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PROPOSAL FOR CLINICAL INVESTIGATION
Tumor Localization Using Callium 67

1. Purpowe of Investigation: With the variety of cancer patlents being referred

. to David Orant USAP Medical Center and the growing number of treatment protocols

' being evaluated undey the auspiass of the Western Cancer Chemotherapy Oroup, it

: has beecome desirable to use & tumor seeking radionuclide to better dsgonlcracc ,
disease in these patients, Altheugh possessing some disadvantages Ga as the
glerate g’g been used with some suecens, This astudy will atlempl!io"lva1u1l| the
role of °'0a {n deetsion making am to (1) tle extens of eancer in patinnts and the

o effectiveness of different ehenotherapy ayents, and (1) demonstration of infeation

: and abscess formatiens,
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3, Teshnloal Approach) It is propossd shat 673n be given to 100 patients with
proven or suspeated malignanay and then total body image be ebtained to verify
presence of absende of prisaty and/ov metastatie disease and absaess formation.
Bach patiens would be given up 8o 4 m0i of Gallium 67 as she cisrate via a slov
intravenous injection and images obtained 48 s0 72 hours later., Corralation would
be made batwveen the saan, x=rays and othey locaiising methods eurrently {n use
namely Nerays, |n|to|!npﬁy and rousine scans using oshey radionucliides,

e 87da decays with & heif itfe of 78 hours and yields & gamma vay of 93 KEV,
104 K#v, 206 XEV and 388 KEV, Whole body dose ealaoulated by Clouster is 270
millirads, mCL, 7The bone marrow dose is 1000 millivade/nm0i and for this reason no
more than 4 mOL would be given to any one patiens at one time,

A, Haquipment: The researah protocol would 2e carried out as vart of the routine
nuolear madlaine jaboratory procedure and no addit{onal equipient would be required,

3. Investigation Hchedule:
a, Btart 1 Bep 1974,
by Duration 21 years.

e, Bummary at end of study.

2 4, 31 Auguat 1976




- 35%

o] 6. Experimental Subjects: The provislons of AFR 169-8 will be complied with '
S during this study, .

. 7. Usae of Inveu:t.q:189al Drugst Tha 870a would be purchased from a licensed
‘ commeranial supplier, Oa ham been used extensively for the past £ive yeaxrs in
humans and is now {n Phase III stage of NDA with the FDA.

8. Prrsonnel Datai A

ns Medlieal Pacility Commander: BEvan W, Behear, Drigadier General, 16AF, MO
Commandey, Modicax Centey ]

be Nell D, Martin, Colenal, USAP, MO
Chief, Radieissieps Bervise ]

O 9. Manpuwer|

N 1 colonel, 938N, 200 heurs.
1 T9g8, 90A70, 200 hours.

B 1 GH=A Bearatary, 70250, 4 heurs,




