~
American College of Radiology Imaging Network ACRIN Study 6667
MRI Contralateral Breast
FormsIndex Case #:
Version Date *Submission
Date
AD Registration Form/ Eligibility Checklist (Appendix I).............o 4-21-03
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APPENDIX I

ACRIN 6667 MRI Evaluation of the Contralateral Breast in Women with a Recent Diagnosis of

!
Case #

Breast Cancer

Eligibility Checklist
{page 1 of 3)

Eligibility Requirements (a response coded other than that prompted renders a patient ineligible for

enrollment).

24 (V)
A28 (Y)
B oL
2 (Y)

S
-

__ /3oy

1.

2

bl

~

Has the patient had a diagnosis of DCIS or invasive cancer in the non-study
breast?

Will the study MRI be performed within 60 days of the initial biopsy proven
(including FNA) cancer diagnosis?

Date of initial biopsy demonstrating DCIS or invasive cancer in the non-study
breast. (mm/dd/yyyy)

Has the patient had a negative or benign mammogram and a negative or benign
clinical breast exam of the study breast within 90 days of the MRI?

Date of negative or benign mammogram (mm/dd/yyyy)
Date of negative or benign clinical breast exam (mm/dd/yyyy)

Scheduled Date of MRI (mm/dd/yyyy) [MRI must be within 90 days of CBE
and mammogram, and within 60 days of biopsy of initial diagnosis.]

Eligibility Requirements: Exclusion Criteria (a response coded other than that prompted

renders a patient ineligible for enroliment).

B3y (N)

B35 (N)
B3 (N)
34 _(N)

_8% (N)

36} (N)

8.

10.

1.

12.

13.

Are there any contraindications to the MR imaging outlined in Section 5.2.1
of the protocol?

Is the patient pregnant? (Gadolinium has not been approved for this population.)
Is the patient less than 18 years of age?

Are there psychiatric or psychological or other conditions which prevent a
fully informed consent?

Has there been a previous breast biopsy in the study breast within the past 6
months, including FNA?

Has the patient had an MR exam of the study breast within 12 months prior to the
study MRI?

37 10/9/03



Case #

(page 2 of 3)

{37y (N) 14.

{38y _(N) 1S.

Does the patient have current or recent history (within 6 months prior to the MRI)
of adjuvant chemotherapy for cancer? (Patients receiving adjuvant hormonal
therapy, tamoxifen, and/or aromatase inhibitors for preventative measures, not
therapeutic measures, are eligible.)

Does the patient have a remote history of breast cancer as defined by biopsy-
proven breast cancer diagnosis greater than 60 days prior to the study?

The following questions will be asked at Study Registration for enrollment onto 6667:

2) (Y)2.

{3 (Y)3.

/44 / 4,

tmm 7 dd [/ yyyy)

8/ 8.

{9 9.

Has the Eligibility Checklist (above) been completed?
Is the patient eligible for this study?

Date the study-specific Consent Form was signed (must
be prior to study entry)

Birthdate ( = Vyyyy)

Ethnic category
I Hispanic or Lating
2 Mot Hispanic or Latino
9 unknown

10. Race}check afl that apply):
{42} % apply)

American Indian or Alaskan Native

43; O Asian

44} 1  Black or African American

&5; O Native Hawaiian or other Pacific Istander
46} O whie

{477 O Unknown

11. Gender (N/A)

{12} 12. Patient’s country of residence (if country of residence is other, complete Q18)
i United States
2 Canada
3 Other
9 Unknown
s 13. Zip Code (5 digit code)

38 10/9/03



Case # (page 3 of 3)

{14} 14. Patient’s insurance status
1 Private insurance
2 Medicare
3 Medicare and Private insurance
4 Medicaid
5 Medicaid and Medicare
6 Military or Veterans Administration
7 Self-pay
8 No means of payment
9 Unknown/decline to answer
0 Other 7
{15} 15. Will any component of the patient’s care be given at a military or VA facility?
1 No
2 Yes
9 Unknown
/ey / 16. Calendar base date (date of registration)
fmm/ dd 7 gyyy)
/{11y 7 17. Date of Registration (must be within two business days
{mm 7 dd 7 yyyy) after completion of MRI scan)
{23} 18. Other country, specify (completed only if Q12 is coded uther)

Date form completed: {40}/  /

39 10/9/03
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MRI Contralateral Breast ACRIN Study 6667
BZ I . PLACE LABEL HERE
MRI Finding Diagram

If a revised or corrected form, indicate by checking box. D L .. CaseNo.

INSTRUCTIONS:

1. This form is to be completed for all findings on the initial MRI (Form M3, Question 3).

2. if follow-up imaging is done which results in additional findings, this form must be updated to include the
new findings. New findings will be numbered sequentially, starting with the next available number.

3. This diagram will be used as the reference for correlating findings across imaging modalities and tracking
findings throughout the entire study. Therefore, it is essential that all findings are clearly drawn on the
diagrams and carefully numbered.

4, Retain this form in the Case Study File.

Cranio-Caudal Medio-Lateral

hit

Date form completed® __ - -

(mm-dd-yyyy)

N

Signature of person responsible for the data ’

J

“Copyright 2003" 6667 B2 (v.2) 8-29-03 1of1



Initial Evaluation Form

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

MRI Contralateral Breast

ACRIN Study 6667
PLACE LABEL HERE

e GBS NO.

INSTRUCTIONS: Atter participant enroliment anto the study this form is completed based on information obtained from the participant's
history and physical, clinic or hospital chart or questionnaire completed and signed by the participant . Dates are recorded as MM-DD-
YYYY unless otherwise noted. OF note, questions referring {o biopsy are recorded for the sludy breast.

4, 44 . -
-YYyy)

DATE OF BIRTH

2, E@M MENOPAUSAL STATUS
1 Pre-menopausal
2 Surgicalmenopause
3 Post menopausal (last menses >1 yesr ago)
4  Peri-menopausal (last menses <1year)
99 Unknown

2A.  If date of last menstrual period is unknown,
place a check in the box below, Otherwise,
please fill in date

{310 Unknown

DATE OF LAST MENSTRUAL PERIOD
{if pre or peri-menopausal)
{4y . -
(mm-dd-yyyy)
3. !ﬁﬁ NUMBER OF FULL TERM PREGNANCIES

{6 = N/A or none; if 1 or more full term pregnancies,
complete Q3A)

3A. MJ Age at First Full Term Pregnancy (years)

4 17} 5 AGE AT MENARCHE (years)
(if age unknown, code "998")

5. i@ﬁ_‘] AGE AT MENOPAUSE (vears)
{If pre- or peri- menopausal, code “98" - N/A;
if age unknown, code "99")

I
6. %) BREASTIMPLANT (studybreast)
1 No
2 Yes

7. él‘}} HISTORY OF HORMONE USE
1 No (skip to Q8)
2 Yes {complete Q7A and continue to Q8)

7A. CURRENT OR PRIOR HORMONE USE
{check all that apply)

{11} o Current use Birth Control Pills

{12} Currentuse Estrogen Replacement Therapy

{13t o Currentuse Tamoxifen/Serm* Therapy
{*Selective Estrogen Receptor Modulator)

{14} p Currentuse Aromatase Inhibitor Therapy

{62}5  Currentuse other, specify {63}

{15l o Prior use Birth Control Pilis

{16} 0 Prior use Estrogen Replacement Therapy

17} 0 Prioruse Tamoxifen/Serm* Therapy

{1810 Prioruse Aromatase Inhibitor Therapy

{6410 Prior use other, specify {631

8. @ PRIOR BIOPSY OF STUDY BREAST
1 No (skip to Q9)
2 Yes (complete GBA and continue)

8A. {20JNUMBER OF PRIOR BREAST BIOPSIES
(biopsy resuits - check all that apply)

{2130 Benign,NOS

{22} Benign Atypical

{23} Fibroadenoma

{24} 0 RadialScar

{25} Papilloma

{26lg oIS

270 Malignant, NOS

{28iop  peis

129y DCISwithmicroinvasion
{30} 0 Invasiveductaicarcinoma
131} 0 Invasivelobularcarcinoma
{32} o0 Otherfinding / prior Biopsy

9. DATE OF INITIAL MALIGNANT CYTOLOGY OR
HISTOLOGY DIAGNOSIS OF NON-STUDY BREAST
{diagnosis by FNA or histology)

{33} .
mm  yyyy

SA. %_3:‘_*} SITEOFBREAST CANCER
1 Right Breast
2 Lef{ Breast

*Copyright 2003
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|1 Contralateral MRI Breast

10. {46} FAMILY HISTORY OF BREAST CANCER
1 No{signand date form)
2 Yes(complete Q10A and Q10B)
89 Unknown

10A. 41k I NUMBER OF BLOOD RELATIVES
DIAGNOSED WITHBREAST CANCER

{Only those in table below apply).

Study # 6667 Case # Revision
9B. HISTOLOGY OF RECENT CANCERDIAGNOSIS coMMENTS: _{38}
{check all that apply)

13%5n Lobular carcinoma in situ
{36} 1 Ductal carcinoma in situ
{37 In situ carcinoma with ductal and lobutar

features
1381 0 Infiltrating ductal carcinoma NOS
{39t Infittrating lobular carcinoma Date from completed® 160} . (mm-dd-yyyy)
40} Infiltrating carcinoma with ductal and lobular ” -

features
{41lg  Tubularcarcinoma
92}0 Mucinouscarcinoma
{43t Medullary carcinoma (59}
{4410 Other, specify {45}

Signature of person responsible for the data ?

{61}
Signature of person entering data onto the web ?

If information reported directly on the form has been
obtained through participant interview pnly, signature ofthe
participant must appear befow,

DET £ ‘ E
1  Mother 5 Patermnal Grandmother
2 Sister 6 MaternalAunt
3 Daughter 7 PaternalAunt
4 MatemalGrandmother 8  Malerelative
Date - -
*AGE AT mm-dd-yyyy
DIAGNOSIS
10B. RELATIVE “if age unknown,
code ‘99
@ Relative #1 with breast cancer @Lj
50} Retative #2 with breast cancer {_SJLJ
@3} Relative #3 with breast cancer ﬁ‘-’iLJ
tsﬁj Relative #4 with breast cancer 55} |
i§§} Relative #5 with breast cancer i?lLJ
\.
*Capyright 2003" 6667 11 9-23-03 20f2




MRI Contralateral Breast ' ACRIN Study 6667
'A . PLACE LABEL HERE
Initial Mammography Assessment Form

- i
if a revised or corrected form, indicate by checking box. U _ CaseNo.

INSTRUCTIONS: All questions are completed based on the study breast images. The form is compléted based on the
mammography imaging done prigr to study entry and within 90 days of the MR, The completed formis submitted tothe ACR.
Dates arereported MM/DD/YYYY unless otherwise noted.

1. Date of most recent Mammogram
(1) . - (mm-dd-yyyy) 5. géﬂ Overall Mammographic impressions (This is an
{must be within 90 days prior (© MRI) overall diagniostic impression of the siudy breast.)
( ditional evaluation
Z.IE%LJ in addition to standard mammography views, 0 !ncomp lete, neeq ad
were other views obtained? grapy 1 Negative(nofindings)
2 Benign
1 No 3 ProbablyBenign
2 Yes 4 Suspicious Abnormality
99 Unknown 5 Highly Suggestive of Malignancy
3. if date of mammogram prior to most recent is 6. i{?'ﬂ IWas an Ultrasound performed as part of the
unknown, place a check in box below. Otherwise, evaluation of the study breast?
please fill in date.
Unknown 1 No (skip Q7)
2  Yes{completed Q7)
3a. Date of mammogram prior to most recent. 98¢ Unknown (skip Q7}
{4} - {mm-dd-yyyy) 7. Quadrant(s) of the study breast acanned with
uitrasound. (Check all that apply.}
4. lﬁl‘ Density of Breast Parenchyma {8} [] Upperouter
{9} [ Lowerouter
1 Mostly Fat: <10% dense {10}[] Upperinner
2 Scattered Fibroductal Densities: 11-50% dense {11} [] Lowerinner
3 Heterogeneously Dense: 51-90% dense {12} [] Retroareolar
4 Extremely Dense: >90% dense
COMMENTS:_{13}
Date form compieted?® LLES N {mm-=dd-yyyy)

Signature of person responsible for the data *

Signature of person entering data onto the web ? P
“Copyright 2003" 6667 1A 4-7404 1of1




T N
I M MRI Contralateral Breast ACRIN Study 6667
Post MRl Mammography PLACE LABEL HERE
Assessment Form : o
it a revised or corrected form, indicate by checking box. D ‘ ..................................... . CaseNO, v

INSTRUCTIONS All questaons are completed based on fhe mg{ggﬁ images. The form is compieted based on the
i ; : RI. A separate form is completed for each finding.
The compieted form is submitted to the ACR Dates are reported MM/DD/YYYY unless otherwise noted.

1. Date of f)ost MRI Mammogra "
(mm-dd-yyyy) 6. kﬂi Overall Mammographic impressions
(This is an overall diaghostic impression of
2. Date of post MRI Mammogram interpretation the study breast.)
{2} . . (mm-dd-yyyy) 0 Incomplets, needtargeted US
1 Negative (nofindings)
31@’1‘_& e addition to standard mammography views, 2 Benign ;
were other views obtained? 3 ProbablyBenign
1 No 4 SBuspicious Abnormality ‘
2 Yes 5 Highly Suggestive of Malignancy
99 Unknown

4. M_J Data recorded represents finding #.
(Finding # reparted must be correlated with MR
finding # (M3-Q4) recommended for post MRI
mammography.)

5. MJ Location of finding
1 Nipple

2 Centralregion

3 UK

4 UQ

5 UOQ

8 LOQ

7 Axillary Tail

8 Breast, NOS

9 Subareolar

10 Other, specify {6}

cOMMENTS: {8}

Date form completed® 110} _ - (mm:dd-yyyy)

Signature of person responsible for the data *

RN
@ignature of person entering data onto the web ?

A
“Copyright 2003° 6667 M (v.B} 51103 10of1




Ultrasound Assessment Form

| S MRI Contralateral Breast

if a revised or corrected form, indicate by checking box. D

ACRIN Study 6667
PLACE LABEL HERE

[ ——

Case No.

INSTRUCTIONS: An Uitrasound form is compieted on cases in which an ultrasound was done for further evaluation of an MR
finding seen on the imaging of the study breast. The completed form is submitted to the ACR. A separate form is submitted - DE
for each lesion visible on US. Dates are recorded as MMWDD/YYYY.

SECTIONI. INITIAL EVALUATION
1. A - Date of Ultrasound
2. A2 . - Date Ultrasound Read
7 & Vo %,
5 % 02 ot reauived
4. Q{;ﬂ ‘‘‘‘‘‘ Jwas the Finding(s) seen on MR visualized by
Ultrasound?
1 No {skip to Q18)
2 Yes

98 Not applicable (skip to Q18}

§. @g Site of Finding(s)
1 Right Breast
2 Left Breast

8. MJ Total # of findings visible on MR
7. k_’fﬁj Total # of MR findings visible on Ultrasound
8. géﬂ_.} Total # of findings visible on Ultrasound

8. M Data recorded represents finding # (Finding # must
correlate with image finding # (M3 - Q4¥. A separate
form is completed for each finding.)

SECTION i1

10,{3._9} Mass

CLASSIFICATION OF FINDING

1 No {skip to Q11)
2 Yes {complete Q10A - Q100)

10A.‘_1_1_} Mass Shape
1 Oval
2  Round
3 lrregular

198.@2\!333 Qrientation (to skin)
1 Not parallel
2 Parailel

160.@55355 Margins

A

1 Circumscribed, thin rim or no perceptible

10D, irregular margin features (check all that apply)
{14} 0 indistinct
{13} o Angular
{16} 0 Microlobulated
{17} 0 Spiculated / Steflate

10€. [ 18] Mass Posterior Acoustic Features
1  None
2 Enhancement
3 Shadowing
4  Combined patlern

10F.1191Mass Surrounding Tissue
1 Noeffect (skip to Q11)
2 ldentifiable effect (complete Q106G and
continue)

10G. ldentifiable effect (check all that apply)

{20} 0 Ouct changes

{21} 0 Coopers Ligament changes

{22} o Edema

{23} Architectural distortion

{24} 0 Skin thickening

125} 0 Skin retractionfirregularity

{26} 0 Pectoral muscie seen, but plane with
anterior tissue is unclear

11.@2} Calcifications
1 No (skip to Q12)
2  Yes (complete Q11A and continue)

11A. Calcification Features (check all that apply)
8} 0 Macrocalcifications
{291 0 Microcalcifications out of mass
{30} 1 Microcalcifications in mass

12-‘.:‘2!} Special Case(s)
1 No (skip to Q13)
2 Yes {complete Q12A and continue)

12A. 8pecial Case Features (check all that apply)
{32} Massinoron skin
{330 Foreign body
{34} o0 Lymph nodes - intramammary
{351 o Lymph nodes - axilla

13@‘.’ Vascuiarﬁy

rim (skip to Q10E) None
2 Circumscribed, thick rim {(skip to Q10E} 2 Same as normal tissue
3 lrregular (complete Q10D) 3  Decreased
4 Increased
98 Cannot assess J

“Copyright 2003"
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IS

Contralateral MRI Breast Study # 6667

Case # Revision D

™

SECTION il LOCATION OF FINDING

14, Referencing the diagram, check each region in which the
finding is visible.

Cranio-Caudal Medio-Lateral Oblique

371 wro O] wof44y 51300 rT [J 17 {59}
{3837 R1 0] widds)is2if] ra [ 1A {60}
(39301 r2 L] L2846} 53] re [ LB {61}
#oH ] ra [0 w47} BY[] re [ Lci{62}
{41101 R4 O] L4{48) {35} ro  [] LD {63}
{4210 ] Rs Ol wsi993{56}7 re [ LE {64}
{4311 Rre O ue{503 {57103 re [0 LF {65}

5800 re [ LG{66}

Cranio-Caudal Meadic-Lateral

15. Qftheregions in which the finding is visible, identify the
region of greatest involvement

@J Cranio-Caudal

20 RO 10 LO
21 R1 11 i1

22 R2 12 L2
23 R3 13 L3
24 R4 14 14
25 RS 15 LS
26 R8 16 L8

21 RT 1 LT
22 RA 12 LA
23 RB i3 LB
24 RC 14 LC
25 RD 15 LD
26 RE 16 LE
27 RF 17 LF
28 RG 18 LG
16. Size ofFinding
69 tmm 1700 bom 7 lom
x {trans) y (fong) z {7}

17. Depth of finding from the skin:

-

SECTION V. CONCLUSIONS -FORTHIS FINDING

48. {73} Final Ultrasound Asgessment - independent of MR!
Negative

Benign finding

Probably benign

Suspicious abnormality

Highly suggestive of malignancy

[ - 4% 30

15. |74} Post-Ultrasound MR Assessment

Negative

Benign finding

Probably bsnign

Suspicious abnormality

Highly suggestive of malignancy

o O3 N

Additional Instructions:

“Q9. if a "new" finding is identified during US, the next
sequential number is assigned to the "new" finding).

COMMENTS:_{73}

Date form completed® {76y. . {mm-dd-yyyy)

Signature of person responsible for the data *

Signature of person entering data onto the web 2

7

"Copyright 2003"
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e ™
: ACRIN Study 6667
MRI Contralateral Breast ( pLACT Moy SO0 o
Initial MRI Assessment Form
if this Is a revised of corrected form, please \/ box. D L~ . . Case NoO. J

f i
are dated MM/DD/YYYY. Measurements are reported in mm.

INSTRUCTIONS: This form is completed only for the initial MRI of the study breast and submitted to the ACR.

Interpretation is done blind to US. Please pay particular atfention when. identifying. findings. so that consistency
. A separate form is compteted for each finding or enhancement on study. Reporis

DE

1. GENERAL INFORMATION

1. M Was an MR! done?
(I MR is not done, proceed to comments)
1No
2 Yes (complete form)

2. %Dzate of MRI Scan

{mm-dd-yyyy)

2A. Date of MRI Interpretation
{3t - - (mm-dd-yyyy)

28 Reader e f4 | | 1 1 1]

3. @J Total number of findings on study breast MRI.
{if zero (0), skip to Q11). if 1 or more, complete B2.

4. 18] pata recorded represents finding #. (A
separate form must be compileted for gach finding.)

Il. FINDING
5. k7] Finding type (study breast)

1 Focusffoci < 5 mm (skip to Q8)

2 Mass {answer Q6 then skip {o Q8)

3 Non mass enhancement (skip to Q7)

6. Mass size encompassed by Gd enhancement
{record three dimensions}

M,mm;@}i | me fof | | me

med-iat sup-inf ant-post

6A. 4}_&}Mass Shape
1  Round
2 Oval
3. Lobulated
4  irregular

68, @Mass Margin
1 Smooth
2 lrregular
3 Spiculated

AN

6C. @Mass {nternal Enhancement
Homogeneous

Heterogeneous
Rimeanhancement

Dark internal septation(s)
Enhancedinternal septation(s)
Centralinternalenhancement

O3 01 3 L0 B e

GD,@Mass Degree of Enhancement
1 Minimal
2  Moderate
3 Marked

*+* orocead to question § *7

7.{1,5}Type of non-myass enhancement
Focalarea
Linear
Ductal
Segmental
Regional
Multiple regions
Diffuse
7A‘4.1.§}Non-mss enhancement symmaetry
1 Symmetric
2 Asymmetric

RXIE 6 I -SRSLIE B

7B.4l?j Non-Mass enhancement internal characteristics

1 Homogeneous

2 Heterogenous

3  Stippledipunctate
4 Clumped

5 Reticular/dendritic

“Gopyright 2003"

6667 M3 8-11-03 10of3



M3 Revision D

ACRIN Study 6667
PLACE LABEL HERE

H.ASSQCIATED FINDINGS

8. @Associated findings {Study Breast)
1 No (skip to Q%)
2 Yes(complete QBA and continue)

8A. Characterization of Associated findings
{Check ail that apply)

{19}  Nippleretractionorinvarsion

{2031 skin retraction

{24071 Pre-contrast high duct signal

{227 Skin thickening

{2311 Skininvasion

{2443  Edema

{2531  Lymphadenopathy

{2611  Pectoralis muscle invasion

{2731 Chestwalilinvasion

{281L1  Hematoma/blood

{29171 Abnormalsignalvoid
{absence of signal due 10 artifact)

3011 Cysi(s)

BT Other, specify {32}

iV, Finding Location {location of finding noted in Q4)

9. é.&};_l Location of finding
1 Nipple

2 CentrafRegion

3 UG

4 UG

5 UoQ

6 LOQ

7 Axillary Tail

8 Breast, NOS

9 Subareolar

10 Other, Specify {34}

9A. Maximum Distance of Finding From the Nipple

Bsh | {mm

N

L Case No.

9B. Location of Finding

Referencing the diagram, check each region in which the

finding is visible.
Cranio-Caudal

Cranio-Caudal Medio-Lateral

{36} 1 Ro {43} W BS00 Rt O 7 158}
(3700 R1 44} L1 5450 rRa [0 LA {59}
{3817 R2 45} L2 52}3 rRB  [J LB {60}
13910 R H46)(7 13 {5313 rec [ Lo {61}
{4031 R4 (4730 L4 {34;1 R0 [ LD {62}
{441 rs {48} 15 {35)(1 RE [ LE {63}
42} Rre (49} 18 (561 RF [ LF {64}

{571 R [ LG {65}

V.KINETIC CURVE ASSESSMENT

10. @Iniﬁai enhancement phase
Not applicable

Siow

Medium

Rapid

W N s O

10A.@Dalayed enhancement phase {(after 2 minutes
or after curve begins to change)
0 Not applicable
1 Persistent
2 Plateau
3 Washout

Vi. OVERALLASSESSMENT OF FINDING
Questions 11 and 12 record recommendations
specific to the finding # reported in Q4.

11. {68}Assessment

Incomplete, need additional evaluation
Negative, no abnormalenhancemernt
Benign

Probably Benign finding, shortinterval
follow-up

Suspicious Abnormality, biopsy
should be considered

5 Highly Suggestive of malignacy,

WN - O

-3

v

“Copyright 2003
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f M3 Revision D

appropriate action should be taken

1A @Speciﬁc recommendations

1 Routine follow-up
2 Ultrasound targeted to area of finding
3 Diagnosticmammography
4 Shortinterval MR, specify timepoint
{70} Qimmediate
[13 months
16 months
5 RBiopsy

12, b_ﬂ Probability of Malignancy {based on MR}

Definitely not
Probably not
Possible
Probable
Definite

O & W RS -

COMMENTS:_{72}

Date form completed®{73}- - (mm-dd-yyyy)

«gnature of person responsible for the data

ngnature of person entering data onto the web 2

N

ACRIN Study 6667

PLACE LABEL HERE

Case No.

o

"Copyright 2003"
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0 MRI Contralateral Breast ACRIN Study 6667
m MRI Short Interval ( PLACE LABEL HERE
Assessment Form " INSTAUNON Ne.
if this is a revised or corrected form, please \/ box. D ' ' s 352 NO

.

INSTRUCTIONS: This form is completed only for the failow«p MR? of the stady breast recommendad from the mmal on-
study MR Interpretation is done blind {o US. Please pay pa )

among forms is maintained. A separate formis completed for aachﬁndmg or enhancement on study Reportsaredated
MM/DDIYYYY. Measurements are reported in mm.

1. GENERAL INFORMATION

*** proceed to question @ ***

4, B;{M Total number of findings on initial study breast U
MRI - see M3. Code as zero (0) if no findings are 8. Type of non-mass enhancement

\.

1. %_L}i Was an MR done? B. Ul\ﬁass Margin
(1f MRI is not done, proceed to comments) Smooth
1 No 2 Irregular
2  Yes{completeform) 3 Spiculated
2. U Foliow up MRI timepoint 7C. {15iMass Internal Enhancement
1  Immediate 1 Homogeneous
2 3 months 2 Heterogeneous
3 8months 3 Rimenhancement
4 Other, specify _13} 4 Darkinternal septation(s)
, 5 Enhanced internal septation(s)
3. Date of MRI Scan 8 Centralinternalenhancement
{4 - - {mm-dd-yyyy)
3A. Date of MR Interpretation . {16} Mass Degree of Enhancement
5. - (mm-dd-yyyy) 1 Minimal
2 Moderate
38, Reader k] | | | | | | 3 Marked

seen on the Short Interval MR!, then skip to Q11. 1 Focalarea
2 Linear
k 8 }i_ ! . L 3 Ductal
5. 194, Data recorded represents finding #. (Finding # 4 Segmental
must correlate with MR finding # (M3 -Q4) 5 Regional
recommended for post-on study MRi. 6 Multiple regions
7 D
1. FINDING Difuse
6. 19 Finding type (study breast) gA. {18} Non-Mass enhancementsymmetry
1 Focusffoci <5 mm (skip to Q9) 0 Notapplicable
2 Mass {answer Q7 then skip to Q8) 1  Symmetric
3 Non mass enhancement (skip to Q8) 2  Asymmetric
7.Mass size encompassed by Gd enhancement i
{record three dimensions) 8B. @j N:n-Mass enhancement internal
, i characteristics
{rof | | L mmliik | | L mm Mmm 1 Homogeneous
med-lat sup-inf ant-post 2 Heterogenous
3 Stippled/punciate
7A. i.‘}}hﬁass Shape 4  Clumped
1  Round 5 Reticular/dendritic
2 Qval
3 Lobulated
4 imegular

A
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Re-visionD

M4

et

ACRIN Study 6667

PLACE LABEL HERE

. ASSQCIATED FINDINGS

9. @ﬁéﬂ\ssociated findings (Study Breast)
1 No (skip to Q10)
2 Yes {complete Q9A and continue)

9A, Characterization of Associated findings
{Check all that apply)

{213 ] Nippleretraction orinversion

{223 [J  skinretraction

{231 L1  Pre-contrast high duct signal

{243 1 Skin thickening

{25511 Skininvasion

{263 ]  Edema

{273 1 Lymphadenopathy

{283 ] Pectoralis muscle invasion

{293 [ Chestwallinvasion

1303 11 Hematoma/blood

3130 Avnormalsignalvoid
{absence of signal due to artifact)

132} [0 Cyst(s)

{333 [ Other, specify {34}

V. Finding Location (location of finding noted in Q4)

10. i?ék__,' Location of finding
Nipple

Central Region
uiQ

LI

uoQ

LOG

Axillary Tail
Breast, NOS
Subareolar

10 Other, Specify .36}

WO~ D WA -

10A. Maximum distance of Finding From the Nippie

674 | | mm

.

E—

a. i R

k JURURREUREN o1 | |- By

10B. Location of Finding
Referencing the diagram, check each region in which
the finding is visitle,

Cranio-Caudal Medio-Lateral

Left

Crani-Caudal

Medio-Lateral

{387 RO O wEsysz rr O Ur{ed)
39307 Rt 0 L1id63{s31 ra [ LAf61}
0 rR2 [0 L2784 rRB [ LBi62}
“#10 rR3 O 1344815517 RC [ LC{63}
42300 R [0 4493630 rRo [0 LDis4}
{4331 RS U1 550343701 RE [ Le{6S}
#4300 Re 1 w1380 RF [0 LF{66)

{3933 rRG [0 LGi6T}

V.KINETIC CURVE ASSESSMENT
(I Q4 = 0 findings, code Q11 and Q1 1A as "0" Not applicable)

11. é@ilniﬁal enhancement phase
0 Not applicable
1 Sow
2  Medium
3 Rapid

11A.@ Delayed enhancement phase
(after 2 minutes or after curve begins ta change)
0 Not applicable
1 Persistent
2 Plateau
3 Washout

v

"Copyright 2004°
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M4 Revision[ |

N

Vi. OVERALL ASSESSMENT OF FINDING
Questions 12 and 13 record recommendations
specific to the finding # reported in Q5.

12, (U} Assessment

Incomplete, need additional evaluation
Negative, no abnormal enhancement
Benign

Suspicious Abnormality, biopsy should
be considered

Highly Suggestive of malignacy,
appropriate action should be taken

R - O

L9)]

12A. @ Specific recommendations
1 Routinefollow-up

2 Ultrasound targeted to area of finding
3 Diagnosticmammaography
5 Biopsy

13. t’?_«} Probability of Malignancy {based on MR}
Definitely not

Probably not
Possible
Probable
Definite

MBS =

)

ACRIN Study B667
PLACE LABEL HERE

P 1 -] - R —

ey ' .
M

Q5. If a "new” finding is identified at short interval MR
imaging, the next sequential number is assigned to the
"new" finding #.

Q12A. Ifcoded '2', aniS-Ultrasound formis generated to the
case calendar.

{f coded *3', an IM-Mammography form is generated to the
case calendar.

If coded 'S, an AB-Biopsy form is generated to the case
calendar.

COMMENTS: {73}

. - =wre of person responsible for the data *

Signature of person entering data onto the web 2

.

Date form completed® {743~ . {mm-dd-yyyy)

S

"Copyright 2004°
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MRI Contralateral Breast
Biopsy Procedure Form

if a revised or corrected form, indicate by checking box.

L]

ACRIN Study 6667 Case#
PLACE LABEL HERE

Case No.

INSTRUCTIONS: This form is completed and submitted upon completion of the Biopsy procedure performed onthe study
breast. A separate form is compieted for sach lesion biopsied. Dates are reported MM/DDIYYYY.

L. GENERALINFORMATION

1. E?éf Was A Biopsy Performed?
1 No* (complete Q1B, sign and date form)
2 Yes (complete Q1A and continue)

1A. Date of procedure ﬁi-w—w
{mm-dd-yyyy)

H
18. Px:’j * Specify Reason Biopsy was NOT Done
Medical contraindication
Technical difficulties
Patient discomfort
Patient refusal
{esion absent tn ?bsequent irmaging
Other, specify {41

22004 IR S VLI R

2. m Total Number of Lesions Biopsied

3. M,J Data recorded represents Lesion #
{Lesion # must correlate with image lesion #. A

separate form is completed for each lesion biopsied.)

4. M Site of Lesion Biopsiled
1 Right Breast
2 Leit Breast

5. E?.}L,Jtocation of Lesion Epicenter
Nipple

Central Portion

Ui

uQ

uok

LOQ

Axillary Tait

Breast, NOS
Subareolar

10 Other, Specify £9}

WS~ DU R WA -

6. élf_q} Specify which of the following procedures was
performed.
{if both & core and excisionatl biopsy were done,
report excisional findings only)

Core Needie Biopsy

Excisional Biopsy

Lumpectomy

Mastectomy

Other, specify _§11}

BN

7. @ Specify the Type of Guidance System Used
1 Nore / clinical
2 Utrasound
3 Stersotactic
4 MR Guidance (com%[ete Section i1}
§ Other, specify {131

I MRGUIDED
[Questions 8§ - 12 are compieted only if Q7 is coded 4
{MR guidance)].

8.10 # of person performing MR guided biopsy

b LT

9, Location of Lesion Epicenter during time of tissue sam-
pling

él‘d‘ } i; mm !iﬁﬁ i Iymm M_Uxmm

med-lat S ant-post

10. @ Method of MR Guided Tissue Sampling
1 Core biopsy {complete Q11, 11A, 118)
2 Wire localization and excision {complete

Q12)
11. Initial Noedie Pass Location at Center of S8ampling
Chamber
4135 % }x mm éwk I i , mm iwk ] izmm
med-at S84 ant-post

1 TA.{ZJ} Needie Gauge MR Guidance
1 14 gauge
2 Other, Specify {22}

Total Number of Needle Passes

118423

412. Record Final Wire Hook Position

T 1 R R Y

med-lat S84 ant-post

comments: {27}

iSignature of person responsible for the data *

\Signature of person entering data onto the web 2

Date form compieted? {2_91___:% {mm-ad-yyyy)

vy
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MRI Contralateral Breast
Pathology Evaluation Form

PE
Core Needle Biopsy

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

|

.

ACRIN Study 6667 Case#
PLACE LABEL HERE

Case No.

INSTRUCTIONS: The form is completad by the site RA through abstraction of the information from the pathology, biopsy and or
surgical pathology report(s). The supporting report{s) must be faxed to ACR Data Management Center,
Dates are reported MM/DDIYYYY. A separate form is completed for EACH lesion specimen submitited,

I. SITE SPECIMEN DATA

1. AU. .

Date of Procedurs

2 Eg.__i Data recorded represents Lesion #

recorded on AB form Q3. A separate form is
completed for each lesion undergoing Core
Needie Biopsy)

3. 3] Breast
1 Right
2 left

. SITE PATHOLOGY

4, kig HISTOLOGY OF LESION
1 Benign {Go to Q4A)
2 Atlypical {(Go to Q4B)
3 Insitu carcinoma (Go to Q4C)
4 invasive carcinoma {Go to Q4D)

Mm._‘ 10 Benign, non-proliferative
11 Benign, proliferative, NOS

12 Fibroadenoma
13 Radial Scar
14 Other, specify._. {6}

{Lesion # must correlate with image lesion #.

48, LLJ?‘ 20 Atypical ductal hyperplasia
21 Atypical lobular hyperplasia
sc kel |

30 Lobular carcinoma in situ

31 Ductal carcinoma in situ

32 in situ carcinoma with ductal
and lobular features

40. k'ﬁ?i 1 40 Infitrating ductal carcinoma NOS

41 Infiltrating lobular carcinoma

42 infiltrating carcinoma with ductal
and lobular features

43 Tubular carcinoma

44 Mugcinous carcinoma

45 Meduliary carcinoma

46 Other, specify_ 10}

COMMENTS: _ 111}

Signature of person responsible for the data !

Signature of person entfering data onto the web?

A

Date form completed® T S {mm-dd-yyyy)

S

*Convright 2003"
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MRI Contralateral Breast ACRIN Study 6667
Pathology Evaluation Form PLACE LABEL HERE
Excisional Biopsy !

if a revised or corrected form, indicate by checking box. D S—— =1 Y- [

INSTRUCTIONS: This form is completed by the site RA through abstraction of the information from pathology or surgical-pathology
report(s). The supporting reports must be faxed to the ACR Data Management center. Measurements are reported in mm.
Dates are reported MM/DD/YYYY. A separaie form is submitted for EACH lesion.

1. SITE SPECIMEN DATA

1. 410 . - Date of Procedure

2. kﬁ Data recorded represents lesion #
(Lesion # must correlate with image lesion # recorded
on AB form Q3. A separate form is completed for
each lesion undergoing excision bicpsy.)

3. SIZE OF EXCISED LESION (mm)

1 PO I PR £ M

{med-iat) {sup-inf) {ant-post)
4, PATHOLOGIC TNM STAGE (see code table on page 2)

el wld wis

5.{9.} Broast
1 Right
2 Left

il. SITE PATHOLOGY

6 L1USHISTOLOGY OF INDEX LESION
1 Benign (Go to Q8a)
2 Atypical (Go to Q6b)
3 Insitu carcinoma (Go to Q6¢)
4 invasive carcinoma (Go to Q6d)

Eaihlﬁ_! 10 Benign, non-profiferative
11 Benign, proliferative, NOS
12 Fibroadenoma
13 Radial Scar
14 Cther, specify 112}

Gbm 20 Atypica! ductal hyperplasia
21 Atypical fobular hyperplasia

Bcihﬁjﬂ 30 Lobular carcinoma in situ
31 Ductal carcinoma in sity
32 In situ carcinoma with ductal and lobular
features

sdfhil.j 40 Infitrating ductal carcinoma NOS
41 Infiltrating lobular carcinoma
42 Infittrating carcinoma with ductal and lobular
features
43  Tubular carcinoma
44 Mucinous carcinoma
45 Medullary carci
46 Other, specify ru{)r{g}

\. /
Copyright 2008" 6667 PA 40103 1of2




q )
PA Contralateral MRI Breast Study # 6667 Case# Revision

7. U474 GRADE OF INVASIVE CANCER 1 @L‘ EXTENT OF DCIS ADJACENT TO INVASIVE TUMOR
1 1 Absent
2 2 Slight
3 i 3 ‘Moderate
98 Not applicable 4 Marked

88 Not Applicable
aifi_ﬁﬂ GRADE OF DCIS

1 Well differentiated 1 Zﬁkﬂﬂ LYMPHATIC VESSEL INVASION
2  Intermediately differentiated {1 Absent

3 Poorly differentiated 2 Present

88 Not applicable 98 Not Applicable

95@;1 DCIS PATTERNS
1 No (skip to Q10}
2 Yes, (check all that apply)

98 Not applicable (skip to Q10) PATHOLOGIC TNM STAGE (code table for question 4)
{2031 10 Large areas of necrosis (comedo) AJCC TNM STAGES
{21300 11 Small areas of necrosis T N M
{2230 12 Cribriform '
{2337 13 Solid f13 ;3 0 NX 0 MX
{24300 14 Micropapillary 2 Tis ; :2 ; ::2
{2530 15 Papiltary 3 M 3 N2
4  Timic 4 N2a
& Tia
9@53&1_] MOST DOMINANT DCIS PATTERN 8 Tib 2 ﬁgb
{refer to Q#8 code table) 7 T 7 N3a
g g 8 N3b
10.241 | exvent peis wimHin nvasive Tumor 10 T4 8 N
1 Absent 11 Téa
2 Stight 12 T4b
3 Moderate 13 Tdc
4  Marked 14  T4d
98 Not Applicable
COMMENTS: _{30}
Date from completed® 1 S . {mm-dd-yyyy)

Signatﬁre of person responsible for the data !

e

kSignatum of person entering data onto the web? y,

“Copyright 2003" 6667 PA 4-01-03 20f2
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MRI Contralateral Breast
Mastectomy Pathology

PD

if a revised or corrected form, indicate by checking box.

[]

I

ACRIN Study 6667 Case#
PLACE LABEL HERE

Case

MM/DD/YYYY. A separate form is submitted for EACH lesion;

INSTRUCTIONS: The form is completed by the site RA through abstraction of the information from the pathology or surgical-pathology
reports. The supporting report(s) must be faxed {o the ACR Data Management Center. Measurements are reportad in mm. Dates are reported

I SITE SPECIMEN DATA

.48 . . Date of Procedure

2] Data recorded represents Lesion #
{Lesion # must corretate with image lesion #
recorded on AB- Q3. A separate form is compieted
for each lesion.)

2.

3. SIZE OF LESION (mm)
el W), sl
{mid-lat) (sup-inf) {ant-post)
3A. MAXIMUM DISTANCE OF LESION FROM

ve NiepLe k63 | | (rm)

4. PATHOLOGIC TNM STAGE (see code table on page 2)

i ksl wled

SQQLJ LOCATION OF LESION EPICENTER

fl. SITE PATHOLOGY

7. U3IHISTOLOGY OF SPECIMEN

Benign {Go to Q7A)

Atypical {Go to Q7B)

in situ carcinoma (Go to Q7C)
Invasive carcinoma (Go to Q7D)

456 N} =

s |

10 Benign, non-proliferative
11 Benign, proliferative, NOS
12 Fibroadenoma

13 Radial Scar

14 Other, specify {13}

18.416 20 Atypical ductal hyperplasia
21 Atypical lobutar hyperplasia
rcil? 30 Lobuiar carcinoma in situ

31 Ductal carcinoma in situ
32 In situ carcinoma with ductal and
fobular features

é g:epn%l;l Region 70.4.!..3}..,_1 40 Infiltrating ductal carcinoma, NOS
3 ulQ 41 Infiltrating lobular carcinoma
4 UQ 42 infiltrating carcinoma with ductal and
5 UOQ lobular features
6 LOG 43 Tubylar carcinoma
7 Axillary Tail 44 Mucinous carcinoma
8 Breast NOS 45 Meduliary carcingma
9 Subareolar 46 Other, specify 1191
10 Other, specify 111} A
8. 320§ JGRADE OF INVASIVE CANCER
6. {12} BREAST 1 1

1 Right 2 1
2 Left 3 M

98 Not Applicable

9. ézli Z GRADE OF DCIS

1 Well differentiated

2 Intermediately differentiated

3 Poorly differentiated

98 Not applicable

e
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/“

PD Contralateral MR} Breast

125300 12 Cribriform
{26171 13 sotid
{27301 14 Micropapittary
{2831 15 papitiary

104422 Most Dominant DCIS Pattern
{refer to #10 code table)

1  Absent
2 Present

Study # 6667 Case # Revision
16.122} | DCIS PATTERNS: 1231} EXTENT OF DCIS ADJACENT TQ INVASIVE TUMOR
1 No (skip to Q11) 1 Absent
2 Yes (check all that apply) 2 Stight
98 Not applicable (skip to Q11) 3  Moderate
’ 4 Marked
{23301 10 Large areas of necrosis {comedo) 88 Not Applicable
{2411 11 Small areas of necrosis i
13328 | LYMPHATIC VESSEL INVASION

88 Not Applicable

PATHOLOGIC TNM STAGE {code table for question 4)

gignamre of person responsible for the data *

g?g“nature of person entering data onto the web ?

M

11.430} | EXTENT DCIS WITHIN INVASIVE TUMOR
T Absent AJCC TNM STAGES
2 Slight
3 Moderate T N M
4  Marked 0 Tx
98 Not Applicable 1 To I @ W
2 Tis 2 N1t 2 M
3 T4 3 N2
4 T1mic 4 NZ2a
5 Tia 5 NZb
8 Tib 3 N3
7 Tic 7 N3a
8 T2 8 N3b
9 T3 g N3c
10 T4
11 T4a
12 T4b
13 T4c
14 T4d
COMMENTS: {33}
Date form completed® 335 - (mm-dd-yyyy)

"Copyright 2003"
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MRI Contralateral Breast
Follow-Up Assessment Form

D 1

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

ACRIN Study 6667
PLACE LABEL HERE

)

CaseNo.

/

1. kl}g Time point of this follow.up

1 12 Months
2 24 Months ,
3 Other, specify 121
2. 43% . - Date of follow-up contact or attempt

{

3. L‘-‘.ﬂ Patient Status
{if question 3 is coded "dead” provide date of death in
Q3A; if Q5 is coded “Lost to Follow-ug", code last date of
contact in Q3B.)

1 Alive
2 Dead
3 Lost to follow-up; unable to contact

3A. Date of Death _{3} .

-

3B. Date of Last Contact_ {0} .

4, m Was a Clinical Broast Exam of the study breast
performedin the past 12 months?
(It no, provide reason in Q4A, if yes, answer Q4B and Q4C).
1 No
2 Yes
99 Unknown (skip to Q5)

4A., k.!id Provide reason CBE not done:

1 Patient missed appointment
2 Patient unabie to be located
3 Patient pregnant or lactating
4 Patient refused
5 Referring physician's choice
6  Expired
7  Other, specify: {91

48. Date of folow-up CBE
{1y . -

(mm-dd-yyyy)
4Cill¥5 pecify findings of CBE*

1
2

Negative; benign
Abnormal CBE requiring further evaluation

5. @ Was a mammogram of the study breast performed

in the past 12 monthg?*
1 No (Answer Q5A)
2 Yes, not previously reported (Answer Q5B + Q5C)

3 Yes, praviously reported (skip to O6)

5A.113} Provide reason mammogram not done:
Patient missed appointment
Patient unable 1o be located

Patient pregnant or lactating

Patient refused

Referring physician's choice
Expired

Other, specify: {143

~ O N

58. Date of most recent mammogram

1183 .
{mm-dd-yyyy)

sciiﬁhmmogram Findings ( BIRADS)
{Specify findings of mammogram and submit
copy of mammogram report |

Category G Needs additional imaging

Category 1 Negative

Category2  Benign finding

Category 3 Probably benign finding, short interval
foliow-up suggested

Category 4  Suspicious abnormality - biopsy should
be considered

Category 5 Highly suggestive of malignancy -

appropriate action should be taken

6. @Was an ultrasound of the study breast performed

in the past 12 months?®
{1 No {Answer Q6A}
2 Yes, not previously reponted (Answer Q6B + QBC)

3 Yes, previously reported (skip to Q7)

6A.118} Provide reason ultrasound not done:
Patient missed appointment
Patient unable to be located
Patient pregnant or lactaling
Patient refused
Referring physician's choice
Expired ,

Other, specify: . 1121

NGy O e R

68. Date of most recent uitrasound:

{203 | -
{mm-dd-yyyy)

©2003
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F1

Contralateral MRI Breast

Study # 6667

~

Case # . Revision r—l

SC@}Ultrasound Findings
{Specify US findings and submit copy of ultrasound report.]

Category 0 Needs additional imaging

Category 1 Negative

Category 2 Benign finding

Category 3 Probably benign finding, short interval
follow-up suggested

Category 4  Suspicious abnormality - biopsy shouid
be considered

Category 5 Highly suggestive of malignancy -

appropriate action should be taken

7. 33} Was an MRI of the study breast performed

in the past 12 months 7S

No {Answer Q7A)

Yes, not previously reported (Answer Q78 + Q7C)
Yes, previously reported (skip to Q8)

TA. 4 rovide reason MRI not done:
Patient missed appointment
Patient unabile to be located
Patient pregnant or lactating
Patient refused
Referring physician's choice
Expired
Other, specify: 124}

s
w
qmm#wmus [ZV 0

78. Date of most recent MRI:

sy, .
(mm-dd-yyyy)

rcA26hmmy Findings
{Specify MRIfindings and submit copy of MRI report).

Category 0 Incomplete, needs additional imaging

Category 1 Negative, no abnormal enhancement

Category2  Benign finding

Category 3 Probably benign finding, short interval
follow-up suggested

Category 4  Suspicious abnormality - biopsy shouid
be considered

Category 5  Highly suggestive of malignancy -

appropriate action shouid be taken

8. @}Was other imaging of the study breast performed
in the past 12 months?®
(If yes, answer Q8A, Q8B and Q8C}.

1 No {skip to Q9

2 VYes

99 Unknown {(skip to Q9)

8A. Specify type _{28}
8B. Date of other imaging

$29) - .
(mm-dd-yyyy)

BC.é%pecify findings of ather imaging
T Negative; benign
2  Abnormal; requiring further evaluation

8. b_!} Woere there any biopsies or surgeries on the study
breast in the past 12 months?*
1 No{Bkipto Q1)

2 Yes, not previously reported (Answer Q94
3 Yes, previously reported (skip to Q11)
98  Unknown {skip to Q11)

8A. Specify intervention by entering the date of the procedure
most representative of the final diagnosis
(i.e. encompassing the largest amount of tumor).

Submit the Pathology Report (P1) from that blopsy or surgery
and the accompanying Pathology Form (PA, PD, or PE).

Date of Biopsy or Surgery

{32}. . FNA

£33 . - Core needle bx

£34% . . Excisional bx
{submit 2 + §5)

£353 - Lumpectomy
{submit §2 + $5)

{363 . - Mastectamy
(submit $2 4 §5)

vy

.
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F1 Contralateral MR| Breast

Study # 6667 Case #

Revision j

Diagnosis {from most representative tissue; i.e. tissue
encompassing the largest amount of tumor)

10. {EZE Histology of lesion

Benign (Go to Q10A)

Atypical (Go to Q10B)

In situ carcinoma (Go t6 Q10C)
{nvasive carcinoma (Go te Q10D)

BN -

]
10Aé}8k 10 Benign, non-proliferative
11 Benign, proliferative, NOS
12 Fibroadenoma
13 Radial Scar
14 Other, specify {391

1 08.@@ 20 Atypical ductal hyperplasia
21 Atypical lobular hyperplasia

10C. 441} |30 Lobular carcinoma in situ
31 Ductal carcinoma in situ
32 In situ carcinoma with ductal
anxt lobutar features

10DE3U40 Infiltrating ductal carcinoma NOS
41 Infitrating lobular ¢carcinoma
42 Infiltrating carcinoma with ductal
and lobuiar features
43 Tubular carcinoma
44 Mucinous carcinoma
45 Medullary carcinpma
46 Other, specify_t43

11. 4445 Method of Contact
1. At appointment
2 By mai
3 By telephone
4 Other, specify 145}

COMMENTS: {46}

Date form completed® 1485 . (mm-dd-yyyy)

{47}
Signature of person responsible for the data’

{49}
Signature of person enteting data onto the web ?

Q4 code = 1

If the patient reports CBE is negative, source documentation
includes haspital chart, clinic chart, or patient interview documented
on this form, signed and dated by the RA.

Q4 Code=2
if the CBE is positive this must be documented by the hospital or
clinic ¢chart,

5Q5, 06, Q7, 08. QY code = 1

if the patient reports no additional imaging or interventions, source
documentation includes hospital or clinic chart or patient interview
documented on this form, signed and dated by the RA

Q5,0Q6,Q7,Q8, Q% code =2
Ali imaging and interventions must be documented by associated

reports. Submit reports and forms to the ACR.

/
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Va

ACRIN Study 8667 Case#
MRI Contraiattefa! Breast ( PLACE LABEL HERE
Protocol Variation Form ‘

P —

§
If a revised or correcled form, indicate by checking box. D T pmame———EAA

INSTRUCTIONS: in the instance a protocol requirement is not met please record the necessary information below.

Complete aseparate formfor each case and for each event. Fax a copy to ACRIN Headquarters @ (215) 717-0836. lf the protocol
variation is found upon data orimage review by headquarters staff, a copy of the headquarters generated PR formwili be faxed to
the site RA. Retain the form in the case study file,

b

Check The Protocol Event Being Reported: (report only one per form)

Duplicate case registration

Participant withdrew study consent, provide documentation

MRI not performed per protocol specified time point

MR interpretation done by radiologist other than specified on site PSA

Recommended US not done - enter date of imaging study that recommended LIS 2 - -
Recommended MR not done - enter date of imaging study that recommended MRI {3} - -

Recommended mammagraphy not done - enter date of imaging study that recommended mammography {4} . -
Initial MR images lost, unable to archive

MR technical parameters outside protocol specifications (6867 QC)

MR guided biopsy performed by personnel other than radiologist specified on site PSA

Other, specify __{3}

OOoooooooaocoo

2. Describe The Protocol Event Reported Above
{6y

;erson responsible for data Date form completed uii - {mm-dd-yyyy)

.

A

©2003 6667 PR {v2) 8-22-03 1of2



PR MRI Contralateral Breast Study # 6667 Case #.._ Revision ||

imaging: (Internal Reporting, findings found upon data review).

3. Deviations

{73 0 Incotrectscanning parameters utilized

{8} © Only one post-contrast enhanced scan acquired
< No post-contrast scans submitted

Incorrect slice thickness utilized
Incorrect matrix utilized
Incorrect FOV utilized

Incorrect utilization of TR
incorrect utilization of TE
Incorrect timing of study breast
Scan quality insufficient

(80 O 5 O N O

No contrast agent visible

4, Comments 1%

| Ho use Only 113}

HQ Research Associate Date form completed %—M—M {mm-dd-yyyy)

6667 PR (v2) 8-22-03 2o0f2




