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Attention Richard 3. Cuanlaghes i. .

.

Director i
"

i

Dear Mr. Cunningham
|

This is in reopense to your June f 4.1938 inquiry to Dr. Temple !'

:regarding the use of radiopharmaceutisat drug products in humanj
euhjosto that ere not the subjeet af inveetisational new drug . ]-

appiteetions (INDs) er approved new drug applications (WDAe). Teve a

lreguset that we teament on FDA's drug regulattens senserning the
,

'

|
subject was prompted by a letter to you dated April 35. 1988 fres ,

,

Dr. Gerard C. Wong of the California Department of Realth services.. !

| In seditten, you roguested that we essument en the authority of i

verten leest eeseistees se approve the use of such |
-

radiopharmaceuticale prior to theit clintest use in diagnosis or !

|therapy.
|,

!In general, the Federal yeed. Drug, and Cessetic Act (the Act) #

', reguires that any new drug, as dettaed by sectlen t01(p) of the Aet,
|(including diagnostic or therapeutic radiopharmaceuticals), must

either be the subject of an approved NBA before it may be
commersially marketed er it must be the subject of an IND authertsed '

by the agency before elinical investigation may be carried out.
newever, there are certain circunstances to which the requirement :

deos set apply, namely:
1,

1. Radiesetive drugs for certain research uses (21 CFR 361.1).
,

These are prescription drugs which a Radioactive Drug Research
Cen'alttee (RDBC) saa authorise to be used in ' basic research"

i

under the speatfis requirements set forth in 21 Cyt 361.1. Such
drugs are set regarded to be new drugs under the sendittens

2

epified by the lavestigster's protocol and spyreved for basic
fis,parsh by the RDRC. The types of basic research specifice in ,

the* regulation include,s.tudies of metabolies, human physiology,
pathephysiology or biochosistry. Imaging er localised counting
used for determining biodistribution ~er pharmacekin'etics can
aise be regarded as satisfying the basic research' recluirement.- ,

The types of clinical triale not permitted under this regulatten ,

are not specified but c1,inical studies ingsaded te mo11ect drug
.

>
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safety and offsetironess date are set permitted under thie"

The ageney has considered the evaluetLea of a drugeschastes.as a siistest teet, instuding comparteen with ther agente, se
*

e

part of a slinical trial and subject to the investigational new
drug (133) reguiremente of 11 CFR part 312.

to
,The radiation dose tiettation settenpleted in 21 cps 361.1
' that wktsh has been estabitehof by the Nuolear hegetatory
coasteeton (Wac) for besta escupatiemal redtatica protection (10

1,evele belev this, the agency preousee,
CFR 10 101 and 20.102).eeutd fulfill the eriteria for a drug to be seasidered set a new-That 18
drug if all other portions of the regulattens are met. .

the sete purpose of the limit.

The eespeundlag of such drugs en the bests of a valid

proostiption under the practise of sedicine/pharmsey laasserdense with FDA's policy guide en nuclear pharnasies.
2.

?,

For many yeare radiopharmaatste have obtained radiocheminate to
j
I

prepara in-house forestations of both approved and men-approved
,
-

radiopharassevticate for hunsa edelnistration under what FDAThe ageasy
regarde se the practico of medicine and/or pharasey.
hos set eeoght to regulate under the new drug provielene of the

'

Att the practice of pharmacy where a radtephernatist acts vader
Traditional compoundian of a radiopharmaceutical intended fora prescription order free a physician for a opostfied patient.
attaical vee saly withhn en institutica with which a
radiopharmastet Le ef filiated beceses the practies of medisineand/or pharassy which are properly regulated by stato sad local

The FDA leeued a pelicy statessat in May 1984 to
starify the practise of medicine /pharassy issue as it pertainsauthorities.
to the preparation of radiopharassenticals by suelear

A se' y of this statement is enclosed for yourpharassies. p

informaties.
Produste .eaeluded free the dettaitten of " radioactive drug *3.
under 310.3(a).

There are a limited aunber of radiopharmaceuticate that areregarded genere11y by auslear sedictas emperts to be safe for
their intended purpose which as a matter of regulatory These
diesretion are not regu1sted by the agency as new drugs.

are naturally geaurring radleauclides which are used in trace (sicrocurie) amounto to tag body constituents such se potassiva'

.
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sostaising salto, seine seide er other body metabolites. luch |radiopharmaceuticate any be either coopeanded in-houes or i
ebtained through seenercial thannels.

f
the user of investigational radiopharasseutteal druge (categorise 1
and 3 above) euet, however, obtain the approval of appropriate

!in. house committees asserding to FDA regulatieae. We have briefly
[diseaseed the 11 14 4 ouchevity et the ante (satesery 1) to approve ;

e eesta metokalte ne sharmasekinette studies considered to bo hesic . !research funetiene. Please reter se at cra so1.1 fee seemtsee !taformation. yDA regulattene ernet opevtrtsetti dde . a.4.*4 aa :
gefety consittees which function as the result of the Rtc '

regulattene. FDA rossistione de provide for public or private ;
instituttene to establish Institutional Review seerde (IR3e) with
the roepensibility to approve and review, both initis11y and
perledically, sliniset investigations regulated by the FDA. The IRD

tis ekstged with the responelbility to assure the protection of the '

rights and safety of human subjects. '

e ;-

.

4. Finally, there ta an,asattienet . sesery of peeeeripetan drues I [surrently being marketed without FDA approval which are not |
*

easept free the new drug prevleiene of the Act. These drugs are !.

being reviewed te accordance with Cespliance Policy evide (CPO) t

7132s.02 (copy snelesed). Through this guide the agency will '

eventus11y require all marketed prescription drugs to have FDA
;approval. We are unaware of any radiopharasceuticals that are ;

included in the druge defined by this CPC if there are, this
| CPO would apply. j
' t
i ,

| We hope that the above will clarify our positten regarding your !'

inquiry. If you need further inforestion er assistance. please
| contact our Divielen of Oncelegy and Radiopharmaeutical Drug

,
I Products at 443 4250. i

sincerely yours,

ts h kW$
Paula lotstein e M.D.
Deputy Director (Medical Af faire):
office of Drug tvaluation 1- 1

Center for Drug tvaluation and Reeserch
'

| Encleeures
|
,

i
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R ADIDACTIVE MATERIAL LICENSE

estreuent to the Coliternie Acmenostretiet Cere. Title t!. Cheater I. Subtheater d. Group 2 Lstensong et Medieettles Asentiet, eng en retaunte
en erstemenn end represennetions hererefore neoe by the licenne. * Itense is herebt essued eutherosing the Ileensee to retelve, voo, possen.r

| trenster, er doseest of regieettin meternal 41sted t.etow.' eng to un such requeettore meternet for the purpose (sienget the electis)cosiennered
below. This Intense is subiert to ett sopkeebte evees, retuieroons, and eveers et the Oroertment of Hestth Serv *ces esa er hereetter on erl,et eng
to any cong,toons seecifuegin this hett.se, ,

3 ''"*" "*- 0359 70 is hereby asended in' ' ' ' ' ' " " ' Los Angeles County Harbor UCLA
Medical Center. Environmental its entirety. Amenament ue. 73

2.^**'*** Kealth and Saiety 0iiice *. E**"*r<en rete*
,

1000 Vest Carson Street February 19, 1995
* ~

7terrance, CA 90509 s. s,.soect ea ereatr
~

i
,

A ttentient Jack Patrick Ph.D. Los Angeles County Department of i3

taA4aednn Rafatv officer Maalth tarvican

6. Nuclide 7. Form 8. Possession Limit

A. Hydrogen 3 A. Any A. Not to exceed
20 curies.

B. Any nuclide with B. Any B. Not to exceed 5 curies ;

atomic numbers 3 83 for any one
'

inclusive radionuclide, total not
to exceed 12 curies.

C. Any nuclide with C. Sealed sources manu. C. Total not to exceed
atomic numbers 3 83 factured and distributed 1.5 curies.
inclusive in accordance with a

license issued by the
U. S. Nuclear Regulatory
Commission or Agreement
States

D. Any nuclide with D. Any D. Total not to exceed 100
atomic numbers 84-105 mil 11 curies.
inclusive except:

(1) Special Nuclear
Material

(2) Source Material

E. Any nuclide with E. Sealed sources manufac- E. Total not to exceed 500
atomic numbers 84-105 tured and distributed in millicuries.

except accordance with a license
issued by the U. S.

(1) Special Nuclear Nuclear Regulatory Com.
Material mission or Agreement

(2) Source Material States
i f or the State Departenetti of Health Services

|

.

2
Date January 12. 1989 by

Radiologit Health Sectiors
744 P street, secremento, CA 9f,814

CH 3s60 (t/all
.

1
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6.. Nuclide (cont.) ' 7. Form (cont.) 8. Possession Limit (cont.)
i

F. Source material F. Any F. Not to exceed 350 lbs. (
!
'

G. Carbon 14 G. Any C. Not to exceed
' 10 curies.*

!

H. Cesium 137 H. Sealed source (J. L. H. 1 source not to exceed
Shepherd Model 6810 or 1.150 curies. 3

OR.NL Model A0096)

1. Any radionuclide listed I. Any radiopharmaceutical 1. One curie for each I
'

in Group 1, 2, 3. 4, or listed in Groups 1 radionuclide except :

$ of the Department's through 5 of the Depart- 5 curies each for
form RH2010.R. 'Vell ment's form RH2010.R or Technetium 99s and |

Established Medical listed under an NDA Molybdenum 99., Total '

Uses', or listed under approved by the FDA possession limit not -

an NDA approved by the to exceed 15 curies. .

k

FDA

'J. Any radionuclide listed J. Sealed or solid sources. J. Not to exceed 200 !

in Group 6 of the manufactured labeled, sillicuries for any one |

Department's form packaged, and distributed source. Total
RH2010.R. 'Vell in accordance with a possession limit not .

Established Medical specific license issued to exceed 5 curies.
tse.''. or approved by pursuant to 10 CFR 32.74 .

'

the FDA or a specific license j
issued by an Agreement
State pursuant to f
equivalent state reguia- -

,

tions (except for i

sources manufactured ;

prior to August 16,
,

1974)
.

K. Any radionuclide with K. Sealed sources, manufac- K. Not to exceed 15 milli-
Iatomic numbers 3-83 tured, labeled, pack. curies per source.

inclusive aged. and distributed in Total possession limit
,

accordance*with a spe. not to exceed 500 *

cific licerse.'.ssued to mil 11 curies. ,

the manufacturer by the
U. S. Nuclear Regulatory .

Commission or an Agree- :

ment State
,

,

For the State Department of Hestth Services

January 12, 1989 2,

Date by
Radiologic Health Branch

cw sse a f a/ sal 714 P Street, Secremento, CA 95814
.,1 , ov .

,
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6. 'Nuclide (cont.) '7. Form (cont.) 8. Possession Liait (cont.) f
i

L. Any radionuclide as L. Any radiophoranceutical L. Not to exceed 200 ;.

specified in an IND as specified in an IND aillicuries of '

which has been accepted which has been accepted' Iodine 131 and not to I
-

by the USFDA in writing by the USFDA exceed 500 mil 11 curiesy-
,

-

for any other radio- !
'nuclide. Total

possession limit not to (
exceed 5 curies. '

M. Any radionuclide with M. RIA kits, manufactured, M. Total possession limit ,

atomic numbers 1-83 labeled, packaged, and not to exceed 500
inclusive distributed in accord- sillicutive. .

ance with a specific ;

license issued to the *

manufacturer by the
U. S. Nuclear Regulatory
Commission or an Agree-
ment State

,

9. Authorised Use

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

C., D. E., and G. Tobeusedforresearchanddevelopmentasdefinedin17CCR30h00
(ad) and instructional purposes. Radioactive materials shall not be used in or on
humans.

F. To be used for shielding, collisation, and field' shaping in beam therapy machines.

H. To be used in a J. L. Shepherd irradiator Model 143-45 for irradiation of
materials.

I. To be used 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 accordance with the package insert relative to aindications' and
' doses'. Radiopharmaceuticals listed in Groups 1 through 5 of form RH 2010-R may
be used only as noted belov or as specifically approved by the Harbor UCLA
Radiation Safety Committee.

I

For the State Department of Health Services

l January 12, 1989 2

D:te by

Radiologic Health Branch
w assata/es) 714 P Street, Secremento, CA 95814

.
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.

Group 1 - To be used for diagnostic studies involving sensurement of uptake,
dilution, or excretion but not involving imaging.

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

f-

Sn-113/In 113m.Group 3 - Use of reagent kits including Mo/Tc-99m. Os 191/Ir 191m. '

for preparation of radiopharmaceuticals listedand Rb/Kr-81m generators
in Group .. t

|
Group 4 - To be used for internal therapy not usually requiring hospitalization.'

Grcup 5 - To be used for internal therapy usually requiring hospitalization for
i
t

purposes of radiation safety.
_Use,,of sealed i

To be used only for treatment of cancer or for ophthalmic treatment. IJ. sources in remote af terloading devices is not authorized by this Sub. item.

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

in strict accordance ;

To be used for diagnostic or therapeutic studies conductedwhich have been accepted: L. ,

with manufacturer-sponsored or physician-sponsored IND(s) '

in writing by the USFDA and have been approved by the Harbor UCLA Radiation Safety
Committee.*

To be used for in-vitro clinical testing only. .

H.
t

:I

Radioactive ma'.orial shall be used only at the following locations:10. .

(a) 1000 Vest Carson' Street. Torrance, California (including the Research and
:

Education Institute). '

i

In accordance.vith Section 6203 of the Califarnia Government Code
this license is1

11,
not subject to payment of an annual license fee.|

I

All uses of radioactive material under this license shall be conducted ir,
accordance with the user's application to and modifying requirements of the Barbor12.

UCLA Medical Center Radiation Safety Committee. The review of intramural
to matters specified in Sectior '

applications shall include findings with respect ar.d if human uses isl

30194 of the California Radiation Control Repuistions (CRCR). Documentation of these findings shall be
at issue. Section 30195 (b) of the CRCR.;

maintained for review by the Department or its authorized representatives.
l

i

For the State Department of Health Services

|

January 12, 1989
Date

- by_
Radiologic Health Branch
714 P Street, Sacramento, CA 95814 ,

mM alln la/en
.
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13. Except as specifically provided otherwise by this license, the licensee shall )
possess and use radioactive material described in Items 6, 7, and 8 of this license
in accordance with statements, representations, and procedures contained in the
documents listed below. The Department's regulations shall govern unless the
statetents, representations, and procedures in the licensee's application and
correspondence are more restrictive than the regulations. ,

1

(a) The letter dated July 23, 1987, signed by Edward J. Foley, vith the following i

attachments: |*

(1) Application for renewal of Broad Scope-Type A dated July 23, 1987, signed
)

by Edvard Foley.
.

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

(3) Appendices B through G.

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

(c) The letter dated February 26, 1982, signed by J. V. Patrick, Ph.D. (regarding i

vaste compaction).
'
.

(d) The letter dated July 24, 19g7, signed by Ismael Mena, M.D.
'

(e) The letter dated November l0, 1988, signed by Jack Patrick, Ph.D. |

14. (a) The radiation safety officer in this program shall be Jack Patrick, Ph.D.
.

(b) The chairperson of the radiation safety committee shall be Ismael Mena, H.'D.

I

(c) The custodians of sealed sources f.gI medical therany shall be

Jack Patrick, Ph.D., or M. Herman, Ph.D. .

I

15, Sealed sources possessed under this license shall be tested for leakage and/or
contamination as required by Section 30275 (c) of the California Radiation Control
Regulations. ,

16. 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 leakage prior to any use or transfer to another
person unless they have been leak tested within six months prior to the date of use
or transfer.

r

For the State Department of Health Services
'

2January 12, 1989
'

' Date by -

Radio)ogic Health Branch

as atti W ar) 714 P' Street, Sectamento. CA 95814

- - -~ -- - - _ __
__j.
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17.. Analytical tests for leakage and/or contamination of sealed s ourc e,s shall be ,

performed by qualified individuals designated by the radiation safety o,f f.icer.
_

18. .The following individuals are authorised to collect vipe test samples of sealed i
'

sources possessed under this license using leak test kits acceptable to the
California Department of Hesith Services.'

'
.

(a) The radiation safety officer.

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

19. 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 j

leak test revealing the presence of 0.003 microcurie or more of removable
'

; radioactive material shall be reported to the Department of Health Services,
Radiologic Health Branch, 744 P Street, P. O. Box 942732 Sacramento, CA

94234-7320, within five days of the test. This report shall include a description
of the defective source or device, the results of tha test, and the corrective
action taken.

20. Notwithstanding the periodic leak test required by Section 30275 (c), any licensed
sealed source is exempt from such leak tests when the source contains 100
microcuries or less of beta and/or gamma emitting material - or 10 microcuries or

less of alpha emitting material.

21. The licensee is authorized to calibrate radiation detection instruments (for
Each calibration of a radiation detection instrument shall includepersonal use). forless than 2 points other than zero (separated by 50 percent of full scale)not

each scale of the instrument certified by the licensee.
'

The licensee is authorized to hold radioactive materials with a physi:a1 half-life
,

|' of less than 65 days for decay-in-storage before disposal in ordinary trash.22.

f
provided:

Radioactive vaste to be disposed of in this manner shall be held for decay a(a) |minimum of ten half-lives.

Before disposal as normal vaste, radioactive vaste shall be surveyed to(b) Alldetermine that its radioactivity cannot be distinguished from background.
radiation labels shall be removed or obliterated.

Generator columns shall be segregated so that they may be monitored separately
.

(c) to ensure decay to background levels prior to disposal.

|

.

For the State Department of Health Services

2
January 12. 1989

by
Dove

Radiologic Health Branch
714 P Street, Sacramento, CA 95814

tw ass t (2/s2)
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23. The licensee is autherited to use a radioactive vaste compactor for compacting
radioactive vaste under the.following limitations:

.

(a) Compacting of radioactive vaste is prohibited if the radioactive vaste
|
.

contains:
;

'
(1) Unsealed radioactive material other than contaminated atticles:

'.

(2) Alpha emitters other than source material:

(3)* Strontium 90 or

(4) Radioactive material in liquid form. ,

(b) The radioactive vaste compactor shall be used in accordance with statements, i

representations, and procedures as described in Condition 13 (c) of this
license except as specifically provided otherwise by this license.

P

(c) The licensee shall test areas near the compactor considered most likely to be
contaminated for removable contamination at intervals not less frequently than
weekly, or if used less frequently than weekly, af ter each use. Results of '

such tests shall be maintained available for inspection. If removable ;

contamination exceeds 2,000 disintegrations per minute per 100 square
centimeters, the licensee shall immediately decontaminate the area.

24. The licensee is authorized to dispose of liquid scintillation media and animal t

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). ,

25. Except as othervise specifically provided by this license, radioactive
pharmaceuticals to be administered to humans shall be procured in prepackaged,
precalibrated form from a supplier who is registered with the U. S. Food and Drug
Administration in accordance with Section 510 of the Federal Food, Drug, and e

iCossetic Act, or licensed as a radiopharmacy with the California Board of Pharmacy,
and who guarantees the pharmaceutical quality 'of each product. ,

e

Except as otherwise specifically provided by this license, radioactive biologicals26.
(including human serum albumin) to be administered to humans shall be procured in
prepackaged, precalibrated form free a supplier who is licensed for the preparation
and distribution of such products by the Division of Biologics Standards of the
National Institutes of Health, pursuant to Part 73 of the Public Health Se rvic e
Regulations, or by the Bureau of Biologics, U. S. Food and Drug Administration, or
from a radiopharmacy licensed with the California Board of Pharmacy.

For tne State Department of Health Services

2
January 12, 1989

byDate
Radiologic Health Branch
714 P Street, Sacramento, CA 95814nw assa (2/es)
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27. Radioactive materials prepared, processed, or modified by the licensee shall not be
.

administered to humans except as specifically authorised by this license.

:28. Technetium 99m,' Iridium 191m, and Indium 133 generators approved by the Department
may be used as sources of radioactive materials for use in preparations to be
administered to humans, provided the generators are used in strict accordance with

tthe manufceturer's instructions,

29. Where users 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.

30. Technetium 99m labeled pharmaceuticals prepared by the licensee by aseptic addition
of pertechnetate to sterile, pyrogen-free reagents procured in the form of kits j

vhich have been approved by the Department, say be administered to humans provided *

all instructions and recommendations contained in the manufacturer's package insert
information are strictly followed, and provided the radioassay of the final produe
is determined with an overall error not exceeding ten percent.

31. Counting equipment for radiometric assay of pharmaceuticals, body fluids, excreta,
or in vitro assay samples 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. ,

32. The licensee shall not use radioactive asterial in the form of gas or aerosol in
such a manner as to produce an airborne concentration exceeding the appropriate ,

limit specified in Section 30266 or 30269 of the California Radiation Control
Regulations.

33. Where clinical test studies of a new radiopharmaceutical product are authorised by '

this license, the responsible physician shall observe all subjects for any
significant reactions, and shall prepare and saintain reports of such reactions,
and of the clinical efficacy of each study. Cop,ies of all such reports shall be
provided to the sponsoring firm supplying the product within 30 days of completion
of the clinical test series. Any adverse reactions shall be reported immediately ,

to the Department of Health Services.

34. The licensee shall not routinely use doses exceeding those specified in the
Department's ' Routine Uses' list unlesas (a) a noncoutine authoriaation for use of
a different dose range is included in the license, or (b) a ' Notice of Intent' has

'
been filed with the Department.

s

For the State Department of Health Services
2January 12, 1989
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Radiologic Health Branch
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35. No clinical trial authorized in Subitem L of Items 6 through 9 of this license
shall be initiated prior to the investigator's receipt and review of the following: .{

(a) Necessary informational material, including a description of prior )
investigations and experience with the agent, a protocol for perforzance of
the study, a copy of the proposed package insert information including any )
hazards or contraindications, investigators' :ase report forms, and patient )

Jdosimetry calculations.

~(b) 'Vritten certification by the sponsor that the relevant IND has been accepted
as of a specified date by the U. S. Food and Drug Administration and that that )

agency has no objection to initiation of the investigation.

(c) Vritten certification by the sponsor that a copy of the relevant IND and of i

the U. S. Food and Drug Administration letter of acceptance has been filed i

with the State Department of Health Services, j
|

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

S7. Physicians participating in clinical trials shall obtain the informed consent of |
all human subjects of such investigations in accordance with 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.)

38. The licensee shall give prompt notification to the Radiologic Health Branch, as
well as to the sponsor, of ' any serious problems encountered with, or adverse
reactions attributable to, any investigational radiopharmaceutical. ,

.

39. The expression 'IND' as used in this license shall be interpreted to mean only a .

'

Notice of Claimed Investigational Exemption for a New Drug, prepared in the format
designated ' Form FD 1571', as described in Section 130.3 of Part 130 of Title 21
(Food and Drugs) of the Code of Federal Regulations.

40. 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.

41. Treatment and management of patients receiving therapeutic quantities of unsealed >

radioactive materials shall be in accordance with guidance contained in Chapter 4 ,

NCRP Report No. 37, ' Precautions in the Management of Patients Vho Have Received
4

For the State Department of Health Services

2January 12, 1989
Drie by
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Therapeutic Amounts of Radionuclides' (NCRP Publications, 7910 Voodsont Avenue, !
Suite 1016, Bethesda, Maryland 20814).

42. Treatment and management of patients unde rgoing brachytherapy shall be. in
,

accordance with guidance contained in Chapter 5, ' Safety Precautions in Clinical
Appilcation*, NCRP Report No. 40, Protection Against Radiation From Brachytherapy i

Sources (NCFP Publications, 7910 Voodsont Ave,nue, Suite 1016, Bethesda, Maryland |
|20814).
|

43. If there is reason to suspect that a medical radium source may be leaking or
contaminated, it shall be tested before further use, by a method acceptable to the
Department of Health Services, and a report of the test results and the action i

taken shall be submitted within 30 days to the Radiologic Health Branch, i

1

l 44. Notwithstanding the six-month test interval requirement of Section 30275 of the
California Radiation Control Regulations, medical cesium sources (3M Company |

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 i

at three-year intervals, provided that the test method 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 authorized

* representative.

45. Except for plutonium contained in a medical device designed for individual human
application, no plutonium, regardless of form, shall be transported in an aircraft
unless contained in packages the design of which the NRC has specifically approved
for transport of plutonium by air.

46. Bioassays shall be performed within 72 hours for persons preparing and/or
administering therapeutic que.ntities of Iodine F , in liquid form. *

,

.

/

For the State Departrnent of Health S vices

2
January 12, 1989
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