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JUN 29 1970

Roper Willlavs General lospital
425 Chalkstons Avenue
Providence, Riode Island 02708

Zctention: Dr., wWilliam 5. Kluts

Centlemen:

Ia support of your application for a hroad snecifie byrroduct material
license, you should submit the folloving inferrmation:

1. A ecupy of the adniuistrative proeslurss eata1inhidny control and
onforcement Ly the 'odleal Isotere (omudttes over the use of radio-
footopes wvithidn the Institutioa., "ho aludnistrative procedures
suould includa tie foljlowin::

8.

b

C.

d.

£f.

“he authority and reaponsibilitiea of the Conmi ttee,

The froqueney at which the full Committec meats to discuas and
act upon problens relating to the use of radioisotopes,

The eritorin used in determining vhether a physiclan s quali-
fied to use radioisotopes clinlcally or experimentally in the
1nlt£tut10n.

Guidelines to the use of radioilsotones in nonroutive or inves-
tigational procecdurcs ihese should include requirements for
conducting animal studiea prior to initiating clinical rosearch
proposals, the type of information to be subwmitted in a research
protocel, methods liviticg the duration of the study, aand the
types of information to be subnmitted snd the reporte on such

studies,

Detailed procedures for procuring radiosotopss, maintaining
inventories, and controlling poascssion limite.

Mothoda employed for mafiotaining records of the Committea’s
procedures.
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2.

3.

4.

A copy of the formal set of rules, recomsendatifons, and procuedures
for procurerent and safe handling of radioisotopen within the Joper
Williase Ceneral Hospital at Providesce, fhode Island., Your pro-
cedures should clearly define the following.

a. Radiatlon and contamination control. JUN 2§ 870

b, Speclal equipment, facllities, and procedures for handling radio-
isotopes in the solid, liouid, or pas fornm.

c. lHestrietion of radiation areas from all unauthorized ontrance.
d. Sealed source leak testing proccdures,

e. lcthods at wasta disposal.

f. Transportation requircrents.

g hecord keeping requireemnts,

h., Fuurrency procedures in case of accidenta, spills, and over
uXposurng ,

Plecase atate the responsibility and the authority of the radiation
safety officer for inurdny rudiolopical safety in your radicfzotope

prograi,

State the procedure which will be folleied for reacliing a deciaton
rearding authorization for nonroutine human use wien the decision
of the meabers of the "edical Isotope Comuittee or a subcourittece,

thercof, are not ananiwoua,

Jescribe the quality contrel procedures for asssuring the assay,
ideutity, the quality, sterility, purity and nonpyrocenicity of
radiopharmaceuticals vhen the materiala are not obtatined in a ready-
to~adniniater form from a puarmaceutical supplier. Also describe
the line of administrative and techrical responaibilitics of indi-
viduals filliap key positiors and thae canabilities of the equipment
used for this work, A discussion of the preparation of colloldal
materfial and evaluation of ronsealed ard sealed generators should

be included,
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When this information is recoived, review of your application will

continua,
§incerely, JUN 2 £ WA
O— 5 v L . >’
J..‘. £ & yor

John I, Bowyer
‘laterials dranch
Pdvision of lateriala Licersning

Lnelogures:

l. Lioc of Modiecal Uzeas for
Staterent of lwosaze Lanpues

2. AL Licounine Culde ~-
Cndical Prograna

3. 1IN C¥K Yage 35
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KADLATION DLIECILOW IXblRUHLhTS‘- US AMESL
TYPE OF NUMBER RADIAT1ON SENSITIVITY WIKNDOW USE

INSTRUMENTS AVAILABLE DETECTED PANGE (mr/hr) THICENESS
(mg/cm?) ;

1. Packard Mod. 1 Alpha, Beta N/A N/A measuring

314EX Liquid
Scintillation
Counting System

2. Packard Mod. 1 Alpha, oceta N/A N/A measuring
3375 Liquid
Scintillation
Counting System

3. Packard Mod. 1 Gamma N/A N/A measuring
314E Auto-Camma
Scintillation
Counting System

4. Nuclear-Chicago 1 Alpha, Beta N/A N/A measuring

Mod. 6801 Liquid
Scintillation
Counting System

5. Nuclear-Chicago 1 Alpha, Beta N/A N/A measuring
Mod. Mark I Liquid
Scintillation
Counting System

6. Tracerlab Versa 1 Beta, Gamma N/A 150mg/cm2 measuring

matic V Scaler with
GM tube or Sodium
Iodide Crystal

7. Atomic Ass. 1 Beta N/A N/A measuring

Chromatograph
Plate Scauer

8. Nuclear-Chicago 1 Beta, Gamma 0-200mr/hr l.ng/cm2 surveying

Survey Meter Mod.
2612

9, IM-154/PDR-54 1 Beta N/A 0.85mg/cm?  surveying
with Beta Probe
Mod. AC-21B

10. Nuclear-Chicago 2 Beta, Gamma N/A IOOmg/cm2 surveying
Labitron Mod. 1619A

11. Nuclear-Chicago 1 Gamma N/A N/A measuring
Mod. 4351 Tobar
Gamma Counting
System

5
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TYPL OF
1STRUMENTS

NUMBER
AVAILABLL

RADIATION
DETECTED

SENSITIVIT
RANGE (mr/hr

WINDOW
THICKNESS
(mg/cm®)

USE

12.

13.

14.

15.

16.

17.

18.

19.

20.

21.

Beckman Low
Beta II

N

Eberline Mod. PAC 1

Mod. AC-2B

Thyac III Victoreen 1

CM-Scintillation

Survey Meter Model

490 with CM Probe

Model 489-4
Packard Mod.

Scintillation

331A
Tri-Carb Liquid

Spectrometer System

Packard, Liquid
Scintillation,

Spectrometer, Mod.

3380

Dosimeter, Tracer- 2
lab, Pocket Chamber

Mod. K-112

Nuclear-Chicago
Mod. 722. Liquid

Scintillation

Counting System

Radiation Monitor

Model RM-14 Eberline

with Hand Probe

Model #HP~190

Nuclear-Chicago

Scintillation
System, Model
4420

Whole Body Shadow 1

Shield Counter,
W/sodium-1iodide

crvstal and
multi channel
analyzer

Alpha, Beta

Beta

Beta, Gamma

Alpha, Beta

Alpha, Beta

X~ray, Gamma

Alpha, Beta

Alpha, Beta
&
Gamma

Gamma

Gamma

N/A

N/A

0-800.000cpm

&

0-200mr/hr

N/A

N/A

1-200mr/hr

N/A

0-50,000cpm

N/A

N/A

80 ug/em?
0. 85mg/ cm?

30mg/ cm?

N/A

N/A

N/A
1.4 to 2mg/
e

N/A

N/A

measuring
surveying

surveying

measuring

measuring

measuring

measuring

monitoring
&
surveying

measuring

measuring



