . I_l cm I_I_I . I_l cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Specific [ cryoablation 47 Considering O No
> p ; [JRadioembolization - all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O Yes (Mark all that apply)
{ﬂe : U Radiofrequency information | O No o | (Presence of HCC) based [JT1 chemical Shift Imaging -
EOlEHO O TACE 1l available, O Yes| 0% (HCC definitely NOT present) - 9| on imaging other than this OT2
(mark all O unk [50] is HCC 100% (HCC definitely present): dynamic post-contrast [41]
LR unknown o, resent? imaging? Lowi [42]
[ other - 53] P ‘ ging: [Jother
[37] [38] [39] ' [43] [44]
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to R4 form.
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ACRIN 6690
83 ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEI— H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation T .
Institution Institution No.
E-MRITREATED Lesion Interpretation Form . .
Participant Initials Case No.
If this is a revised or corrected form, please \/box. I:'
1st UNOS Update (90 day)  Ireated Lesion Table  []Scan Not Completed [55] [INo treated lesions identified (54] Reader |D:| | | | | | | |(Site use only)
tf MRI Lesion ID Addlstgonrﬁlerl]r;\(/s)lved Classification of Lesion el Lesian Signal antu:_es back d
&% (Highest-# Segment) ' g - (E4=NoHCC) (S| = Signal Intensity compared to liver background)
@ 8 (Running#) (If applicable, mark any additional (E5T = Yes HCC) T1 Pre-contrast: SI 14 O hypointense O  isointense O  hyperintense
= n 9 involved segment #s)
. A - 1511 A O hypointense O  isointense O  hyperintense
) [0 Segment 1 [13] ate Arteria
Highest-# Segment: 2 ¢} 4] Phase: Sl [16]f B. O homogenous ‘ O  heterogeneous
(Choose the highest-# O Segment2 Bl 1711 C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT 8| A O hypointense O  isointense O  hyperintense
the segment # with the greatest L] Segment3 6] Portal Venous P P
6 tumor burden) [0 Segment 4a O E4 Phase: SI 9| B. O homogenous O  heterogeneous
[7 [201| C. Enhancement relative to pre-contrast? O No O Yes
8 ; 8 2 [0 segment 4b 6l O ES5T 21| A O hypointense (0] isointense O  hyperintense
Delayed/ 2
O3 0 7 [ Segment5 ol St 2] B. O homogenous O  heterogeneous
O 4a O 8 Phase: SI [23]| C. Enhancement relative to pre-contrast? O No O Yes
o 4 [ Segment6 [10] [24| D. Pseudocapsule? O No O Yes
Running # “ O Segment? ” Hepatobiliary 5711 A O hypointense O  isointense O  hyperintense
h s [58] B. O homogenous O  heterogeneous
1 O Segment8 Fligses &l :
[12] [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Saies & (Using CURRENT Imaging) for measurements
[25] (26) 27 8] o) O well defined S |
O moderatelydefined ate arterial elayed/equilibrium
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm O poorly defined O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging . ) o
(90 day interval imaging) used for this lesion size comparison? g, O No © Yes: Provide date of prior imaging ———— (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
i [36]
) [33] ) [34] 35] O late arterial O portal venous
Short Axis I_I_I . I_l cm Long Axis I_I_I . I_l cm I_I_I . I_l cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Specific [ cryoablation 47 Considering O No
; P ; L Radioembolization all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment | O Yes (Mark all that apply)
ybp|e o U Radiofrequency information | O No o, | (Presence of HCC) based [JT1 Chemical Shift Imaging o)
B0l O TACE (4l available, O Yes| 0% (HCC definitely NOT present) - 9| on imaging other than this OT2
(mark all O Unknosd is HCC 100% (HCC definitely present): dynamic post-contrast [41]
il el O 51y resent? imaging? Clowi [42]
[ other 52] 53] P ’ gmng: [ other
[37] [38] [39] ' [43] [44]
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to R4 form.
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ACRIN 6690
83 ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEI— H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation T .
Institution Institution No.
E-MRITREATED Lesion Interpretation Form . .
Participant Initials Case No.
If this is a revised or corrected form, please \/box. I:'
1st UNOS Update (90 day) ~ Ireated Lesion Table  []scan Not Completed ., [INo treated lesions identified ., reader 0: L | | | | | | |(site useony)
® % MRI Lesion 1D Add'st::”n"]"er']';‘(’;’)"’e" Classification of Lesion ol LEsIE Sl F‘;at”:.es backaround
&% (Highest=# Segment) . g - (E4=NoHCC) (Sl = Signal Intensity compared to liver background)
® 8 (Running#) (If applicable, mark any additional (E5T = Yes HCC) T1 Pre-contrast: SI [4] O hypointense O  isointense O  hyperintense
= 0 g involved segment #s)
. A o 18] A O hypointense (6] isointense O  hyperintense
[13] ate Arterial
Highest-# Segment: o [0 segment1 [ E— [6]| B. O homogenous _ O  heterogeneous
(Choose the highest-# 0 Segment?2 . [171] C. Enhancement relative to pre-contrast? O No O Yes
Segment involved and NOT 18] A O hypointense O  isointense O  hyperintense
the segment # with the greatest L] segment3 6] Portal Venous P P
7 tumor burden) ] Segment 4a O E4 Phase: S| [191| B. O homogenous O  heterogeneous
7 [20]| C. Enhancement relative to pre-contrast? O No O Yes
8 ; 8 2 [0 segment4b 5 O ES5T 1] A O hypointense (0] isointense O  hyperintense
Delayed/ 2
O3 0 7 [ Segment5 o T 22| B. O homogenous O  heterogeneous
O 4a O 8 Phase: SI [23]| C. Enhancement relative to pre-contrast? O No O Yes
O 4 L] Segment 6 [10] 24| D. Pseudocapsule? O No O Yes
Running # g [J Segment7 - Hepatobiliary b7l A O hypointense O  isointense O  hyperintense
Ph g 58] B. O homogenous O  heterogeneous
1 O Segment 8 6 G :
[12] [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamgter in cranio-ca}idal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
251 28] 27 28] o] | O well defined o |
O moderatelydefined ate arterial elayed/equilibrium
Short Axis I_I_I . |_| cm | Long Axis I_I_I . |_| cm I_I_I i I_I cm 0 poorly defined O portalvenous O hepatobiliary
PRIORIMAGING COMPARISON [J Not available 32]
Was imaging other than the most recent time point imaging ) ) o
(90 day interval imaging) used for this lesion size comparison? g O No O Yes: Provide date of prior imaging ———— (Mm-dd-yyyy) )
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
i [36]
) [33] ) [34] 35] O late arterial O portal venous
Short Axis . LI cm Long Axis . LI cm . LI cm O delayed / equilibrium O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Specific [] cryoablation 147] Considering O No
> p ; [JRadioembolization 48] all Probability of presence of HCC (Scale of 0-100%): Is this particular assessment O Yes (Mark all that apply)
a);ﬁztioon [ Radiofrequency 49] information | O No o | (Presence of HCC) based [J 71 Chemical Shift Imaging 140]
K all O TACE available, O Yes| 0% (HCC definitely NOT present) - 9| on imaging other than this OT2
(mark al O unk [50] is HCC 100% (HCC definitely present): dynamic post-contrast (411
LR RO sy resent? imaging? Uowi [42]
[ other 52 531 P ‘ ging: [ other
[37] [38] [39] ' [43] [44]
Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to R4 form.
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ACRIN 6690

83 ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

Institution Institution No.
E-MRITREATED Lesion Interpretation Form barticipant Initial Case N
articipantInitials ———— ase NO.
If this is a revised or corrected form, please \/box. I:'
1st UNOS Update (90 day) ~ Ireated Lesion Table  []Scan Not Completed I55] [INo treated lesions identified I54) Reader |D:| HEEER |(Site use only)
i MRI Lesion ID AriiiEne (v ves Classification of Lesion ; Lesion Signal Features
5 = (Highest-# Segment) Segment(s) (E4=NoHCC) (SI = Signal Intensity compared to liver background)
s 3 Runnina# (If applicable, mark any additional (E5T = Yes HCC) T1 Pre-contrast: S| [4 O hypointense O  isointense O  hyperintense
= o (& g#) involved segment #s)
) 18] A O hypointense O isointense O  hyperintense
Highest-# Segment: [] Segment 1 4 03l La;ﬁasAé_teS”Ial [16]] B. O homogenous O  heterogeneous
"2 : ; }
(Choose the highest-# O Segment 2 5 [171| C. Enhancement relative to pre-contrast? O No O Yes
thSesgegr?]r:n;n;?/:/\iﬁdtﬁgzgg;st O Segment3 o Portal Venous 18| A O hypointense (0] isointense O  hyperintense
8 tumor burden) O s £ O E4 Phase: SI 9| B. O homogenous O  heterogeneous
egmen a[7] [201| C. Enhancement relative to pre-contrast? O No O Yes
8 ; 8 2 [0 segment4b - O E5T Delaved/ 21| A O hypointense O  isointense O  hyperintense
elaye 22]
O3 0 7 [] Segment5 o 00 22| B. O homogenous _ O heterogeneous
O 4a O 8 Phase: SI [23]| C. Enhancement relative to pre-contrast? O No O Yes
O 4b [ Segment6 [10] 24| D. Pseudocapsule? O No O Yes
; b7 A O hypointense O  isointense O  hyperintense
Running # ] Segment 7 11 Hepatobiliary yp yP
) [58] B. O homogenous O  heterogeneous
[ 1] O Segment8 Pneses :
[12] [59] C. Enhancement relative to pre-contrast? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . . Contrast phase used
i i : (Using CURRENT Imaging) Lesion definition for measurements
(Using CURRENT Imaging) Image # Series #
[25] 28] 2 28] 29| O well defined |
O moderately defined ate arterial elayed/equilibrium
Short Axis I_I_I . I_I cm | Long Axis I_I_I . |_| cm I_I_I . I_I cm 0O poorly defined O portalvenous O hepatobiliary

PRIOR IMAGING COMPARISON ] Not available (32]

Was imaging other than the most recent time point imaging
(90 day interval imaging) used for this lesion size comparison? g

O No O Yes: Provide date of prior imaging - - (mm-dd-yyyy) (46]

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

. I_l [33] . I_l [34] I_l 135] O late arterial O portal venous (6]
Short Axis . cm Long Axis . cm . cm O delayed / equilibrium

O hepatobiliary
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

Specific [ cryoablation (a7 Considering 8$° Mark all that aopl
type of L] Radioembolization [48] all . Probability of presence of HCC (Scale of 0-100%): Is this particular assessment es (Mark al at app _y) _
ablation | I Radiofrequency (49] information | O No N o | (Presence of HCC) based [JT1 Chemical Shift Imaging 0]
(mark all O TACE available, O Yes| 0% (HCC deflmtgly NOT present) - on imaging other than this Oz

DUnkno[B%] is HCC 100% (HCC definitely present): dynamic post-contrast [41]
that apply) WN 151 o . - Opwi 42

[ other S——————————— [53] St UL oth o

: [EXl] [38] (9] Ol g ——————— [a4]

Continue to the R4 form
N J
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ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. N\ J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

[8.9]

(101 i i [11]
Initials of person completing the form Date form completed (mm-dd-yyyy)

- J
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ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. . J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

1st UNOS Update (90 day) ,
Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7]

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

8.9
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Initials of person completing the form Date form completed (mm-dd-yyyy)

- %
"Copyright 2013" Version 0.3 ACRIN 6690 S4 03-27-13 1ofl




ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. . J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

2nd UNOS Update (180 day) ,
Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7]

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

8.9
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Initials of person completing the form Date form completed (mm-dd-yyyy)
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ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. . J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

3rd UNOS Update (270 day) ,
Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7]

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

8.9
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Initials of person completing the form Date form completed (mm-dd-yyyy)
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ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. . J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

4th UNOS Update (360 day) ,
Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7]

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:
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Initials of person completing the form Date form completed (mm-dd-yyyy)
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ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. . J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

5th UNOS Update (450 day) ,
Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7]

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

8.9
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Initials of person completing the form Date form completed (mm-dd-yyyy)

- %
"Copyright 2013" Version 0.3 ACRIN 6690 S4 03-27-13 1ofl




ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. . J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

6th UNOS Update (540 day) ,
Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7]

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

8.9
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Initials of person completing the form Date form completed (mm-dd-yyyy)

- %
"Copyright 2013" Version 0.3 ACRIN 6690 S4 03-27-13 1ofl




ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. . J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

7th UNOS Update (630 day) ,
Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7]

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

8.9
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Initials of person completing the form Date form completed (mm-dd-yyyy)
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ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. . J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

8th UNOS Update (720 day) ,
Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7]

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

8.9
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Initials of person completing the form Date form completed (mm-dd-yyyy)
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ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. . J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

9th UNOS Update (810 day) ,
Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7]

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

8.9
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Initials of person completing the form Date form completed (mm-dd-yyyy)
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ACRIN 6690 - Eovist Sub-Trial ( N
S4 A Prospective, Multicenter Comparison of Multiphase ACRIN StUdy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplantation PI—ACE I—ABEI— H ERE
E-MRI Local Overall Interpretation Form Institution Institution No.
. . \/ I:I Participant Initials— CaseNo.
If this is a revised or corrected form, please V box. . J

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist's completion of the MRI Local Interpretation, MRI Untreated Lesion Interpretation and MRI Treated Lesion Interpretation forms.

Post Ablation Imaging (28-60 days) ,
Summary of Reported Lesions
Number of Class E4 lesions 1
Number of Class E5A/E5A-g lesions [T1 HCCs] 2]
Number of Class E5B/E5B-g lesions [T2 HCCs] [3]
Number of Class E5T lesions [4]

1. Were there additional Class E4 lesions that were not reported? 5] [Protocol only requires the reporting of up to 5 (five) Class E4 lesions]

O No
O Yes

2. Was there any imaging evidence of macrovascular invasion by tumor?

O No
O Yes

[6]

3. Is the participant within Milan criteria?

O No (complete 3a)
O Yes

[7]

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

8.9
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Initials of person completing the form Date form completed (mm-dd-yyyy)
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ACRIN 6690 4 N
I 1 A Prospective, Multicenter Comparison of Multiphase ACRIN Stu dy 6690
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation PLACE LABEL H ERE
Participant Initials — Case No.
If this is a revised or corrected form, please \/box. I:' N J

Instructions: the form is completed after each serial imaging visit (90 day intervals) by the site radiologist reading the exam. For assistance in completing Q1 UNOS listing update, please contact your
site’s designated transplant coordinator / research staff. The CT Local Interpretation form is completed by the radiologist following the review and documentation of the treated and untreated lesions on
the appropriate forms. Continue to report lesions on the CT Untreated Lesion Interpretation, the CT Treated Lesion Interpretation and the CT Reader Overall Assessment forms.

5. Has the participant undergone ablation of one or more lesions?

O No (continue to T2)
O Yes (complete Q5a and Q5b)

(5]

5a. Specify thetype of ablation

Transarterial chemoembolization [TACE] 6]
lati
Cryoablation 7]

Radiofrequency ablation (8]

Radioembolization 9]

Unknown

[13]
Other [14] [15]

oooooo

5b. Specify the location (mark all that apply)
[J Right lobe
] Left lobe (1]
] Not applicable

[10]

[12]

Important: Please refer to the protocol appendix VII: Guidance for Radiologists

.

1. UNOSlisting update (timepoint) [ JSCANNOT COMPLETED 116]
O 1t UNOS update (90 day) O 4" UNOS update (360 day) O 7" UNOS update (630 day)
O 2" UNOS update (180 day) O 5" UNOS update (450 day) O 8" UNOS update (720 day)
O 39 UNOS update (270 day) O 6" UNOS update (540 day) O 9" UNOS update (810 day)
O Post Ablation Imaging (protocol requirement additional imaging: not used for UNOS update)
2. Date of imaging: - - (mm-dd-yyyy) 2
3. Date of interpretation: - - (mm-dd-yyyy) 3]
4. Reader ID: | | | | | | | |[4]

v
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T2

ACRIN 6690

CTUNTREATED Lesion Interpretation Form
If this is a revised or corrected form, please \/box. |:|

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

Institution

ACRIN Study 6690
PLACE LABEL HERE

Institution No.

Participant Initials

Case No.

Instructions: The form is completed by the site radiologist reading the exam. Lesions identified in comparison with recent CT imaging (within 90-180 days) prior to the current image visit being evaluated. Complete one table per
UNTREATED class 4 or 5 liver lesion identified. Record all class 5 lesions, and maximum of (5) class 4 lesions. If more than 5 class 4 lesions are present, record the largest class 4 lesions. When assigning lesion ID to a
lesion that cannot be unequivocally assigned to just one specific segment, identify the lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden). For
example, a lesion seen involving segments 6, 7, and 8 then 8 would be assigned for the Lesion ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

.

UNTREATEDLESIONTABLE

[] SCANNOT COMPLETED

[55]

LINOUNTREATED LESIONSIDENTIFIED [54]

Reader ID:| | | | | | | |(Site use only)

Lesion #
(record #)

CT Lesion ID

(Highest-# Segment)
(Running#)

Additional Involved
Segment(s)
(If applicable, mark any
additional involved
segment #s)

Classification of Lesion
(Class 4/4g = Not an HCC)
(Class 5A/5A-g = T1 Stage HCC)
(Class 5B/5B-g = T2 Stage HCC)

Lesion Attenuation Features
(Compared to liver background)

1]

Highest-# Segment: 2

(Choose the highest-#
Segment involved and NOT
the segment # with the greatest

tumor burden)
O 1 O 5
O 2 O 6
O 3 0O 7
O 4a O 8
O 4b
Running #
9%

[ ]

Segment 1 [

15]
6]

7
Segment 4b Bl

Segment 2
Segment 3

Segment 4a

Segment 5 o]

Segment 6 [10]

Segment 7 1

ooooobooooo

Segment 8 12

O Class 4 (3] Pre—cc_)ntrast (14 O hypoattenuating O isoattenuating hyperattenuating
O Class 4g (Optional) O not performed
Late Arterial (5] A O hypoattenuating O  isoattenuating hyperattenuating

O Class 5A Phase ue] B- O homogenous O  heterogeneous
O Class 5A-g Portal Venous [18] A O hypoattenuating O  isoattenuating hyperattenuating

Phase 19 B. O homogenous O  heterogeneous
O Class 5B Bl o 2] A O hypoattenuating O isoattenuating hyperattenuating
O Class 5B-g Equilibrium 22 B. O homogenous O  heterogeneous

Phase [24] C. Pseudocapsule? O No O Yes

(Using CURRENT Imaging)

Bi-dimensional Measurements on Axial Plane

Axial Measurements

Image # Series #

Longest diameter in cranio-caudal direction

(Using CURRENT Imaging)

Lesion definition

Contrast phase used
for measurements

Short Axis I_l_l . I_l

[25]

cm

Long Axis . I_l

[26]

cm

[27] [28]

I_I_I.I_Icm

29| o well defined

O moderately defined
O poorly defined

[30]

O late arterial [31]

O portal venous
O delayed / equilibrium

PRIOR IMAGING COMPARISON

] Not available

[32]

Was imaging other than the most recent time point imaging
(90 day interval imaging) used for this lesion size comparison? g

O No

O Yes:

Provide date of prior imaging

e (mmeddyyyY) (g

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction (Using PRIOR Imaging)

Contrast phase used for prior imaging measurements

Short Axis I_I_I . I_l cm )

Long Axis I_I_I . I_l cm e

LI_I.I_lcm

35 )
e O late arterial

O portal venous O delayed / equilibrium

[36]

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)

[38]

O No

Considering all information | O No Probability of presence of HCC (Scale of 0-100%): Is this particular assessment (presence )
available, is HCC present? O VYes % | of HCC) based on anything other than | O Yes, specify:
' 7] 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? - aa)
Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to the T3 form. )
"Copyright 2013" Version 3.1 ACRIN 6690 T2 01-29-13 1o0f8



ACRIN 6690 4 A

. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E |_ H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

; ; Institution Institution No.
CT UNTREATED Lesion Interpretation Form
o . \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATED LESION TABLE reader 10: ||| | | | | sie use omy
# 5 CT Lesion ID Addlst;onr;a]le:]r:\(/;))lved Classification of Lesion
5= iah S -g (Class 4/4g = Not an HCC) Lesion Attenuation Features
23 (Hig eRSt'# ‘ egme”t) (If aggll_cablﬁ malrk any | (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
°©3 (Running#) additional involve (Class 5B/5B-g = T2 Stage HCC)
= segment #s)
m | Highest-# Segment: 2l [0 segment1 i O Class 4 [13] Pre-contrast - O hypoattenuating O isoattenuating O  hyperattenuating
(Choose the highest-# Optional
Segment involved and NOT LI Segment2 [5] O Class 49 (Op ) O not performed
the segment # with the greatest O Segment 3 ; A O h tt ti O  isoatt ti O h tt, ti
tumor burden) 6] Late Arterial [5] ypoattenuating isoattenuating yperattenuating
] Segment 43[7] O Class 5A Phase g B. O homogenous O  heterogeneous
0 1 05 [] segment4b | ) ) . .
2 O 2 O 6 - 8] O Class 5Ag Portal Venous (8] A O hypoattenuating O  isoattenuating O  hyperattenuating
8 ja 8 ; Segment 5 [9] Phase 19 B. O homogenous O  heterogeneous
o 4 [J sSegment6 [10]
O] Segment7 O Class 5B Delyed / 21 A O hypoattenuating O isoattenuating O  hyperattenuating
Running # o O Seament 8 my O Class 5B-g Equilibrium 23| B. O homogenous O heterogeneous
] 9 12 Phase 4] C. Pseudocapsule? ~ ONo O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . _ Contrast phase used
i : Using CURRENT Imagin Lesion definition for measurement
(Using CURRENT Imaging) Image # Saites # (Using aging) or measurements
(25 (28] 27 (28] 29| o well defined (301 O late arterial (31
. . O moderatelydefined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm L|_| . LI cm O poorly defined 0 delayed / equilibrium
PRIORIMAGING COMPARISON L] Notavailable .,
Was imaging other than the most recent time point imaging o . . o
) R . - . . . N O Yes: Provide date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date ot priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis X |_| cm (s3] Long Axis X |_| cm (34 X |_| cm 53] O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all information | O No Probability of presence of HCC (Scale of 0-100%): (3] Is this particular assessment (presence | O No )
available, is HCC present? O Yes % | of HCC) based on anything other than | O Yes, specify:
' 7] 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? 9] aa

Continue to report the next lesion on the next page (as applicable).
If reporting is complete, continue to the T3 form.
- /
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. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
CT UNTREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATED LESION TABLE reader :|_|_| | | | | (st use onty
— Additional Involved e .
*+ F CT Lesion ID Segment(s) Classification of Lesion
ST Highest-# _ (Class 4/4g = Not an HCC) Lesion Attenuation Features
235 (Highest-# Segment) (If applicable, mark any (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
oD (Running#) additional involved (Class 5B/5B-g = T2 Stage HCC)
=5 segment #s)
[ ngh(:"St_#Segment:[2] L] Segment1 [ O Class 4 (3] Pre-contrast » O hypoattenuating O isoattenuating hyperattenuating
(Choose the highest-# Optional
Segment involved and NOT L] segment2 5] O Class 4g (@ ) O not performed
the segnlir;:cﬁ\évl:tgg:; greatest [J segment 3 6] Late Arterial 5] A O hypoattenuating O isoattenuating hyperattenuating
] segment 43[7] O Class 5A Phase e B.- O homogenous O  heterogeneous
o 1 05 L] Segment4b o cl 5A ) ) . .
3 O 2 O 6 - [8] ass -g Portal Venous [8] A O hypoattenuating O  isoattenuating hyperattenuating
8 ia 8 ; Segment 5 [9] Phase [19] B. O homogenous O  heterogeneous
o b [0 segment 6 0]
] segment 7 O Class 5B Delayed / 1] A O hypoattenuating O isoattenuating hyperattenuating
Running # a O s 9 5 [11] O Class 5B-g Equilibrium [4 B. O homogenous O  heterogeneous
egmen
] 9 12 Phase 24| C. Pseudocapsule? ONo O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] [26] [27] 28] 2911 o well defined (30] O late arterial B34
: : O moderatelydefined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm 0 poorly defined O delayed / equilibrium
PRIOR IMAGING COMPARISON LJ Notavailable
Was imaging other than the most recent time point imaging o . ' N
N O Yes: Provide date of - -dd-
(90 day interval imaging) used for this lesion size comparison? g ° es: Frovide date ofpriorimaging (MM-Ad-YYYY) fag)
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis i |_| cm (53] Long Axis i |_| cm (34 i |_| cm &3] O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all information | O No Probability of presence of HCC (Scale of 0-100%): s8] Is this particular assessment (presence | O NO )
available, is HCC present? O Yes % | of HCC) based on anything other than | O Yes, specify:
' 7] 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? - aa)
Continue to report the next lesion on the next page (as applicable).
Y If reporting is complete, continue to the T3 form. Y

"Copyright 2013"

Version 3.1 ACRIN

6690 T2 01-29-13 30f8



4 N
ACRIN 6690 4 A
. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
: : Institution Institution No.
CT UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATED LESIONTABLE Reader ID:| | | | | | | |(Site use only)
#* % CT Lesion ID Addg;onnr:ﬂerl]r;\(/s)lved Classification of Lesion
= High S ‘g (Class 4/4g = Not an HCC) Lesion Attenuation Features
%S (Highest-# Segment) (If applicable, mark any | (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
8 (Running#) additional involved (Class 5B/5B-g = T2 Stage HCC)
= segment #s)
w | Highest-# Segment: 2 [0 segment 1 [ O Class 4 [13] Pre-contrast ” O hypoattenuating O isoattenuating O  hyperattenuating
(Choose the highest-# Optional
Segment involved and NOT [ Segment2 [51 O Class 49 (Op ) O not performed
the Segmtir;(im%;ﬁ greatest L) segment3 6] Late Arterial [5] A O hypoattenuating O isoattenuating O  hyperattenuating
u Segment4am O Class 5A Phase gl B. O homogenous O  heterogeneous
0 1 05 [0 Segment4b . ) . !
4 O 2 O 6 8 O Class 5A-g Portal Venous (18] A O hypoattenuating O  isoattenuating O  hyperattenuating
8 2a 8 ; L) Segment5 [9] Phase 19 B. O homogenous O  heterogeneous
o 4 L] Segment6
O Class 5B 21| A O hypoattenuating O isoattenuating O  hyperattenuating
) 00 segment7 . Delayed /
Running # O s ‘8 [y O Class 5B-g Equilibrium 23| B. O homogenous O heterogeneous
egmen
] 9 12 Phase 4] C. Pseudocapsule? = ONo O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction ) . Contrast phase used
. ; Using CURRENT]I : Lesion definition f
(Using CURRENT Imaging) Image # Series # (Using maging) or measurements
25 28] [27] (28] 29 o well defined (30 O late arterial [31]
. . O moderately defined O portal venous
Short Axis I_l_l . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON L] Notavailable ..,
Was imaging other than the most recent time point imaging onN O Yes: Provi T
; . . K . . . : de date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date o priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis i |_| cm 53 Long Axis i |_| cm B4 i |_| cm 155 O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all information | O No Probability of presence of HCC (Scale of 0-100%): =8l Is this particular assessment (presence 8 No .
available, is HCC present? O Yes % | of HCC) based on anything other than Yes, specify:
' 37 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? 39] i
Continue to report the next lesion on the next page (as applicable).
N If reporting is complete, continue to the T3 form. )
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. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
: : Institution Institution No.
CT UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATEDLESIONTABLE Reader ID:| | | | | | | |(Site use only)
* ® CT Lesion ID Addlstéonnzile;r:\(/:)lved Classification of Lesion
5 = iah S ‘g (Class 4/4g = Not an HCC) Lesion Attenuation Features
29 (Highest-# Segment) (If applicable, mark any | (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
o9 (Running#) additional involved (Class 5B/5B-g = T2 Stage HCC)
SRS segment #s)
m H'QhESt‘#Segmem:[z] [J segment 1 [l O Class 4 [13] Pre-contrast » O hypoattenuating O isoattenuating hyperattenuating
(Choose the highest-# Optional
Segment involved and NOT L Segment2 O Class 4g (Op ) O not performed
the Segm;xi‘ggggs greatest L] segment3 6] Late Arterial 5] A O hypoattenuating O  isoattenuating hyperattenuating
L] segment 4a[7] O Class 5A Phase pegl B. O homogenous O  heterogeneous
o 1 05 [J segment 4b ) ) . .
5 O 2 O 6 8] O Class 5A-g Portal Venous [18] A O hypoattenuating O  isoattenuating hyperattenuating
8 ?la 8 ; L] Segment5 [9] Phase [19 B. O homogenous O  heterogeneous
o b [J Segment6 [10]
[ Segment 7 O Class 5B Sty 21| A O hypoattenuating O  isoattenuating hyperattenuating
Running # d n O Class 5B-g Al 22 B. O homogenous O  heterogeneous
3] [ segment8 Equilibrium
|:| [12] Phase [24] C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . . Contrast phase used
i i Using CURRENT Imagin Lesion definition for measurement
(Using CURRENT Imaging) Image # Saries # (Using aging) or measurements
[25] [26] [27] 28] 291 0 well defined 130 O late arterial (31
. . O moderatelydefined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm L|_| . LI cm 0 poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON L] Notavailable .,
Was imaging other than the most recent time point imaging o . T
) ] ) - . . . N Provide date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © rovide date ot priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis i |_| cm 53] Long Axis i |_| cm B4 i |_| cm (58] O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all information | O No | Probability of presence of HCC (Scale of 0-100%): =8l Is this particular assessment (presence | O No ,
available, is HCC present? O Yes % | of HCC) based on anything other than | O Yes, specify:
' 67 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? 9] (4
Continue to report the next lesion on the next page (as applicable).
Y If reporting is complete, continue to the T3 form. )
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. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
CT UNTREATED Lesion Interpretation Form Institution Institution No.
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATEDLESIONTABLE Reader ID:| | | | | | | |(Site use only)
~ Additional Involved e .
*+ F CT Lesion ID Segment(s) Classification of Lesion . .
5 Highest-# S , (Class 4/4g = Not an HCC) Lesion Attenuation Features
2 (Highest-# Segment) (If applicable, mark any | (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
o9 (Running#) additional involved (Class 5B/5B-g = T2 Stage HCC)
= & segment #s)
[ H|ghest-#Segment3[2] L] segment 1 2 O Class 4 (3] Pre-contrast i O hypoattenuating O isoattenuating O  hyperattenuating
(Choose the highest-# Optional
Segment involved and NOT L] segment 2 [5] O Class 4g (Op ) O not performed
the Segmimim%;? greatest L) segment3 6] Late Arterial [5s] A O hypoattenuating O  isoattenuating O  hyperattenuating
0 Segment 4a, O Class 5A Phase ue] B. O homogenous O  heterogeneous
01 05 [0 segment 4b ) ) . .
6 O 2 O 6 8] O Class 5A-g Portal Venous (18] A O hypoattenuating O  isoattenuating O hyperattenuating
8 ia 8 ; L) segment5 [ Phase [19] B. O homogenous O  heterogeneous
o 4b [J Segment6 [10]
O Class 5B [21] A O hypoattenuating O isoattenuating O  hyperattenuating
. L] segment7 . Delayed /
Running # Gl 1 O Class 5B-g Equilibrium 22| B. O homogenous O  heterogeneous
[J Segment8
|:| [12) Phase [24] C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diamgter in cranio-ca}idal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] 26] [27] 28] 29| o well defined 1301 O late arterial =1
. . O moderatelydefined O portal venous
Short Axis ’ LI cm | Long Axis ' LI cm I—I—I ’ I_l cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON L] Not available ,,,
Was imaging other than the most recent time point imaging onN O Yes: Provide date of prior imadi ) ) _dd-
(90 day interval imaging) used for this lesion size comparison? yg ° es: Frovide date ofpriorimaging (MM-Ad-YYYY) fag)
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis . |_| cm & Long Axis . LI cm 54 . LI cm (=8] O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBYALL AVAILABLE INFORMATION (UNOS and/or other information available)
Considering all information | O No Probability of presence of HCC (Scale of 0-100%): e8] Is this particular assessment (presence O No !
available, is HCC present? O Yes % | of HCC) based on anything other than O Yes, specify:
' 7] 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? (39] aa)
Continue to report the next lesion on the next page (as applicable).
Y If reporting is complete, continue to the T3 form. )
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. : . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
: : Institution Institution No.
CT UNTREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
MLESIONTABLE Reader ID:| | | | | | | |(Site use only)
* ® CT Lesion ID Addlstéonnzile;r:\(/:)lved Classification of Lesion
5 = iah S ‘g (Class 4/4g = Not an HCC) Lesion Attenuation Features
29 (Highest-# Segment) (If applicable, mark any | (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
o9 (Running#) additional involved (Class 5B/5B-g = T2 Stage HCC)
SRS segment #s)
| Highest-#Segment: [2] LJ segment1 2 O Class 4 (3] Pre-contrast . O hypoattenuating O isoattenuating O  hyperattenuating
(Choose the highest-# Optional
Segment involved and NOT L Segment2 O Class 4g (Op ) O not performed
the Segm;xi‘ggggs greatest L] segment3 6] Late Arterial 5] A O hypoattenuating O  isoattenuating O  hyperattenuating
L] segment 4a[7] O Class 5A Phase pegl B. O homogenous O  heterogeneous
o 1 05 [J segment 4b | ) ) . .
7 O 2 O 6 ] O Class 5A-g Portal Venous [18] A O hypoattenuating O  isoattenuating O  hyperattenuating
8 ?la 8 ; L] Segment5 [9] Phase [19 B. O homogenous O  heterogeneous
o b [J Segment6 [10]
O] Segment7 O Class 5B Sty 21| A O hypoattenuating O  isoattenuating O  hyperattenuating
Running # n O Class 5B-g Al 22 B. O homogenous O  heterogeneous
3] [ segment8 Equilibrium
|:| [12] Phase [24] C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction . . Contrast phase used
i i Using CURRENT Imagin Lesion definition for measurement
(Using CURRENT Imaging) Image # Saries # (Using aging) or measurements
[25] [26] [27] 28] 291 0 well defined 130 O late arterial (31
. . O moderatelydefined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm L|_| . LI cm 0 poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON L] Notavailable .,
Was imaging other than the most recent time point imaging o . . T
) ] ) - . . . N O Yes: Provide date of - - -dd-
(90 day interval imaging) used for this lesion size comparison? g © es rovide date ot priorimaging (mm-dd-yyyy) [46]
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis i |_| cm 53] Long Axis i |_| cm B4 i |_| cm (58] O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all information | O No | Probability of presence of HCC (Scale of 0-100%): =8l Is this particular assessment (presence | O No ,
available, is HCC present? O Yes % | of HCC) based on anything other than | O Yes, specify:
' 67 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? 9] (4
Continue to report the next lesion on the next page (as applicable).
Y If reporting is complete, continue to the T3 form. )
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. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E |_ H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

; ; Institution Institution No.
CT UNTREATED Lesion Interpretation Form
o . \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V/ box. L Y,
UNTREATEDLESIONTABLE | | | | | | | | .
Reader ID: (Site use only)
£ ; ARRIEWE] ML Classification of Lesion
CT Lesion ID Segment(s) i .
T ioh i (Class 4/4g = Not an HCC) Lesion Attenuation Features
2 8 (Highest-# Segment) (If applicable, mark any | (Class 5A/5A-g = T1 Stage HCC) (Compared to liver background)
o9 (Running#) additional involved (Class 5B/5B-g = T2 Stage HCC)
4 E segment #s)
[ Highest-# Segment: 2] L] segment 1 [ O Class 4 (3] Pre-contrast » O hypoattenuating O  isoattenuating O  hyperattenuating
(Choose the highest-# Optional
Segment involved and NOT L segment2 5] O Class 4g (©p ) O not performed
the segment # with the greatest L) segment3 i A O hypoattenuatin O  isoattenuatin O  hyperattenuatin
tumor burden) [l Late Arterial [15] yp 9 9 yp 9
L] Segment 4a m O Class 5A Phase e B- O homogenous O  heterogeneous
o 1 05 [0 segment 4b ) ) . )
8 O 2 O 6 18] O Class 5A-g Portal Venous [18] A O hypoattenuating O  isoattenuating O  hyperattenuating
8 ia 8 ; L Segment5 [9] Phase 19 B. O homogenous O  heterogeneous
o b [0 segment6 [10]
O Class 5B 21| A O hypoattenuating O isoattenuating O  hyperattenuating
) [0 segment7 1] | Delayed /
Running # O Class 5B-g Equilibrium 2] B. O homogenous O  heterogeneous
[0 Segment8
|:| [12] Phase [24]] C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] [26] 7] (28] 29| o well defined [30] O late arterial By
. . O moderately defined O portal venous
Short Axis I_l_l . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm 0 poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON LJ Notavailable ,,
Was imaging other than the most recent time point imaging o . ' L
; . . X . . . N O Yes: Provide date of - -dd-
(90 day interval imaging) used for this lesion size comparison? g 0 es: Frovide date ofpriorimaging (mm-dd-yYYY) (ag)
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[36]
Short Axis i |_| cm (s3] Long Axis i |_| cm 34 i |_| cm (s8] O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or otherinformation available)
Considering all information | O No Probability of presence of HCC (Scale of 0-100%): el Is this particular assessment (presence 8$0 ify:
available, is HCC present? O Yes o o % | of HCC) based on anything other than €s, Specity:
7] 0% (HCC definitely NOT present) — 100% (HCC definitely present): this dynamic post-contrast imaging? 9] (2

Continue to the T3 form
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ACRIN 6690

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

CTIREATED Lesion Interpretation Form

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

Institution

ACRIN Study 6690
PLACE LABEL HERE

Participant Initials

Institution No.

Case No.

Instructions: The form is completed by the site radiologist reading the exam. Lesions identified in comparison with recent MRI imaging (within 90-180 days) prior to the current image visit being evaluated. Complete one table per
s._When assigning lesion ID to a lesion that cannot be unequivocally assigned to just one specific segment, identify the
lesion by the involved segment with the HIGHEST Arabic numeral (NOT to be confused with the segment with the GREATEST tumor burden). For example, a lesion seen involving segments 6, 7, and 8 then 8 would be assigned for

TREATED class 4 or 5 liver lesion identified. Record all class 5 lesions, and maximum of (5) class 4 lesion

the Lesion ID: Highest-# Segment and the additional involved segments 6 and 7 would be marked in the column for Additional Involved Segment(s).

Reader ID:| | | | | | | |(Site use only)

1st UNOS Update (90 day) Treated Lesion Table  [] scan Not Completed 58] [] No Treated Lesions Identified 54
* % : Additional Involved T .
CT Lesion ID . .
co _ Segment(s) CresiiEzon of Lz Lesion Attenuation Features
25 (Highest-# Segment) i (Class 4 = No HCC) (Compared to liver background)
4 8 . (Running#) (If applllcable, mark any (Class 5T = Yes HCC)
— = additional involved segment #s)
Highest-# Segment: 2 [0 Segment 1 u 13 Pre-contrast ” O hypoattenuating O  isoattenuating O  hyperattenuating
. -
Optional
(Choose the highest-# [0 Segment 2 - (Op ) O not performed
Segment involved and NOT . . ’ '
the sgegment# with the greatest [J Segment3 - Late Arterial 151 | A O hypoattenuating O  isoattenuating O  hyperattenuating
1 tumor burden) [0 Segment 4a - O Class 4 Phase 4 | B. O homogenous O  heterogeneous
8 ; 8 2 O Segment 4b[8] Portal Venousis) | A O hypoattenuating O  isoattenuating O  hyperattenuating
O 3 0O 7 [J Segment5 o] O Class 5T Phase [19] | B. O homogenous O  heterogeneous
O 4a O 8
O 4b ] Segment 6 [10] Delayed / 1] | A O hypoattenuating O isoattenuating O  hyperattenuating
Running # L) Segment7 11 Equilibrium [ | B. O homogenous O  heterogeneous
|:| J segment8 [12] Phase [24 | C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] [26] 27 [28] 29| O well defined [30] O late arterial [31]
. . O moderatelydefined O portal venous
Short Axis I_I_I . I_l cm | Long Axis I_I_I . I_l cm I_I_I . I_l cm O poorly defined O delayed / equilibrium

PRIOR IMAGING COMPARISON

[J Not available

[32]

Was imaging other than the most recent time point imaging
(90 day interval imaging) used for this lesion size comparison? s

O No O Yes:

Provide date of prior imaging

e (MmddyYYY)

Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging)

Longest diameter in cranio-caudal direction (Using PRIOR Imaging)

Contrast phase used for prior imaging measurements

Short Axis I_I_I . I_l cm )

Long Axis I_I_I . I_l cm 4

I_I_I.I_lcm

[35] .
O late arterial

O portal venous

O delayed / equilibrium

[sely

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

[J cryoablation

Considering

Specific O Radi boli 147 r o ul

type of Radioembolization o &l A Probability of presence of HCC (Scale of 0-100%): Is this particular assessment

albleiian O Radiofrequency (491 information | O No o % (presence of HCC) based O No

(mark all JTAcE 0 available, O Yes 0% (HCC deflnltgly NOT present) - on anything other than this O Yes, specify (44]

that apply) O Unkn0\[/vn] is HCC 100% (HCC definitely present): dynamic post-contrast

Pey [ other 51 present? imaging?
152] 53] - 28] [39]

9 Continue to report the next lesion on the next page (as applicable). If reporting is complete, continue to T4 form. )
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T ACRIN Study 6690
3 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
: : Institution Institution No.
CT TREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
1st UNOS Update (90 day) Treated Lesion Table [] scan Not Completed 5] [l No Treated Lesions Identified (541 | Reader ol L] |(Site use only)
# % ; Additional Involved o ;
T Lesion ID . .
co CT Lesio Segment(s) Clessiifiesiion @ [HEeEn Lesion Attenuation Features
25 (Highest-# Segment) : (Class 4 = No HCC) (Compared to liver background)
) ; (If applicable, mark any (Class 5T = Yes HCC) p 9
09 (Running#) s 5
- = additional involved segment #s)
Highest-# Segment: 2 O Segment 1 u [13] Pre-contrast " O hypoattenuating O  isoattenuating O  hyperattenuating
. :
Optional
(Choose the highest-# O segment2 (Op ) O not performed
Segment involved and NOT . . . .
the s%gment#with the greatest [0 Segment3 . Late Arterial us] | A O hypoattenuating O  isoattenuating O  hyperattenuating
2 tumor burden) 0 Segment 4a[7] O Class 4 Phase ] | B. O homogenous O heterogeneous
8 ; 8 2 0 segment 4b & Portal Venousis] | A O hypoattenuating O  isoattenuating O  hyperattenuating
O 3 0O 7 [J segment5 ol O Class 5T Phase [19] B. O homogenous O  heterogeneous
O 4a O 8
O 4b L) Segment 6 [10] Delayed / 21 | A O hypoattenuating O isoattenuating O  hyperattenuating
Running # - [ Segment7 [11] Equilibrium [22] B. O homogenous O  heterogeneous
|:| [J sSegment 8 12 Phase [24 | C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction Lesion definition Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) for measurements
[25] [26] [27) [28) 9)| O well defined [30] O late arterial 31
. . O moderatelydefined O portal venous
Short Axis . LI cm | Long Axis LIJ . LI cm . LI cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available [32)
Was imaging other than the most recent time point imaging ) . o
(90 day interval imaging) used for this lesion size comparison? s O No O Yes: Provide date of prior imaging ————— (mm-dd-yyyy)
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
ES] |
33 34] 35]
Short Axis | . LI cm & Long Axis . LI cm & . LI cm ) O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
o [ cryoablation Considering
Specific 0 . 4T . .
type of Radioembolization ¢ all ) Probability of presence of HCC (Scale of 0-100%): Is this particular assessment
ablation [J Radiofrequency o) information | O No - op | (Presence of HCC) based O No
(mark all OTAcE 501 available, O Yes| 0% (HCC definitely NOT present) - on anything other than this O Yes, specify [44]
that apply) ] Unknown is HCC 100% (HCC definitely present): dynamic post-contrast
Oother . >0 present? imaging?
[52] 53] 137 138] [39]
Continue to report the next lesion on the next page (as applicable).
S If reporting is complete, continue to T4 form. )
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. . . . ACRIN Study 6690
A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E |_ H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

; ; Institution Institution No.
CT TREATED Lesion Interpretation Form
o . \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V/ box. L Y,
1st UNOS Update (90 day) Treated Lesion Table [] Scan Not Completed (55] [l No Treated Lesions Identified (54) | Reader ID:| | | | | | | |(Site use only)
# & ; Additional Involved o ;
CT Lesion ID . .
co . Segment(s) Claeslilieaion @i eI Lesion Attenuation Features
20 (Highest-# Segment) - (Class 4 = No HCC) (Compared to liver background)
0 o - (If applicable, mark any (Class 5T = Yes HCC) P g
09 [ (Running#) o 5
£ additional involved segment #s)
. ) i [13] Pre-contrast O hypoattenuating O  isoattenuating O  hyperattenuating
Highest-# Segment: [0 segment 1 ” (Optionan 14 o i
(Choose the highest-# [0 sSegment 2 - not performe
Segment involved and NOT . . . .
the s%gment#with the greatest ] Segment 3 . Late Arterial us] | A O hypoattenuating O  isoattenuating O  hyperattenuating
3 tumor burden) 0 Segment4am O Class 4 Phase ] | B. O homogenous O  heterogeneous
8 ; 8 2 0 Segment 4b 5 Portal Venousis) | A O hypoattenuating O  isoattenuating O  hyperattenuating
O 3 0 7 [0 segment5 ol O Class 5T Phase 19 | B. O homogenous O  heterogeneous
O 4a O 8
O 4b L) Segment 6 [10] Delayed / 21 | A O hypoattenuating O isoattenuating O  hyperattenuating
Running # L) segment7 [11] Equilibrium [22] B. O homogenous O  heterogeneous
|:| L] segment 8 2] Phase [24 | C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction ) L Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) Lesion definition for measurements
[25] [26] 27 28] [29] 8 Welcljdeﬁand . d[3o] 8 late alrterial 31
) ) moderately define portal venous
Short Axis . LI cm | Long Axis . LI cm . LI cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available [32]
Was imaging other than the most recent time point imaging ) ) o
(90 day interval imaging) used for this lesion size comparison? s O No O Yes: Provide date of prior imaging ————— (mm-dd-yyyy)
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[361f
33 34] 35]
Short Axis I_I_I . I_l cm & Long Axis |_|_| . I_l cm & . I_l cm el O late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

Specific O cryoablation ., Considering
type of [JRadioembolization 48] all ) Probability of presence of HCC (Scale of 0-100%): Is this particular assessment
e [J Radiofrequency (49] information | O No o % (presence of HCC) based O No

O TAcE available, O Yes| 0% (HCC definitely NOT present) - 9| on anything other than this O Yes, specify [44]
(mark all (501 is HCC 100% (HCC definitely present): dynamic post-contrast
that apply) | ] Unknown S

[Ooth By present? imaging?

el sy ——— 53]
187 38] 39]

Continue to report the next lesion on the next page (as applicable).

Y If reporting is complete, continue to T4 form. )
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A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for P LACE LAB E |_ H ER E

Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

; ; Institution Institution No.
CT TREATED Lesion Interpretation Form
o . \/ Participant Initials — CaseNo.
If this is a revised or corrected form, please V/ box. L Y,
1st UNOS Update (90 day) Treated Lesion Table [T] scan Not Completed 551 [l No Treated Lesions Identified (541 | Reader ID:| HEEEN |(Site use only)
# & ; Additional Involved o ;
CT Lesion ID . .
co . Segment(s) Claeslilieaion @i eI Lesion Attenuation Features
20 (Highest-# Segment) - (Class 4 = No HCC) (Compared to liver background)
0 o - (If applicable, mark any (Class 5T = Yes HCC) P g
09 [ (Running#) o 5
£ additional involved segment #s)
. ) i [13] Pre-contrast O hypoattenuating O  isoattenuating O  hyperattenuating
Highest-# Segment: [0 segment 1 ” (Optionan 14 o i
(Choose the highest-# [0 sSegment 2 - not performe
Segment involved and NOT . . . .
the s%gment#with the greatest ] Segment 3 . Late Arterial us] | A O hypoattenuating O  isoattenuating O  hyperattenuating
4 tumor burden) 0 Segment4am O Class 4 Phase ] | B. O homogenous O  heterogeneous
8 ; 8 2 0 Segment 4b 5 Portal Venousis) | A O hypoattenuating O  isoattenuating O  hyperattenuating
O 3 0 7 [0 segment5 ol O Class 5T Phase 19 | B. O homogenous O  heterogeneous
O 4a O 8
O 4b L) Segment 6 [10] Delayed / 21 | A O hypoattenuating O isoattenuating O  hyperattenuating
Running # L) segment7 [11] Equilibrium [22] B. O homogenous O  heterogeneous
|:| L] segment 8 2] Phase [24 | C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction ) L Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) Lesion definition for measurements
[25] [26] 27 28] [29] 8 Welcljdeﬁand . d[3o] 8 late alrterial 31
) ) moderately define portal venous
Short Axis . LI cm | Long Axis . LI cm . LI cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available [32]
Was imaging other than the most recent time point imaging ) ) o
(90 day interval imaging) used for this lesion size comparison? s O No O Yes: Provide date of prior imaging ————— (mm-dd-yyyy)
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements

[361f
33 34] 35]
Short Axis I_I_I . I_l cm & Long Axis |_|_| . I_l cm & . I_l cm el O late arterial O portal venous O delayed / equilibrium

DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)

Specific O cryoablation ., Considering
type of [JRadioembolization 48] all ) Probability of presence of HCC (Scale of 0-100%): Is this particular assessment
e [J Radiofrequency (49] information | O No o % (presence of HCC) based O No

O TAcE available, O Yes| 0% (HCC definitely NOT present) - 9| on anything other than this O Yes, specify [44]
(mark all (501 is HCC 100% (HCC definitely present): dynamic post-contrast
that apply) | ] Unknown S

[Ooth By present? imaging?

el sy ——— 53]
187 38] 39]

Continue to report the next lesion on the next page (as applicable).

S If reporting is complete, continue to T4 form. )
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T ACRIN Study 6690
3 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
: : Institution Institution No.
CT TREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
1st UNOS Update (90 day) Treated Lesion Table [T] scan Not Completed 5] [l No Treated Lesions Identified 1541 | Reader ID:| HEEEN |(Site use only)
# 5 ; Additional Involved PR ;
T Lesion ID . .
co .C eslo Segment(s) Clzssiiicaine of -GS Lesion Attenuation Features
o5 (Highest-# Segment) PR ég::;#:'ﬁ:ﬁgé) (Compared to liver background)
3 g [ (i) additional involved segment #s)
. ) . 13] Pre-contrast O hypoattenuating O isoattenuating O  hyperattenuating
Highest-# Segment: [J segment 1 " (Optionan, 1 o g
(Choose the highest-# [ Segment 2 . not performe
Segment involved and NOT . . . .
the s%gmem#with the greatest [0 Segment3 - Late Arterial ps] | A O hypoattenuating O  isoattenuating O  hyperattenuating
5 tumor burden) [0 Segment 451m O Class 4 Phase ] | B. O homogenous O heterogeneous
8 ; 8 2 0 segment 4b 8] Portal Venousisl | A O hypoattenuating O  isoattenuating O  hyperattenuating
O 3 0 7 [J Segment5 9 O Class 5T Phase [19] B. O homogenous O  heterogeneous
O 4a O 8
O 4b L) Segment 6 [10] Delayed / 1 | A O hypoattenuating O  isoattenuating O  hyperattenuating
Running # @ [ Segment7 11 Equilibrium [22] B. O homogenous O  heterogeneous
|:| [0 segment8 12 Phase [24] Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction ) o Contrast phase used
. ; : Using CURRENT | ; Lesion definition f t
(Using CURRENT Imaging) Image # Series # (Using maging) or measurements
[25] [26] [27) [28] 91| O well defined [30] O late arterial 31
. . O moderatelydefined O portal venous
Short Axis . LI cm | Long Axis . |_| cm . LI cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available [32]
Was imaging other than the most recent time point imaging ] . o
(90 day interval imaging) used for this lesion size comparison? ps O No O Yes: Provide date of prior imaging ————— (mm-dd-yyyy) g,
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
(361
33] 34] 35]
Short Axis LIJ . LI cm ) Long Axis LLI . L' cm 4 . L' cm el O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
o [ cryoablation Considering
Specific | [ Radioembolizatic I . Is thi icul
type of Radioembolization 5 & . Probability of presence of HCC (Scale of 0-100%): s this particular assessment
Ablaiion [J Radiofrequency 4] information | O No o % (presence of HCC) based O No
(mark all OT1ACE - available, O Yes| 0% (HCC definitely NOT present) - on anything other than this O Yes, specify [44]
ihat apply) |:|Unkn0\[/vn] is HCC 100% (HCC definitely present): dynamic post-contrast
Oother 2 present? imaging?
152] 53] 37 38] [39]
Continue to report the next lesion on the next page (as applicable).
Y If reporting is complete, continue to T4 form. )
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3 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
CT TREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
1st UNOS Update (90 day) Treated Lesion Table [] scan Not Completed 5] [l No Treated Lesions Identified (541 | Reader ol L] |(Site use only)
# 5 ; Additional Involved PR ;
T Lesion ID . .
co .C eslo Segment(s) Clzssiiicaine of -GS Lesion Attenuation Features
o5 (Highest-# Segment) PR ég::;#:'ﬁ:ﬁgé) (Compared to liver background)
3 g [ (i) additional involved segment #s)
. ) . 13] Pre-contrast O hypoattenuating O isoattenuating O  hyperattenuating
Highest-# Segment: [J segment 1 " (Optionan, 1 o g
(Choose the highest-# [ Segment 2 . not performe
Segment involved and NOT . . . .
the s%gmem#with the greatest [0 Segment3 - Late Arterial ps] | A O hypoattenuating O  isoattenuating O  hyperattenuating
6 tumor burden) [0 Segment 451m O Class 4 Phase ] | B. O homogenous O heterogeneous
8 ; 8 2 0 segment 4b 8] Portal Venousisl | A O hypoattenuating O  isoattenuating O  hyperattenuating
O 3 0 7 [J Segment5 9 O Class 5T Phase [19] B. O homogenous O  heterogeneous
O 4a O 8
O 4b L) Segment 6 [10] Delayed / 1 | A O hypoattenuating O  isoattenuating O  hyperattenuating
Running # @ [ Segment7 11 Equilibrium [22] B. O homogenous O  heterogeneous
|:| [0 segment8 12 Phase [24] Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction ) o Contrast phase used
. ; : Using CURRENT | ; Lesion definition f t
(Using CURRENT Imaging) Image # Series # (Using maging) or measurements
[25] [26] [27) [28] 91| O well defined [30] O late arterial 31
. . O moderatelydefined O portal venous
Short Axis . LI cm | Long Axis . |_| cm . LI cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available [32]
Was imaging other than the most recent time point imaging ] . o
(90 day interval imaging) used for this lesion size comparison? ps O No O Yes: Provide date of prior imaging ————— (mm-dd-yyyy) g,
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
(361
33 34 35
Short Axis LIJ . LI cm ) Long Axis LLI . L' cm 4 . L' cm el O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
o [ cryoablation Considering
Specific | [ Radioembolizatic I . Is thi icul
type of Radioembolization 5 & . Probability of presence of HCC (Scale of 0-100%): s this particular assessment
Ablaiion [J Radiofrequency 4] information | O No o % (presence of HCC) based O No
(mark all OT1ACE - available, O Yes| 0% (HCC definitely NOT present) - on anything other than this O Yes, specify [44]
ihat apply) |:|Unkn0\[/vn] is HCC 100% (HCC definitely present): dynamic post-contrast
Oother 2 present? imaging?
152] 53] 37 38] [39]
Continue to report the next lesion on the next page (as applicable).
Y If reporting is complete, continue to T4 form. )
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Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
CT TREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
1st UNOS Update (90 day) Treated Lesion Table [T] scan Not Completed 5] [l No Treated Lesions Identified 1541 | Reader ID:| HEEEN |(Site use only)
# 5 ; Additional Involved PR ;
T Lesion ID . .
co .C eslo Segment(s) Clzssiiicaine of -GS Lesion Attenuation Features
o5 (Highest-# Segment) PR ég::;#:'ﬁ:ﬁgé) (Compared to liver background)
3 g [ (i) additional involved segment #s)
. ) . 13] Pre-contrast O hypoattenuating O isoattenuating O  hyperattenuating
Highest-# Segment: [J segment 1 " (Optionan, 1 o g
(Choose the highest-# [ Segment 2 . not performe
Segment involved and NOT . . . .
the s%gmem#with the greatest [0 Segment3 - Late Arterial ps] | A O hypoattenuating O  isoattenuating O  hyperattenuating
7 tumor burden) [0 Segment 451m O Class 4 Phase ] | B. O homogenous O heterogeneous
8 ; 8 2 0 segment 4b 8] Portal Venousisl | A O hypoattenuating O  isoattenuating O  hyperattenuating
O 3 0 7 [J Segment5 9 O Class 5T Phase [19] B. O homogenous O  heterogeneous
O 4a O 8
O 4b L) Segment 6 [10] Delayed / 1 | A O hypoattenuating O  isoattenuating O  hyperattenuating
Running # @ [ Segment7 11 Equilibrium [22] B. O homogenous O  heterogeneous
|:| [0 segment8 12 Phase [24] Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction ) o Contrast phase used
. ; : Using CURRENT | ; Lesion definition f t
(Using CURRENT Imaging) Image # Series # (Using maging) or measurements
[25] [26] [27) [28] 91| O well defined [30] O late arterial 31
. . O moderatelydefined O portal venous
Short Axis . LI cm | Long Axis . |_| cm . LI cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available [32)
Was imaging other than the most recent time point imaging ] . o
(90 day interval imaging) used for this lesion size comparison? ps O No O Yes: Provide date of prior imaging ————— (mm-dd-yyyy) g,
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
€8] |
33 34 35
Short Axis LIJ . LI cm ) Long Axis LLI . L' cm 4 . L' cm el O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
o [ cryoablation Considering
Specific | [ Radioembolizatic I . Is thi icul
type of Radioembolization 5 & . Probability of presence of HCC (Scale of 0-100%): s this particular assessment
Ablaiion [J Radiofrequency 4] information | O No o % (presence of HCC) based O No
(mark all OT1ACE - available, O Yes| 0% (HCC definitely NOT present) - on anything other than this O Yes, specify [44]
ihat apply) |:|Unkn0\[/vn] is HCC 100% (HCC definitely present): dynamic post-contrast
Oother 2 present? imaging?
152] 53] 37 38] [39]
Continue to report the next lesion on the next page (as applicable).
Y If reporting is complete, continue to T4 form. )
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T ACRIN Study 6690
3 A Prospective, Multicenter Comparison of Multiphase y
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation
; ; Institution Institution No.
CT TREATED Lesion Interpretation Form
o ) \/ Participant Initials Case No.
If this is a revised or corrected form, please V/ box. L Y,
1st UNOS Update (90 day) Treated Lesion Table [] scan Not Completed 5] [l No Treated Lesions Identified (541 | Reader ol L] |(Site use only)
# ; Additional Involved o ;
T Lesion ID . .
co .C esio Segment(s) Clezsiiieaien of Lesien Lesion Attenuation Features
25 (Highest-# Segment) : (Class 4 = No HCC) (Compared to liver background)
39 ] (Running#) (If applicable, mark any (Class 5T = Yes HCC)
- = additional involved segment #s)
. ~ i 13] Pre-contrast O hypoattenuating O  isoattenuating hyperattenuating
Highest-# Segment: [J segment 1 ” (Optionan 14 . .
(Choose the highest-# [} Segment 2 5 not performe
Segment involved and NOT . . . .
the s?egment # with the greatest [0 Segment3 . Late Arterial @s] | A O hypoattenuating O isoattenuating O  hyperattenuating
8 tumor burden) [0 Segment 4a - O Class 4 Phase ue] | B. O homogenous O  heterogeneous
8 ; 8 2 O Segment 4b & Portal Venousisl | A O hypoattenuating O  isoattenuating O  hyperattenuating
O 3 0O 7 [J Segment5 ol O Class 5T Phase [19] B. O homogenous O  heterogeneous
O 4a O 8
O 4b L] Segment 6 [10] Delayed / 1 | A O hypoattenuating O  isoattenuating O  hyperattenuating
Running # a L Segment7 [11] Equilibrium [22] B. O homogenous O  heterogeneous
|:| L] Segment8 2] Phase [24] | C. Pseudocapsule? O No O Yes
Bi-dimensional Measurements on Axial Plane Axial Measurements Longest diameter in cranio-caudal direction ) . Contrast phase used
(Using CURRENT Imaging) Image # Series # (Using CURRENT Imaging) Lesion definition for measurements
[25] [26] [27] [28] 29]| O well defined [30] O late arterial 31
. . O moderately defined O portal venous
Short Axis . LI cm | Long Axis | . LI cm . LI cm O poorly defined O delayed / equilibrium
PRIORIMAGING COMPARISON [J Not available [32]
Was imaging other than the most recent time point imaging ) ) o
(90 day interval imaging) used for this lesion size comparison? ps O No O Yes: Provide date of prior imaging ———— (mm-dd-yyyy) 4
Bi-dimensional Measurements on Axial Plane (Using PRIOR Imaging) Longest diameter in cranio-caudal direction (Using PRIOR Imaging) | Contrast phase used for prior imaging measurements
[361)
33 34] 35]
Short Axis . LI cm & Long Axis . LI cm e . LI cm ) O late arterial O portal venous O delayed / equilibrium
DIAGNOSISBY ALL AVAILABLE INFORMATION (UNOS and/or other information available)
- [ cryoablation Considering
Specific | [ Radioembolizatic I . Is thi icul
type of Radioembolization ., a ) Probability of presence of HCC (Scale of 0-100%): s this particular assessment
ablation [] radiofrequency as) information | O No o o5 | (Presence of HCC) based O No
(mark all O TACE - available, O Yes| 0% (HCC definitely NOT present) - on anything other than this O Yes, specify (44)
that apply) DUnknO\[Nn] is HCC 100% (HCC definitely present): dynamic post-contrast
Oother . Y present? imaging?
152] 53] 137 18] [39]
Continue to the T4 form
o J
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T 4 . . . . ACRIN Study 6690

A Prospective, Multicenter Comparison of Multiphase
Contrast-Enhanced-CT and Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and Liver Transplant Allocation

. Institution Institution No.

CT Local Overall Interpretation Form
Participant Initials — CaseNo.
(N J

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

Instructions: The form is completed by the radiologist following the interpretation and documentation of the treated and untreated lesions on the appropriate forms. The initial and date field at the
bottom of the form applies to this form and the radiologist’s completion of the CT Local Interpretation, CT Untreated Lesion Interpretation and CT Treated Lesion Interpretation forms.

Summary of Reported Lesions

Number of Class 4/4g lesions [1]

Number of Class 5A/5A-g lesions [T1 HCCs] 2l

Number of Class 5B/5B-g lesions [T2 HCCs] [3]

Number of Class 5T lesions 4

1. Were there additional Class 4 lesions that were not reported? ., [Protocol only requires the reporting of up to 5 (five) Class 4 lesions]

[5]
O No
O Yes
2. Was there any imaging evidence of macrovascular invasion by tumor? (6]
O No
O Yes

3. Is the participant within Milan criteria?

O No
O Yes

[71

3a. If outside Milan criteria will the patient be allowed to stay on the HCC-exception list?

O No
O Yes

[12]

Comments:

[8, 9]

[10] [11]
\nitials of person completing the form Date form completed (mm-dd-yyyy) J
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. . . ACRIN Study 6690
A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for PLACE LABEL HERE
Diagnosis of Hepatocellular Carcinoma and o
Liver Transplant Allocation Institution Institution No.
Transplant Form ParticipantInitials____ Case No. _
If this is a revised or corrected form, please \/ box. I:' b /

transplantation please complete question 1 and initial and date form.

Instructions: The form is completed following transplantation by the designated research staff (i.e. transplant coordinator, imaging technologist,
research associate, etc.) with the appropriate source documents. In the event that the participant is no longer on the study and does not undergo liver

1. Did the participant undergo liver transplantation? ]

O No (initial and date form)

O Yes (continue to Q2)

2. Date of liver transplantation: - - (mm-dd-yyyy)

3. Source of transplant liver: 3]

O Deceased donor

O Living donor adult

COMMENTS:

(6] i i
Initials of person completing the form Date form completed (mm-dd-yyyy)

[71

.

[4. 5]

/
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. . . ACRIN Study 6690
A Prospective, Multicenter Comparison of
Multiphase Contrast-Enhanced-CT and PLACE LABEL H ERE
Multiphase Contrast-Enhanced-MRI for
Diagnosis of Hepatocellular Carcinoma and o
Liver Transplant Allocation Institution Institution No.
Serial Imaging Visit Form . .
Participantinitials____ Case No.
If this is a revised or corrected form, please \/box. l:l Ny J
Instructions: The form is completed at each serial imaging session (90 day intervals) by the designated research staff (i.e. transplant coordinator,
imaging technologist, research associate, etc.) with the appropriate source documents. Each transplant center considers either CT or MR as their
“first choice” to diagnose HCC de-novo or update a given patient's HCC-exception MELD points on the liver transplant waitlist every 90-days. This
imaging modality/exam is considered the standard of care (SOC) imaging for the purposes of this trial. The term “complementary imaging” is used in
this trial protocol for the “other” modality (MR or CT), which will be considered the protocol-required research scan.
Partl. UNOS Listing
1. UNOSListing Update (Timepoint): [
O 1t UNOS update (90) day O 4% UNOS update (360) day O 7% UNOS update (630) day
O 2" UNOS update (180) day O 5" UNOS update (450) day O 8" UNOS update (720) day
O 3 UNOS update (270) day O 6™ UNOS update (540) day O 9" UNOS update (810) day
2. What imaging was used for the UNOS update: 2
O cr Date of CT imaging: - - (mm-dd-yyyy) 3]
O MR Date of MR imaging: - - (mm-dd-yyyy) 4
O Notcompleted
2a. Reasonimaging for UNOS listing update was not completed: 5]
O Scheduling problems O Participant withdrew consent
O went to transplant O Participant death
O Removed from waitlist O Participant refusal
O Contraindication to contrast agent O  Adverse event (Refer to the protocol for AE reporting requirements)
O Medical reason O Other, specify 6]
O Unknown
Part Il. Study-Related Complementary Imaging
3. Which study-related complementary imaging* was performed: 7
* Complementary imaging is the study-related imaging scan and not the institution’s standard of care imaging
O cr Date of CT imaging: - - (mm-dd-yyyy) (8]
O MR Date of MR imaging: - - (mm-dd-yyyy) (9]
O Not completed (Complete a protocol deviation form)
3a. Reason complementary imaging was not completed: [10]
O Scheduling problems O Participant withdrew consent
O Wwent to transplant O Participant death
O Removed from waitlist O Participant refusal
O Contraindication to contrast agent O  Adverse event (Refer to the protocol for AE reporting requirements)
O Medical reason O Other, specify [11]
O Unknown
- /
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T ACRIN 6690 - 5690 )
V F A Prospective, Multicenter Comparison of ACRIN Study
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and
Liver Transplant Allocation Institution Institution No.
Serial Imaging Visit Form
Participantinitials____ Case No.
If this is a revised or corrected form, please \/box. l:’ \ )
Part lll. Post-Ablation Imaging
4. Did the participant undergo local ablative therapy since the last update? [12]
NOTE: Biopsy of the ablative area prior to ablation is strongly encouraged, although not mandated.
O No (Continue to Q5)
O Yes (Complete Q4a) (Complete ablation form)
4a. Has post ablation imaging been performed 28-60 days after completion of ablative therapy? [13]
O No (Continue to Q5) (Complete protocol variation form)
O Yes (Complete Q4b)
4b.  Ifyes,willtheimaging also be used to update the UNOS HCC exception MELD points? [14]
O No (MR and CT interpretation forms will need to be completed for the UNOS update and the post ablation requirement.)
O VYes
Part IV. Required Values
5 weight o[ | | ][] o
' 9% 1) : [16]
5a. Date weighed: - - (mm-dd-yyyy) 17,
6. Isthe participant currently receiving sorafenib (or other comparable anti-angiogenic therapy)? (18]
O No
O VYes
7. Participants current HCC MELD score: [19]
The Metabolic MELD and Child-Pugh Score will be calculated during web entry using the values recorded in the tables below. The form
completion guidelines will specify the formulas used.
Required g Date :
Result Available? Result nit
Laboratory Test Performed esu e
24] . 27) )
Asparate O No, specify: (28] } _ units/L
aminotransferase (AST) | O Yes (mm-dd-yyyy) 26]
) (28] ) 131 .
Alanine O  No, specify: 9] - - units/L
aminotransferase (ALT) O Yes (mm-dd-yyyy) [30]
Alkali [32] [35] .
phoa"srl)meate (alkphos) O No, specify: [33] 3 - units/L
O VYes (mm-dd-yyyy)  zg
[36] . 291
Serum al.pha 8 No, specify: 37] _ _ ng/mL
fetoprotein (AFP) Yes (mm-dd-yyyy) s
[40] T [43]
Serum creatinine 8 $O’ specify: [41] - - mg/dL
es (mm-dd-yyyy) [42]
D (4l ify: (7
Total bilirubin 8 $g’55pec'fy' [45] - - mg/dL
(mm-dd-yyyy) kg
. [48] ify: [51]
Serum albumin O No, specify: [49] - - /dL
O VYes g
(mm-dd-yyyy)  5q
Internal normalized ®| O No, specify: 53] } } &
K ratio (INR) O VYes (mm-dd-yyyy)  [54 /
"Copyright 2013" Version2.1 6690 VF 03-05-13 2o0f3



T ACRIN 6690 - 590 N
V F A Prospective, Multicenter Comparison of ACRIN Study
Multiphase Contrast-Enhanced-CT and
Multiphase Contrast-Enhanced-MRI for PLACE LABEL H ERE
Diagnosis of Hepatocellular Carcinoma and
Liver Transplant Allocation Institution Institution No.
Serial Imaging Visit Form
Participantinitials_____ Case No.
If this is a revised or corrected form, please \/box. l:’ \ )
Part IV. Required Values (continued)
Please assess the following items:
. | O None
Ascites O wmid
O Ssevere
571 O None
Hepatic encephalopathy O Grade Il (or suppressed with medication)
O Grade llI-IV (or refractory)
Metabolic MELD Score Child-Pugh Score
(calculated during web entry) (calculated during web entry)
[58] [59]
Estimated Glomerular Filtration Rate (eGFR)
(site calculated value using MDRD formula, refer to form completion instructions)
NOTE: only select the check box below when a specific eGRF value is not
provided and the value is listed as > 60 mL/min/1.73 m?
[60]
mL/min/1.73 m?
[JeGRF is > 60 mL/min/1.73 m? .
COMMENTS:
[61-62]
163] B B [64]
Initials of person completing the form Date form completed (mm-dd-yyyy)
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