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7.4 Dose limitations for normal tissues
0 The perpendicular distance from the chest wall to the posterior field edge can
include at maximum 3 om of lung tissue at any point along the length of the
tangent,

0 For lefi-sided cancers, the heart should be blocked from the primary beams as
long as the 90% isodose line is covering the intended target volume.

0 Dose to the brachial plexus should not exceed 107% of prescription dose.

7.5 Treatment Dose

Postmastectomy chest wall will get 3663 ¢Gy in 11 fractions; a scar boost is optional at the
discretion of the treating physician, upto 1332 ¢Gy in 4 fractions. Treatment may be started
on any weekday, and will not be given over holidays or weekends.

0 Preseription Poinf

7.5.1 Dose from the chest wall fields can be prescribed at a poinit 1.5 cm anterior to
the posterior edge of the fields at mid-separation, or to a point 1/3rd the
distance from this point to the skin, or to an isodose line encompassing the
PTV. IMRT technique and other highly conformal techniques are allowed.

7.6 Time-Dose Considerations
0 Dose per Fraction: 3.33 Gy to the prescription point
0 Deliver one fraction per day.
0 Total Elapsed Time is 15-19 days.

NOTE: Patients may have missed treatment days due to acts of nature or
personal/medical emergencies. Typically 1-2 missed days are simply added to the end
of the treatment course for the same total dose. Greater than 2 skipped days or greater
than 3 consecutive days without freatment (one missed day plus weekend) will be
“discussed by study investigators and decision to retain patient on freatment or remove

mseﬂsus - Of_

7.7 Homogeneity and Reference Points

¢ The dose within the PTV for chest wall RT must be within 90-115% of the

prescribed dose for the chest wall. Wedges, field in field, and electronic

compensation can be used to achieve this endpoint, although a medial wedge

greater than 15 degrees in not allowed. A contour for PTV on-the chest wall is

¢ not required. The treating physician should judge coverage of treatment volume

by the 90 percent isodose line on each slice of the axial treatment plan. The
point-dose hotspot in this volume should not exceed 115%.

0 The change in dose from minimum o maximum within the treatment volume will
be < 25% for the external beam plan.
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11.  Laboratory Evaluation — Optional Correlative Studies and Future Use

12.
This is a radiation therapy study and no pharmaceutical agents ot devices will be used.

13- Data Collection and Records to be Kept
13.1 Case Report Forms (CRFs) :
The Principal Investigator will be responsible for assuring that all data specified in the
study-specific data capture plan is collected and entered onto the electronic case report
forms (eCRFs).

I | '-”

13.2 Research Charts
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13.3 Reports
Publications and annual reports for submission to the
P1 using the data captured on the CRFs,

14.  Data and Safety Moniioring

15.  Multi-Institutional Guidelines (e.g., CINJ Oncology Group trials)
15.1IRB Approvals

15.2 Other Pre-Study Documents
Each participating center is required to have the following documents on file at CINY
OHRS:

« Curricula Vitae of all Physician Investigators

center

+ Medical license from cach Investigator

15.3 Initiation Meetings
A study initiation meeting will be conducted with each participating institution prior to
enrollment of patients from the institution. OHRS staff will conduct the study initiation
meeting in close proximity to IRB approval of the study at the participating center. In
most situations the study initiation meeting will be conducted via teleconference. Web-
based training regarding e-CRF completion will be utilized as appropriate,
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G LATE TOXICITIES

Patient Identification: D D - D D D D
Site Sequential
Date of Visi LILI/OI00/ 000
M M D D Yy v

1 LATE Toxicity — LUNG (RTOG/EORTC) [ Nat done
O Grade 0 Mone
[ Grade | Asymplomatic or mild symptoms (dry cough)

Slight radiographic appearances
[ Grade2 Moderate symptomatic fibrosis or pneumonitis (severe cough); low grade faver

Patchy radiographic appearances
[J Grade3 Severe symptomatic fibrosis or pneumonitis

Dense radiographic changes
[ Grade4 Severe respiratory insufficiency/continuons Oyfassisted ventilation
[} Grade 5 Death
I LATE TOXICITY — HEART (RTOG/EORTC) [ Not done
O Grade o None
[ Grade 1 Asymplomatic or mild symptoms
, Trausient T wave inversion & ST changes

Sinus tachyeardia>110 (at rest)

[0 Grade2 Moderate angina on effort
Mild pericarditis; normal heart size; persistent abnommal T wave and ST changes
Low QRS
[ Grade 3 Severe angina
. Pericardial effusion; constrictive pericarditis; moderate heart faifure; cardiac enlargement
EKG abnormalitics
] Grade 4 Tamponade; severe heart failure
Severe constrictive pericarditis

] Grade 5 Death

-49.
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