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Cox proportional hazards model:
unresectable pancreatic cancer
Initial
model Final model
(p-value) (step-wise regression)
IORT dose
(with or without) 0.068 0.028
EBRT dose
(continuum in Gy) 0.066 0.060
i.a. chemo 0.435
Site {head vs. body/tail} 0.575
Tumor size
{continuum in cm) 0.204
NO vs. N1 0.163 (.090
Distant metastases <0.0001 < (.0001
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CALCULATIONS OF RADIATION EXPOSURE FOR ADJACENT ROOMS FOR

THE MOBETRON IN OR #1 (12 MeV)

S #* 2 #+3 Exd 2 4L,
Point Description | Distance (m) | Dose @ Im Dose @ Measured mler
to Point {mrem/min) | point Dose -
{mrem/min) | {(mrem/min)
1 OR Door 5.5 qo* 68 Ly 0.22 0.20 12
2 Right of OR 5.8 6.8 0.20 6.15
Door fo* bu® |t
ER OR Door 52 68 | 033 030
Window o v0 D L
4 Left of OR 2.74 6.8 . Q. [
el | Yor Lo a9l 0.17 10,1
5 Scrub Room 335 13 1.16 0.17
Door 5 bg? 0.2
6 Middle of 43 13 0.70 0.07
Scrub Room 6:50 A 42
7 Scrub Room 6.1 i3 0.35 0.03 g
Corridor ht’ ks I
8 Adjacent OR at 58 13 0.39 0.13
wall {5 L) "8
o Adjacent OR 8.53 13 0.18 0.05
at center of i e Le 3
OR ;
Adjacent Pediatric o .
10 Reiovce,:y o 3.65 qo° 6.8 Lo’ 0.51 0.03 VY
4 OR Corridor, 6.1 6.8 . 0.18 0.04
Far Wal Qoo W w 2
H2L¥ Room directly 391 | 39 for20 scaner 1.61 033
Below K‘,_/ 16.%
Maobetron, 1 m 4.24 28 for J0* scatter 0.60
above floor ’
13" Room Below 4.24 Only scater 0030 0.60 0.10 4
scrub room, 1 of moce can gel to
i above flo|ar thit room. Use 18
14+ Room Above 1.9 ! 0.12 0.02
Mobetron, | m 1.z
above floor

Assume 3.5 inches (3.9 cm) of concrete in ceiling and floor an average TYL of 25 cm. Floor to floor
height at UCSF is approximately 13 feet (3.96 m).

The Dose for the floor above (.., measuring 1 m above the floor (d = 2.9 m above the Mobeton), the
contribution cames only from leakage (D). Use the measured leakage results of <1 mrem/min at [ m.

D peee = (D x 107 #9)/d? = 0.1 2mrem/min

The Dose for the rooms below (Dyy,), measuring 1 m above the floor below (d = 3.65 m below the scatter
point of the Mabetron), the comes from leakage (D). Usc the measured scatter results of 59 mrem/min et
I m and a worst case scatter angles of 20° and 30°, The caleulated dose is:

Diow = (D x 10°4¥20)/d* = 1.61 mrem/min (or 0.60 mrem/min for 30 degree scatter)
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Date:;

Physicists:

Institution:

Location:
Machine;

Drawings:

Report:

RADIATION PROTECTION SURVEY REPORT

9 October 1997

Norman W. Albright, Ph. D.

Philip R. Purser, M.Sc.

Mark S. How, M.Sc.

Department of Radiation Oricology

University of California '

San Francisco, California 94143-0226
Telephone: (415)476-1208

University of Califomnia

Department of Radiation Oncology

505 Parnassus Avenue

San Francisco, California 94143-0226
Dept. Chairman: Theodore L. Phillips, M. D.
Telephone: (415) 476-4815 : _

Long Hospital, 4th floor, Room L-426. Operating Room-1

IntraOp Mobetron, serial number |

Electron beam linear accelerator with a 50 em standard ssd and not isocentric,

It has a C-arm configuration with a limired range of motion. Gantry allows the
beam to be pointed within £ 45 degrees of downward in one plane. and til allows

the beam t0 be pointed within = 30 degrees of downward in the other plane.
Nominal electron energies: 4.6, 9, and 12 MeV

Figure 1 is a floor plan of Long hospital 4th floor at 1/16" = 1 ft, showing the

the survey measurement points on this floor and location of the Mobetron
(marked by a circle and a cross).

Figure 2 is a floor plan of Long hospital 3rd floor below the Mobetron, showing

the survey measurement points on this floor and the and location of the
Mobetron on the floor above.

Figure 3 is 2 floor plan of Long hospital 5th floor above the Mobetron, showine
the survey measurement points on this floor and the and locatjon of the i
Mobetron on the floor below.

All figures are architects scale drawings. Note that the elevator shaft, shown bya
cross hatch in the lower right of each figure, and the building columns, shown
by solid squares, enable one to coordinate these three floor plans. Using these
features we projected the location of the Mobetron to the floors above and
below the operating room in which it is located,

This report is intended to fulfill the requirements of Section 30312 (b) (5)
of the California Radiation Control Regulations.
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‘_'/C'l DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
‘ 8200 Carporate Boulevard
Rockvilla MD 20850

JUL 24 1938
Donald A. Goer, Ph.D. Re: Ko81112
President . Mobetron (Electron Linear Accelerators)
Intraop Medical Dated: March 24, 1998
3170 De La Cruz Blvd., Suite 108 I Received: March 26, 1998
Santa Clara, CA 95054 Regulatory class: I

21 CFR 892.5050/Procode: 90 LHN

Dear Dr. Goer:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have determined the
device is substantially equivalent (for the indications for use stated in the enclosure) to devices marketad in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendinents, or to devices that have been
reclassified in accordance with the provisions of the Federal.Food, Drug, and Cosmetic Act (Act). You may, theefore, marker
the device, subject to the general controls provisions of the Act. The general controls provisions of the Act inclnde
requirerents for annual registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration,

I{ your device is classified (sec sbove) into either class II (Special Controls) or class If (Premarket Approval), it may be subject
to such additional controls. Existing major regulations sffecting your device can be found in the Code of Federal Reguiations,
Tite 21, Parts 800 to 895. A substantially equivalent determination assumes compliance with the Current Good Manufacturing
Practice tequirements, as st focth in the Quality System Regulation (QS) for Medical Devices: General fegulation (21 CFR
Part 820) and that, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptionsy,
Failure to comply with the GMP regulation may result in regulatory action. In addition, FDA may publish further
announcements concerning your device in the Federa! Register. Please note: this response to your premarket notification
submission does not affect any ebligation you might have under sections 531 through 542 of the Act for devices under the
Electronic Product Radiation Control provisions, or other Federal laws or regulations. ' :

This letter will allow you to begin marketing your device as described in your 510(k)} premarket rotification. The FDA finding
of substantial equivalence of your device to a legally marketed predicate device results in a classification for your device and
thus, permits your device to proceed to the market. _

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10 for in vitro
diagnostic devices), please contsct the Office of Compliance at (301) 594-4613. Additionally, for questions oa the promotion
and advertising of your device, pleasc contact the Office of Compliance at (301) 594-4639. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21 CFR 807.97). Other general information on your
responsibilities under the Act may be obtained from the Division of Small Manufacturers A.ssismncc_al.its toll-fre= number
(800) 638-2041 or (301} 443-6597 or at its Internet address “http/Awww. fda.gov/cdriv/dsma/dsmamain himt”,

Sincerely yours,

e J
) Lillian Yin, Ph.D. /
Director, Division of Reproductivd,
Abdominal, Ear, Nose and Throat
and Radiological Devices !
Office of Devica Evaluation
Center for Devices and
Radiclogical Health

Enclosure
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