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Food end Doug Administration
o Rockvilie MD 20087 '
FEB 1 4 599

Ott .t of Wuclear Material Safety and Safeguarde
Divielon of Industrial and Medrcai NUCLoar pates)

United States Wuclear Regulatory Commiseion
'..“‘.‘.ﬁ. D.Cs 20855 )

Attention: Richerd E. Cunninghew
Director

Desr Mr, Cunninghaw!

Thie i {n response to your June 24, 1988 inquiry te Dr. Temple
vegerding the use of radiepharmacevtical drug products in human
sublects that are not the subject of iuvestigational nev drug
spplications (IWDs) or approved new drug applications (NDA®). TYour
request that ve comment on PDA's drug regulations toncerning the
subject was prompted dy & letter to you dated april 23, 1900 from
Dr. Gererd C, VWong of the Callfornis Department of Health Services.
In sddition, you retuested that ve comment on the suthority of
verious lossl committeoss to approve the use of such
rediopharmsceuticale prior to theis clinical voe in diagnosie or
therapy.

In general, the Federsl Pood, Drug, end Cosmetic Act (the Act)
requires that any nev drug, &s defined by Sectlon 201(p) of the Act,
(including diagnostic or therapeutic rediopharmaceuticals), sust
either be the sudject of an approved NDA before it may de
commercially marketed or it wust be the subject of an IND suthorised
by the agency before clinical investigation may de carried out,
However, there sre certein circumstances to vhich the requirement
does not apply, namely:

1. Radicective druge for certain research uses (21 CFR 361.1),

These are prescription druges vhich o Radloactive Drug Ressarch
Committee (RDRC) can suthorise to de used in “basic research’
under the specific requirements set forth in 21 CFR 361.1, Bueh
druge sre not regarded to de nev drugs under the conditione
spacified by the lovestigator's protocol and spproved for bdasic
sparch by the RDRC, The types of basic research specificd in
the regulation include studies of wetadoliom, human physiology,
pathophysiology or dlochemistry. tmaging or localised counting
ueed for deternining blodistribution or pharsacokinetice can
aleo be regarded 4o satiofying the dasic research requiresent,
The types of clinicel triale not peraitted under this regulation
are not epecified but c{}ntecl studies intended to collect drug
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satety end affectivences date are not persitted under thie
sechenion, The agency hae constdared the evelustion of o drvg
ss & clinicel tool, {acluding comparison with other agente, 8¢
pert of o clinical trial and subjoct to the investigational nev
drug (I1WD) requirements of 21 CPR Port 312,

The rediation dose \isitation contemplated in 21 cre 361.1 e
that which has deen sstablished by the Nuclesr Regulatory
commieosion (WRC) for besie occupationsl redlation protection (10
cre 30,101 end 20,102). Levels pelov this, the agency presunes,
could fulfill the criteria for & drug to de considered not o nev
drug 4t all ether portions of the regulations sre wet, That s
the sole purpose of the Iimit,

The compounding of such druge on the besle of a valid
prescription under the practice of sedicine/pharmacy in
sccordance vith FDA'S policy guide on suclesr pharmacies.

for many years rediopharsaciots have obtained rediocheninale to
prepare in-house forasulations of both spproved end non-approved
red oputrnlcovclcolo for human sdminlotration under vhat TDA
ragerds a8 the prectice of sedicine and/or pharmacy. The ageney
hes not sought to reguiste under the new drug provieione of the
Act the practice of pharmecy vhers & radiopharmaciet acts vader
s prescription order iromw & physicien for & specitied patient.
Treditionsl compounding of & ro‘toyhct-nccutlccl {intended for
elinicel vee only within sn inetitution vith vhich o
redlophernsciot i effiliated becowes the proctice of wedicine
and/or pharmacy wvhieh are properly regulated by etate and locsl
suthorities, The FDA Lesued & policy statement in May 1984 to
clarify the practice of sedicine/pharsacy {esue a0 it pertaine
to the preparation of ttdtophotonooutleclo by nuclesr
thor.neloo. A copy of thie statement is enclosed for your
nforsstiocn,

products excluded from the detinition of sradiosctive drug’
under ’m.’(.)o

There are & limited number of rediopharmaceuticale that are
regerded generally by nuclesr sedicine experts t0O be safe for
their intended purposs vhich e & matter of regulatory
dlscretion are not regulated by the agenc/s es nev drugs. Theee
are neturally pccurrinog redionuclides which are weed in trace
(sicrocurie) amounts to tag body constituents such & potassium
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contafuing salte, anino scide or other body metabolites. Such
rediopharmacouticale may bo either compounded in-house or
obtained through commersial channels,

The veer of investigetionsl rediopharssceuticsl druge (categories 1
end ) above) must, however, obtain the epproval of appropriate
inehouse committeve o«corttut to PDA regulations, We have briefly
dlocussed the Limited authority of the wORC (catogory 1) to approve
sevisin motehntie ar 'hAt-ncottnottc studies considered to de basic
resoarch functions, PLORS® TOTOr £0 21 CPR 301.1 for ovatied
information., FOA rotulcttono QO not spevitMonlly addrees Radlering
Bafety Committees which function ae the result of the NRC
regulations, FDA regulations do provide for pudlic or private
institutions to esteblioh Inecitutional Reviev Boarde (IRBs) with
the responeidility to approve and review, doth initislly end
tOttodtcolly. elinfcal ttvoo:t,ocloao regulated by the FDA. The 1D
o charged vith the responsibility to sssure the protection of the
vighte and safety of human sudjects,

& Pinally, there 10 an acdttivnel vacegery of proseriprion drugs
currently being marketed vithout FDA approval which are not
oxempt from the nev drug provisions of the Act., These drugs are
being revieved in sccordance with Compliance Policy Guide (CPG)
T132¢.02 (copy snclosed), Through this guide the agency will
eventually require all merketed prescription druge to have FDA
spproval, We are unavere of eny radiopharmacevticals that are
included {n the druge defined by this CPG; (f there sre, thie
CPo would apply.

We hope that the above will clarify our position regarding your
{nquiry, 1If you need further information or sseisotance, plesse
contect our Divielon of Oncology and Radiopharmssutical Drug
Productes ot 443-42%0,

Sincerely yours,

(:-:Znst;\ ';ELD‘I¢¢-H/01§

Pauls Bototein, M,D,

Deputy Director (Medical Affaire)
Office of Drug tveluastion I

Center for Drug Evaluation and Resesrch

gnclooures
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RADIOACTIVE MATERIAL LICENSE

Pumuent 10 the Colitornia Aeminitrative Coon. Titie 17 Chaprer § Subchapier & Growp 2. Licensing of Ragiontiive Material, ang in me'isnce
ON BIEIeMents an rEPIIRnETONS heretolore made by the 1icensee & Leenie 1 hereby Waved BUthoriding the Heeniee 10 rece/ve, uie. Possest
antier, 01 Juposs ©f BUIOECTV MEter @l (8100 DRIOW. 810 10 WIe 1UCh ragioactive matenal 1or the purpose(t) and ot the plecels) luwnc
below. This license it subject 10 8/ 00P/HCObI® ruibs, Fpuiationt. 00 0roem of the Department of Mealth Servicet now 07 herealter in eflvct eng
10 #ny congitions specifind in this licerae

L ™ Angoloo County Karbor UCLA

(3 LwemeNo  0359.70 is hereby smended in

Medical Center, Environoental its entirety. Amenamen: No 13
2. Asoren Health and Safety Office )
1000 Vest Carson Street . February 19, 1695
Terrance, CA S0509 & luapection spency o
Arontion. Jack Patrick, Ph.D, Los Angeles County Department of
L Healih Services.
6. Nuclide 7. Form 8. Possession Limit
A. Hydrogen 3 A. Any A. Not to exceed
20 curies,
B. Any nuclide vith B. Any B. Not to exceed 5 curies

stomic numbers 3-83
inclusive

for any one
radionuclide, total not
to exceed 12 curies.

Any nuclide with Sealed sources manu- C. Total not to exceed
stomic numbers 3-83 factured and distributed 1.5 curies.
inclusive in sccordunce vith a
license issued by the
U. §, Nuclear Regulatory
Commission or Agreement
States
Any nuclide vith Any D. Total not to exceed 100
stomic nusbers 84-105 willicuries.
inclusive except:
(1) Special Nuclear
Material
(2) Source Masterisl
Any nuclide with Sealed sources manufac- E. Total not to exceed 500

stomic numbers 84-105
except:

(1) Special Nuclesr
Material
(2) Source Material

tured end distributed in
accordance vith a license

issued by the U. §.
Nuclear Regulatory Zom-
mission or Agreement
States

milifcuries.

Date

January 12, 198¢

For the State Department of Mealth Services

by

R 2980 (20 ))

Fagiologic Mealth Section
744 P Sireer, Sacramento, CA BEBY4
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RADIOACTIVE MATERIAL LICENSE

6. Nuclide (cont.)
F. Source materisl

G. Carbon 1é

H. Cesium 137

1. Any radionuclide listed
in Group 1, 2, 3, &, or
5 of the Department's
form RH2010-R, "Well
Established Medical
Uses*®, or listed under
an NDA approved by the
FDA

J. Any redionuclide listed
in Group 6 of the
Department 's form
RH2010+R, "Vell
Established Medical
Lses*, or spproved by
the FDA

K. Auy redionuclide with
atomic numbers 3-83
inclusive

Supplementory Sheet

Form (cont.) 8.
Any
Any G.
Sealed source (J. L. H.

Shepherd Model 6810 or
ORNL Model A0096)

Any tadiopharmaceutical - @

listed in Groups 1
through 5 of the Depart-
pent’'s form RE2010-R or
listed under an NDA
approved by the FDA

Sealed or solid sources, J.

manufactured, labeled,
packaged, and distributed
in accordance vith a
specific license issued
pursuant to 10 CFR 32.74
or & specific license
issued by an Agreement
State pursuant to
equivalent state regula-
tions (except for
sources manufactured
prior to August 16,
1974)

Sealed sources, manufac- K.

tured, labeled, pack-
aged, and distributed in
accordance with a spe-
cifiv licerse .ssued to
the manufacturer by the
U. §. Nuclear Regulatory
Commission or &n Agree-
ment State

0389270

Llsanie Numper

Amengment Number _‘__7__’___

Possession Limit (cont.)
Not to exceed 350 lbs.

Not to exceed
10 curies.

1 source not to exceed
1,150 curies.

One curie for each
radionuclide except

$ curies each for
Technetium 950 and
Molybdenum 99, Total
possession limit not
to exceed 15 curies.

Not to exceed 200
pillicuries for any one
source. Totel
possession limit not

to exceed 5 curdes.

Not to exceed 15 milli.
curies per source.
Total possession limit
not to exceed 500
millicuries,

January 12, 1589
Daote

For the State Department of Heaith Services

by

Rw 2881 (202

Radiologic Health Branch
714 P Street, Sacramento, CA 85814
4
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RADIOACTIVE MATERIAL LICENSE Usenss Number 0359200
‘v”’.ﬂm.'y Sheet Amcagment Numbes : Z!

6. Nuclide (cont,) Fore (cont.) 6. Possession Liait (cont.)

L. Any redionuclide as Any rsdiophsrmaceutical L. Not to exceed 200
specified in an IND es specified in an IND willicuries of
which has been accepted vhich has been sccepted lodine 131 and not to
by the USFDA in vriting by the USFDA exceed 500 millicuries

for any other radio-
nuclide. Total
possession limit not to
exceed 5 curies.

M. Any radionuclide wvith RIA kits, menufactured, M. Total possession limit
atomic numbers 1-83 labeled, packaged, and not to exceed 500
inclusive distributed in accord. willicuries.

ance vith a specific
license issued to the
manufacturer by the

V. §. Nuclear Regulatory
Commission or an Agree-
ment State

9. Authorized Use

A. and B. To be used for research and development as defined in 17 CCk 30100 (ad),
instructional purposes, research studies in humans, as defined in 21 CFR
Section 361.1 and as approved by & Food and Drug Administration Radioactive Drug
Research Comnmittee under the provisions of 21 CFR Part 361.

C., D., E., and G. To be used for research and development as defined in 17 CCR 30100
(8d) snd instructional purposes. Radioactive materials shall not be used in or on
husans.

F. To be used for shielding, collimation, and field-shaping in bean therapy machines.

H. To be wused in a J. L. Shepherd irradiator Model 143.45 for 4rradiation of
paterials.

I. To be ured for nuclear medicine and/or therapy procedures. Radiopharmaceuticals
approved for human use under an NDA by the USFDA and not listed on form RH 2010-R
may be used in asccordance wvith the package insert relative to *indications*® and
*doses". Radiopharmaceuticals listed in Croups 1 through 5 of form RH 2010-R may
be wused only as noted belov or as specifically approved by the Harbor UCLA
Radistion Safety Committee.

For the State Department of Mealth Services
January 12, 1989 2
Dute by

R 28800202

Radiologic Health Branch
714 P Street, Sacramento, CA 95814
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RADIOACTIVE MATEXIAL LICENSE PRROTPRRON, | L LAd

Supplemeniory Shee! Amnnn;nq ot td

Group 1 - To be wused for diagnostic studies involving peasurement of upteke,
dilution, or excretion but not involving imaging.

Group 2 - To be used for disgnostic studies involving imaging, including the use of
Xenon 127 snd/or Xenon 133 gas.

Group 3 - Use of reagent kits including Mo/Tc-9%m, 08-191/1r-181m, Sn-113/Tn-113p,
and Rb/Kr-8lm generators for preparation of radiopharmaceuticals listed
in Group 2.

Group & - To be used for internal therapy not ueually regquiring hospitalization.

Greup $ - To be used for internal therapy usually requiring hospitalization for

purposes of radistion sefety.

To be used only for treatment of cancer or for ophthalmic treatment. Use of sealed
sources in remote afterlosding devices is not authorized by this Subitem.

To be used as marker sources or for testing and calibration of instruments.

To be used for diagnostic or theropeutic studies conducted in strict accordance
vith sanufacturer-sponsored or phyoicisn-npounorod IND(s) which have been accepted
in writing by the USFDA and have been spproved by the Harbor UCLA Radistion Safety

Compittee.

To be used for in-vitro clinicel testing only.

10.

1.

12.

Radioactive ma erial shall be used only at the folloving locations:

(a) 1000 Vest Carson Street, Torrance, California (including the Research nd
Education Institute).

In sccordance vith Section 6103 of the California Government Code, this license is
not subject to payment of an annual license fee.

All uses of radiosctive material wunder this license shall be conducted ir
sccordance vith the user's spplication to and modifying requirements of the Barbor
UCLA Medical Center Radiation safety Compittee. The reviev of Aintramural
applications shall include findings with respect to patters specified in Sectior
30194 of the California Radiation Control Rq}ulltiOns (CRCR), and if human uses is
at issue, Section 30195 (b) of the CRCR. Documentation of these findings shall be
paintained for reviev by the Depsrtment or its suthorized representatives.

Date

For the State Department of Mealth Services

January 12, 1989

by

Radiologic Health Branch

R 2981 (2/02) 714 P Street, Sacramento, CA 956814
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RADIOACTIVE MATERIAL LICENSE Wsense Numper 035970
Supplenentary Sheet Anoum;t Komber 13

Except as specifically provided othervise by this license, the licensee shall
possess and use radioactive material described iu ltems 6, 7, and 8 of this licunse
in accordance vith statements, representations. and procedures contained in the
documents listed Dbelow. The Department's regulations shall govern unless the
statements, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations.

(8) The letter dated July 23, i987 signed by Edward J. Foley, with the folloving
attachments:

(1) Application for reneval of Broad Scope-Type A dated July 23, 1987, signed
by Edvard Foley.

(2) Radistion Safety Manual dated June 30, 1907.

(3) Appendices B through G.

(b) The application (form RH-2000) with sttachments dated July 23, 1987, signed by
Edvard J. Foley.

(¢) The letter dated February 26, 1582, signed by J. V. Patrick, Ph.D. {regarding
vaste compaction).

(d) The letter dated July 24, 1987, signed by Ispael Mena, M.D.

(e) The letter dated November 16. 1988, signed by Jack Patrick, Ph D.

(a) The radistion safety officer in this progras shall be Jack Patrick, Ph.D.
(b) The chairperson of the radiation safety committee shall be Ismael Mena, M.D.

(¢) The custodisans of sealed sources for medical sherapy shall be
Jack Patrick, Ph.D., or M. Herman, Ph.D.

Sealed sources possessed under this license shall be tested for leskage and/or
sontapination as required by Section 30275 (c) of the California Radiation Control

Regulations.

Except for alpha sources, the periodic leak test required by Condition 15 does not
apply to sealed sources that are stored and not being used. The sources excepted
from this test shall be tested for luakage prior to any use or transfer to another
person unless they have been leak tested vithin six months prior to the date of use

or transfer.

Date

For the State Department of Health Services

L

January 12, 1989
L)

by

Radiologic Health Branch

R 288 (2782) 714 P*Sureet, Sacramento, CA 96814
.
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RADIOACTIVE MATERIAL LICENSE Gieenis Numoer . 0358270
Supplementary Sheet Amsnament Numper __ 473

Anslytical tests for leaksge and/or contaminstion of sealed sources shall be
performed by qualified individuels designated by the radiation safety officer.

The folloving individuals are suthorized to collect wvipe test samples of sealed
sources possessed under this license using leak test kits acceptable ta the
California Department of Health Services.

(a) The radiation safety officer.
(b) Qualified individuals designated by the radiation safety officer.

Records of leak test results shall be kept in units of microcuries and maintained
for inspection. Records may be disposed of following Department inspection. Any
lesk test revealing the presence of 0.00% microcurie or more of removable
radiosctive material shall be reported to the Department of Health Services,
Radiologic Health Branch, 744 P Street, P. 0. Box 942732, Sacramento, CA
94234-7320, vithin five days of the test. This report shall include a description
of the Jefective source or device, the results of th2 test, and the corrective

action taken.

Notvithstanding the periodic leak test required by Section 30275 (c), any licensed
sealed source is exempt from such leak tests wvhen the source contains 100
picrocuries or less of beta and/or gammé emitting material or 10 microcuries or

less of slpha emitting material.

The licensee is authorized to calibrate radistion detection instruments (for
personal use). Each calibration of & radiation cetection instrument shall include
rot less than 2 points other than zero (separated by 50 percent of full scale) for
each scale of the instrugent certified by the licensee.

The licensee is suthorized to hold redioactive materials vith a physicsl half-life
of less than &5 days for decay-in-storage before disposal in ordinary trash

provided:

(a) Radiocactive waste to be disposed of in this manner shall be held for decay &
minioum of ten half-lives.

(b) Before disposal as norsal wvaste, radioactive wvaste shall Dbe suiveyed to
determine that its radioactivity cannot be distinguished from background. All

radiation labels shall be removed or obliterated.

(¢) Generator columns shall be segregated so that they may be monitored separately
to ensure decay to background levels prior to disposal.

Dote

For the State Department of Health Services

January 12, 1989

by

Radiologic Health Branch

R 2881 (2/02) 714 P Street, Sacramento, CA 85814



State of Callfornia=reaitn ang Weilare Agency Depariment of Meaitn Services

23.

24.

25.

26.

Pope —-——7- -1 page
RAD!OACTIVE MATERIAL LICENSE Lieame Number 035§-70
Supplementery Shee! Amenament Number ) 73

The licensee is authcrized to use & radicactive vaste compactor for compacting
redioactive vaste under the folloving Jimitations:

(a) Compacting of radicactive wvaste is prohibited 4if the radioactive wvaste
contains:

(1) Unsealed radioactive material other than contaminated articles;
(2) Alpha emitters other than source material;

(3) Strontium 90; or

(4) Radiocactive material in liquid form.

(b) The radioactive vaste compactor shall be used in accordance vith statements,
representations, and procedures as desciibed in Condition 13 (c) of this

license except as specifically provided othervise by this license.

(¢) The licensee shall test areas near the compactor considered most likely to be
contapinated for removable contamination at intervals not less frequently than
veekly, or if used less frequently than veekly, after each use. Results of
such tests shall be maintained available for dinspection. I1f removable
contaminstion exceeds 2,000 disintegrations per minute per 100 square
centimeters, the licensee shall immediately decontaminate the area.

The licensee is asuthorized to dispose of liquid scintillation media and animal
carcasses as nonradioactive hazardous chemical /biological vaste for Hydrogen 3 and
Carbon 14 in concentrations less than 0.05 microcuries per gram (averaged over the

veight of the entire animal).

Except as othervise specifically provided Dby this license, radioactive
pharpaceuticals to be sdministered to humans shall be procured in prepackaged,
precalibrated form from & supplier who is registered vith the U. §. Food and Drug
Administration in accordance with Section 3510 of the Federal Food, Drug, and
Cosmetic Act, or licensed as a radiopharmacy vith the California Board of Pharmacy,
and vho guarantees the pharmaceutical quality of each product,

Except as othervise specifically provided by this license, radioactive biologicals
(including husan serum albumin) to be sdministered to humans shall be procured in
prepackaged, precslibrated form from a supplier vho {s licensed for the preparation
and distribution of such products by the Division of Biologics Standards of the
Mationsl Institutes of Health, pursuant to Part 73 of the Public Health Sfervice
Regulations, or by the Bureau of Biologics, U. §. Food and Drug Administration, or
from a radiopharmacy licensed vith the California Board of Pharmacy.

Dote

For the Siare Department of Health Services

Lo ]

January 12, 1989

by

Radiologic Health Branch

R 2891 (202) 714 P Street, Sacramento, CA 85814
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Radioactive materials prepared, processed, or medified by the licensee shall not be
sdministered to humans except as specificelly authorized by this license.

Technetium 9%m, Iridium 19lm, and Indium 133 generators approved by the Department
may be used as sources of radioactive materisls for use in preparations to be
adpinistered to humans, provided the generators are used in strict sccordance vith
the manufscturer's instructions.

Vhere wusers or their assistants are engaged in elution of generators and/or
preparation of labeled pharmaceuticals from kits, the exposures to the fingers or
hands of these individuals shall be monitored, using appropriate dosimeters.

Technetium $5m labeled pharmaceuticals prepared by the licensee by aseptic acdition
of pertechnetate to sterile, pyrogen-free reagents procured in the form of kits
vhich have been approved by the Department, may be administered to humans provided
all instructions and recoumendations contained in the manufacturer's package insert
information are strictly folloved, and provided the radioassay of the final produc’
is determined with an overall error not exceeding ten percent.

Counting equipment for radiometric assay of pharmaceuticals, body fluids, excrets,
or in vitro assay saoples shall be calibrated and tested sufficiently often to
ensure the medical validity and reliability of data obtained. The stability of the
equipment shall be checked at least once on each day of use, using appropriate
standards or reference sources.

The licensee shall not use radioactive material in the form of gas or aerosel in
such & manner as to produce an airborne concentration exceeding the appropriate
limit specified in Section 30266 or 30269 of the California Radiation Control

Regulations.

vhere clinical test studies of a nev radiopharsaceutical product are authorized by
this license, the responsible physicisn shall observe all subjects for any
significant reactions, and shall prepare and maintain reports of such reactions,
and of the clinical efficacy of each study. Copies of all such reports shall be
provided to the sponsoring firw supplying the product vithin 30 days of completion
of the clinical test series. Any adverse reactions shall be reported immediately
to the Department of Health Services.

The licensee shall not routinely use doses exceeding those specified in the
Department's "Routine Uses® list unless: (a) a nonroutine authorization for use of
e different dose range is included in the license, or (b) a ‘*Notice of Intent® has

been filed with the Department.

Date

For the State Department of Health Services
January 12, 1989

by

Radiologic Heaith Branch

fm 2881 (2/02) 714 P Street, Sacramento, CA 985814
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Supplementory Sheet Amengment Numper 13 _

No clinicel trial authorized in Subites L of Items 6 through $ of this license
shall be initiated prior to the investigator's receipt and reviev of the folloving:

(a) Necessary informational  material, dincluding s description of prior
investigations and experience with the agent, a protocol for perforsance of
the study, a copy of the proposed package insert information including any
hazards or contraindications, dinvestigators' case report forms, and patient
dosimetry calculations.

(b) VWritten certification by the sponsor that the relevant IND has been accepted
as of a specified date by the U. §. Food and Drug Administration and that that
agency has no objection to initiation of the investigation.

(¢) Written certification by the sponsor that a copy of the relevant IND and of
the U. §. Food and Drug Administration letter of acceptance has been filed
vith the State Department of Health Services.

No clinical trial authorized in Subitem L of Items 6 through 9 of this license
shall be initiated prior to the date specified in the U. §. Food and Drug
Administracion letter of acceptance of the relevant IND (crdinarily 30 days
folloving the date of the letter).

Physicians participating in clinical trisls shall obtain the informed consent of
all humsn subjects of such investigations in accordance vith the requirements of
Section 130.37 of the Federal Food and Drug Regulations. (A copy of these
requirements is available upon request from the Radiologic Health Branch.)

The licensee shall give prompt notification to the Rediologic Health Branch, as
vell as to the sponsor, of any serious problems encountered wvith, or adverse
reactions attributable to, any investigational radiopharmaceutical.

The expression *IND* as used in this license shall be interpreted to mean only a

Notice of Claimed Investigational Exemption for & Nev Drug, prepared in the format
designated *Form FD 1571°, as described in Section 130.3 of Part 130 of Title 21

(Food and Drugs) cf the Code of Federal Regulations.

The licensee shall maintain an orderly file of all documentation required by the
conditions of the Subitem L authorization and shall make it available to

representatives of the Department upon request.

Treatment and management of patients receiving therapeutic quantities of unsealed
radiosctive materials shall be in accordance vith guidance contained in Chapter &,
NCRP Report No. 37, ‘*Precautions in the Management of Patients Vho Have Recelived

Date

For the State Department of Health Services

January 12, 1988

by

Radioliogic Health Branch
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Therapeutic Amounts of Radionuclides® (NCRP Fublications, 7910 Woodmont Avenue,
Suite 1016, Bethesda, Maryland 20814).

Treatment and wmanageaent of patients undergoing brachytherapy shall be in
accordance with guidance contained in Chapter 5, *Safety Precautions in Clinical
Anplication®, NCRP Report No. 40, Protection Against Radiastion From Brachytherapy
Sources (NCKP Publications, 7910 Voodmont Avenue, Suite 1016, Bethesda, Maryland

20814).

1f there is reason to suspect that a medical radium source wmay be leaking or
contaminated, it shall be tested before further use, by a method acceptable to the
Department of Heslth Services, and & report of the test results and the action
taken shall be submitted within 30 days to the Radiologic Health Branch.

Notvithstanding the six-month test interval requirement of Section 30275 of the
Celifornia Radiation Control Regulations, medical cesium sources (3¥ Conpany
Models 6500 - 6507 or old Model 6D6C, and Isotope Products Model 67-800 or 67-820
series) possessed under this license may be tested for leakage and/or contamination
at three-year intervals, provided that the test pethod used has been specifically
authorized by the Department of Health Services. The licensee shall maintain
records of such tests for inspection by the Department or its asuthorized

‘represuntative.

Except for plutonium contained in & pedical device designed for individual human
application, no plutonium, regardless of form, shall be transported in en aicrcraft
unless contsined in packages the design of which the NRC has specifically approved
for transport of plutoniua by air.

Biocassays shall be performed within 72 hours for persons preparing and/or
administering therapeutic quentities of Ioline " °, in liquid form. ’

Date

"

January 12, 1989
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