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HOSPITAL SAN PABLO !

(oALLE SANTA CRUZ NO. 70 ~ ;

- URt. SANTA CRUZ
'

P. O. Box 238
' SAYAMON, PUERTO RICO 00621 6036 TEL 706-7474 i--

, e

E ', September 21, 1988. :

y .

U.S.: Nuclear Reaulatory Comission, Region II
Nuclear Materials' Safety Section ,

:101 Marietta Street,-Suite 2900
Atlanta.. Georgia

'

30323 j
m . t

To whom it may concern.'
,

This'1etter represents'an application for_ material license renewal. OurL
license number is 52-21325. We are proceeding according to comunication-
sent by FAX and mail,on August.19, 1988 (see copies attached), ;

As?instructedonthez."InstructionforPredarationofApplicationfor {
License Renewal" leaflet (Form FCML:A, Enclosure 1), we proceed as follows: '

1

m 1; 'There have been no changes'in our licensed activities.. There :
have been no chances in authorized users. There have been'no .i
changes in our activities according to amendments of regulations, j

2.. Information and documents submitted in March 15 and June 30, 1983,c

describes all. activities in our" laboratory. No changes have occured"

since then, a
;

3. If any further information is needed, please contact:

Mr. Jorge Torres, MHSA~ ,

Associate Administrator
'

_ Hospital San Pablo- 1,

Tel.(801)740-4747 Ext. 234-
1

Mrs. Nilsa Guzm6n, C.N.M.T.
'

Radiology and Nuclear Medicine Department Manager '
,

Hospital San Pablo ]
'

Tel.(801)740-4747 Ext.337 !

i

i

Thanks for your cooperation and prompt response to this matter.
;

,

Cor ially yours, , ;

,,

c. ei,-*n
Jorge A. Torres, MHSA
Associate Administrator

MNkb DR Em

' 52-21325-01+ a

'
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Enclosure:

1. Copy of License

2. Copies of previous communications.

3.. Fees for license renewal
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June 30, 1983 i

e- ;

;

Mr'.-Earl. G. Wright 1

Material-Certification and Procedures Branch
U. S. Nuclear Regulatory Commission |
Washington, DC 20555 j

RE: Control No. 14270
'

f

Gentlemen: 1

!

This is in reference to your. request for additional-information ;

about our application for a materials license dated March 11, ;

1983. Each item, as indicated on June 7, 1983 letter, is i

answered as follows: !
:

The Radiation Safety Officer (RS0) in a day to i<A. ITEM 5 -

( day basis will be Dr. Ren6 Dietrich.
;

.

B. ITEM 8 - At the present time the only material considered :
to be used from Group IV and V is Iodine 131.

*

Both Dr. Dietrich and Dr. Medina, are authorized ,

under License No. 52-14931 to use I-131 as Iodine :
to treat hyperthyroidism'and thyroid carcinoma.
Additional information will be provided by-these !
doctors, if needed, for other material under i

| Group IV and V. *

1

l' C. ITEM .

We do not have a fume hood in our laboratory. But !11 6 19 --

the only circumstance that workers will be exposed ii.

! to fumes from Iodine 131 is when treatment of !

thyroid carcinoma is carried out. This procedure! .

| #' is not a routine, it is the exception. When a
,

patient is considered for treatment he is0, hospitalized. The total dose to be given is
requested from the supplier and the same patient !

~r

drinks the I-131 dose from the shielded vial .I
'

using a plastic straw, under the supervision of ;

COPY SENT REG 10N _

,

j
'

P.O. Box 236, Bopm6n. Puerto Rico 006216036 -- (809) 786-7474 i

i
1;

_ __ _ , . - _ . _ . - -
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'~ June 130,11983 -
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tihe authorized medical licensec.- This' procedures
- -

Lwill be' carried 'not' more than one ';(1) per month- :
* -

E,- or less.- As-a: routine surveys in each aatient- |,

room will be conducted, and thyroid uptaicifor: '0
"

<
-

k '; ~ -each worker-in theLlaboratory carried'out every: .;
,

5 six months'. Withithis limited working time the '.
k~ ' ' c probabilityLof exceeding the-maximum inyakeTof: -|

' '

-

radioactive-material.is negligible. When thel'

' dose- to be given is,less that ten '(10) millicuriesp. ' ' " the_use'of capsulesris preferable'and implemented.
,

'

i
n ,

.

I Y-
,,

', DL . ITEM-12-* The training program foticia Nuclear- Medicine j.

s; , employees and related personnel was. revised and ;
'

covers all the pertinent items indicated in
El

;

'|"
~

110 CFR Part 19 and in the; Regulatory Guidev
< ,

<mv -Page=10.8:-u8., When implemented, lesson plans *
N and; participation records will be available'for'
[, . inspection. '

,

u. - ,- =,c

h, H.
. ITEN 13 ! Procedures for ordering,and receiving-radioactive- J7. :EL

.

:

- - ; material:1 4e
:;% q
L

,

g , i.
* * ~

J The following additional instructions and control's -1L' are included in the hospital: procedures-forl
.

;

p T' ordering.and receiving radioact ive material .- 1p ,y ;
.L 1. ' Ordering radioactive material:- .a

;[ . 1o

R 1, a; Provide written records'identifyingzthef a
-

,

Lw 1sotope, compound, activity and-supplier. 1a-

[ _
b.- The written-records-will be reference

* '
when openingLor storing radioactive,

shipment.
,

%[ c. All written request shall be' signed by
the authorized physician user,,

,

>* d. . The same procedure applies to all orders#

,

7 'of radioactive material
'

.. .
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I Mr. Earl G. Wright
Page 3o

; ~ June 30, 1983
.

L
-

.

I
l

5. During normal working hours carriers will
1 . be instructed to deliver radioactive
I packages directly to the nuclear medicine
!' laboratory.
:
p
!- Picase consider the above additional information in order to

. expedite the consideration of our license request in such a way
that we can start = providing the service our patient s arc demanding.~

I
'Cordially.,

_

f .,
.%;

-

-- % _.m

,3
Santiago Rivc\ra Ort .,,MHSA
Associate Adm4nistra or-

,

als

cc Mr. Danic] Torres,

i- Physicist Consultant

i Mr. Roberto Herndnde
L - Administrator

Dr. Jos6 Anzalotta
Chief, Radiology Department

o

k
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, ,

~"

. . . - - +
,- ~

.__

U.S. Nuclear Regulatory Commission
Material Licensing Branch
Division of Fuel Cycle and
Material Safety

h'a shingt on , D. C. 20555

Gentlemen:

Enclosed please find, duly completed and signed,

the Application for Materials License-Medical. Also,

check #25300 for $190.00 corresponding to the

application fee.

If additional information is needed, do not
.,

hesitate to contact with our offices. Thank you.

Cordially, (2A
e . g

Santiago R2Vera or z, MHSA
Associate Administ tor

als
.

Enclosures

LE:Ed CZ BW C9.

p200
\ P.O. Box 236. Bovom6n Puerto Ako 006216056 - (809) 786-7474

L.
. . . . . - . - . . . . . - . - - . . _ _ .__
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3 FOHu NRC-313M U.S. NUCLE AR REGULATORY COMMIS810N
^

APPLICATION FOR M ATERIALS LICENSE - MEDICAL GAIR[sh
**

10 CF R 36

1N81 R UCT|ONS - Conw rte we 1 mrouph NIf sis e m initierwelketion or en wprecet>on for renewer of a licenn Une suppormentet shwesa

enhere neceame". Isen N nuet be completed on eH erviscattern and signett, Rotein one copy. Submit originntand one copy of ennire
optketion to : Director. Office of Nucteer Meteriear Seroty end Sefeeverds. V.S. Nuclear Regulatory Commheion, Weenington. O.C.
20655. Upon approvalof this applicotton. ne awlkent eritt receive o Meterials Lkerne. An NRC Meterials Lkenne k smeed in accord-
erre eetth the poneret respuerements contained M Titee 10. Code of federal Regulatiors. Port 30. end the Lkenene h sub ect to Title 10.i 'Code of federal Reputerioru. Peru 19. M md M entf he lucener for provision of Titte 10, Code of federe! Reputations. l' art 170. The
ticonse fee cetopory shoukt be storedin item N and the awraprieer fee encioned.

1.a. NAME AND MAIL 1NG ADDRESS OF APPLICANT (instfrur/on, 1.tt STREET ADDRESS (ES) AT WHICH RADIOACTIVE MATERIAL
f/rm, clin /e, physicien, etc) INCLUDE ZIP CODE WILL BE USED (If difkrent frorn f.4) INCLUDE ZIP CODE

llOspital San Pab1O #70 Santa Cruz St.
PO box 236 Urb. Santa Cru
Bayam6n, PR 00621-6036 Bayam6n, PR 00619 '

8v3-TE LEPHONE NO. ARE A CODE ( 8 0 9) .2.86.- '7 A '7 4
-

2. PERSON TO CONTACT REGARDING THIS APPLICATION 3. THIS IS AN APPLICATION FOR: (Check oppropriaer /Wm)
. a Q NEW LICENSEMr. Santiago Rivera Ort 12 b O AMENOMENT TO LICENSE NO. IA^# r

c. O AENEWAL OF LICEN9'! NO. N OJ
TE LEPHONE NO.: ARE A CODE (8 0 9 786 - 7474

4. INDIVIDUAL USE RS (Neme indv/ duals who w/// use or directly 5.R ADI ATION 3AFETY OFFICER (RSO)(Neme ofperson des / read
supervise use of redlonctive material. Compten Supplemeens A and B es radiation setery officer. If other then Individualuser, compiere reeu-
for each individual.) me of sreining and owerence en in Septement A)

Dr. Ren6 Dietrich Mr. Daniel TOrres, MS
Dr. JOs6 T. Medina

6.st RADIOACTIVE MATERIAL FOR MEDICAL USE
MAXtMUM MARK MAXIMUM

ITEMS POSSESSION ITEMS POSSESSIONADDITIONAL ITEMS: DESIRED LIMITSRADIOACTIVE MATE RI AL DESIRED LIMITS
LISTED 1%; "X" (In millicuries) "X" (In millicuries)

'

IODINE.131 A3 IODIDE FOR TREATMENT
10 CFR 31.11 FOR IN VITRO STUDIES OF HYPERTHYROIDISM

x 100
10 CFR 35.100, SCHEDULE A, GROUP l AS NEEDED PHOSPHORUS 42 AS SOLUBLE PHOSPH ATE

X FOR TREATMENT OF POL)CYTHEM1A
VERA, LEUKEMIA AND BONE METASTASES

10 CFR 36.100, SCHEDULE A, GROUP 11 AS NEE DED
PHOSPHORUS 32 AS COLLOIDAL CHROMIC
PHOSPH ATE FOR INTRACAVITARY TREAT-

10 CF R 35.100, SCHE DU LE A, GR OUP lil MENT OF MALIGN ANT EFFUSIONS.
N 'i M GOLD-198 AS COLLOID FOR INTRA.

CAVITARY TREATMENT OF MALIGNANT
10 CFR 35.100, SCHEDULE A, GROUP IV AS NEEDED E F FUSIONS.

IODINE-131 AS IODIDE FOR TREATMENT
10 CFR 35.100. SCHEDULE A, GROUP V AS NEEDED OF THYROID CARCINOMA x 150 mci

XENON.133 AS GASOR GASIL* SALINE FOR
10 CFR 35.100, SCHEDULE A, GROUP VI DLOOD FLOW STUDIES AND PULMONARY

FUNCTION STUDIES.

6.b. RADIOACTIVE MATERIAL FOR USES NOT LISTED IN ITEM 6.a. (seeleowurca up tosmciusea far
celibration end reference standards ero authorized under Section 35.14fd),10 CFR Port 35, and NEED NOT BE LISTEDJ

CHEMICAL MAXIMUM NUMBE R
ELEMENT AND MASS NUMBER pgyp,NCL ORM OF

|

-

| jd
|

l

F O RM N RC-313Mj .

W78)
i
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Ii" INFORMATION REQUIRia, * 4 ITEMS 7 THROUGH 23 v .

,

N For iterns 7 through 23, check the appropriate box (es) and submit a aetailed description of all the requested information. Beglri
sech item on a separate sheet / Identify the item number and the date of the application in the lower right corner of each page, if
you indicate that an appendix to the medical licensing guide will be followed do not submit the pages, but spectfy the revision
number and date of the referenced gulde: Regulatory Guide 10.8 , Rev. 1 Date: October i980

,

15. GENERAL RULES FOR THE SAFE USE OF .7. MEDICAL ISOTOPES COMMITTEE RADIOACTIVE MATEDIAL (Check Onel
.

!

"'
Names and Specialties Attached; and Appendix G Rules Fol! owed;or

y

Duties as in Appendix B; or Equivalent Rules Attached [
h -X (.; heck One) *

Equivalera Dudes Attached 16. EMERGENCY PROCEDURES (Check One)

$ Appendix H Procedures Followed;orB. TRAINING AND EXPERIENCEp

piemogts A gached for Each individual User; Equivalent Procedures Attached [

Supplement A Attached for RSO. See notc 17. AREA SURVEY PROCEDURES (Check One) {

9. INSTRUMENTATION - (Check One) ' Appendix 1 Procedures Followed;or

Appendix C Form Attached;or Equivalent Procedures Attached
.

*

List by Name and Model Number 18. WASTE DISPOSAL (Check One).g
''10. CALlBRATION OF INSTRUMENTS Appendix J Form Attached;orx ,

Appendix D Procedures Followed for Survey Equivalent information Attached. i
e t,- |nstruments: orx

(Check one)
Equivalent Procedures Attached;and 19. THERAPEM USE M R AD&H ARMACEWAG(Check One)

f Appendix D Proadure.s Followed for Dose . p
4 "X Calibrator;or x Appendix K Procedures Followed;or. 1

(Check One)
L Equivalent Procedures Attached Equivalent Procedures Attached

| .

11. FACILITIES AND EQUIPMENT " 20. THERAPEUTIC USE OF SEALED SOURCES

.( Description and Diagram Attached Detailed Information Attached;andy

12. PERSONNEL TRAINING PROGRAM Appendix L Procedures Followed;or
(Check One)

h x Description of Training Attached Equivalent Procedures Attached

' PROCEDURES FOR ORDER'NG AND RECElVING PROCEDURES AND PRECAUTIONS FOR USE OF
' RADIOACTIVE MATERIAL 21. RADIOACTIVE GASES (e.g., Xenon - 133)

$- X Detailed Information Attached Detailed Information Attached -

^
PROCEDURES FOR SAFELY OPENING PACKAGES

22. RADIOACTIVE MATERIAL IN ANIMALS14. CONTAINING RADIOACTIVE MATERIALS
(Check One) Detailed Information Attached

Appendix F Procedures Followed;or
23 RADIOACTib' MATERIAL SPECIFIED IN ITEM 6.bx ,

Equivalent Procedures Attached Detailed information Attached-

FORM NRC-313M

_ _ _ .
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24 PERSONNEL MONITORING DEVICES
TYPE

SUPPLIE R EXCHANGE FREQUENCY(Check appropriese box /

i
FILM bandauer Co, Monthiv,

"
e. WHOf . t

90DY.' TLD
,,.-.

OTHE A 15pecify/

.

F ' '"X Landauer Co. Monthly
ti, FINGER TLD

I

OTHEIt (Specify)

FILM
>

c, WRIST TLD

OTHER (Specify)

d. oTHER (Specify)

Pocket dosimeters wil.1 be available for visitors in -the labora tory i

and also for nurses when 1-131 be used for treatment of thyroid '

careinoma.

i

f

25. FOR PRIVATE PRACTICE APPLICANTS ONLY ld e. HOSPITAL AGREEING TO ACCEPTPATIENTS CONTAINING R ADIOACTIVE M ATERIAL
N AME OF HOSPITAL tx ATTACH A COPY OF THE AGREEMENT LETTER

,

SIGNED BY THE HOSPITAL ADMINISTRATOR.
Mall.ING ADDRESS

c. WHEN REQUESTING THERAPY PROCEDURES,
ATTACH A COPY OF R ADI ATION SAFETY PRECAU.i CITY STATE j ZIP CODE TIONSTO BE TAKEN AND LIST AVAILABLE

I RADIATION DETECTION INSTRUMENTS

26. CERTIFICATE'
(17 sis item must be completed by applican t)

The appilcent and any official executing this certificate on behalf of the applicant named in item 1e certify that this application is prepared in
conformity with Title 10, Code of Federal Regulations, Ports 30 and 35, and that allinformation contained herein, including any supplements
etteched hereto,ls true and correct to the best of our knowledge and belief.

!

C L; man cFstTiny| dO d4AL.lsignature/ .

'ke. LICENSE FEE REQUIRED h(See' Section 170.31,10 CFR 170)
(11 N AME (TVpe n ! Prints

Santiano Rivera Orti.
(1) LICENSE FEE CATEGORY: (2) TITLE

Human Use of Byproduct Material Associate Administrator
c. DATE

(2) LICENSE FEE ENCLOSED: $ $140.00 March 15 , 1983
FORM NRC-313M (8-78)

Page 3

i ' '
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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PRIVACY ACT STATEMENT

Pursuant to b U.S.C. 552a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93-579), the following
statement is furnished to individuals who supply information to the Nuclear Regulatory Cornmission on Form NRC-313M.
This information is maintained in a system of records designated as NRC 3 and described at 40 Federal Register 45334
(October 1,1975).(

1. AUTHORITY Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE (S) The information is evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30-36 to determine whether the application meets the requirements of the Atomic Energy Act of 1954,as amended,
and the Commission's regulations, for the issuance of a radioactive material license or amendment thereof,

3. ROUTINE USES The information may be used: (a) to provide records to State health departments for their information
and use; and (b) to provide information to Federal, State, and local health officials and other persons in the event of inci-

Ident or exposure, for their information, investigation, and protection of the public health and safety. The information
may also be disclosed to appropriate Federal, State, and local agencies in the event that the information indicates a
violation or potential violation of law and in the course of an administrative or judicial proceeding. In addition, this in-
formation may be transferred to en appropriate Federal, State, or local agency to the extent relevant and necessary for
a NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency's decision about
you. A copy of the license issued will routinely be placed in the NRC's Public Document Room,-1717 H Street, N.W.,
Washington, D.C.

4. WHETHER DISCLOSURE IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING
INFORMATION Disclosure of the requested information is voluntary, if the requested information is not furnished,
however, the application for radioactive material license, or amendment thereof, will not be processed,

5. SYSTEM MANAGER (S) AND ADDRESS Director, Division of Fuel Cycle and Material Safety, Office of Nuclear Mate-
rial Safety and Safeguards, U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

~
..

4

!

i

.

FORM NRC-313M
(8-78)

|... .
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Wp g ? 2h ! DrW.Jos6hTsNedical-jRa_diologistL - ~,,

Qif . 13k fMrkSantiago;Riverai0rtiz " Associate. Administrator-- .
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pat * L4 M MrL Daniel +Torress-BMedicalfPhysicistl ' 4

f i Miss"1MzXde.vLourdes) Ri've'r'aM Nursei . m , " ~
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W f' 1DritRen6KDietrich'-. andlDr. Jos6?T. Me'dinalareDauthorized ,

c

E ; tu sers t 'under ( N . R'. C'. Licensc L(# 52 -14 931 - 01) f a t 0Ba yam 6n' v %,3<

p'~'

9- Xt. Ray? Laboratory.- -
' '

'. +N 1.
-

j
.
a

.

,

~ .

;p @.7 m& 3 -iB|.7 eMr NDan_ielhTorres , MS, Thas"N.R.C. License E(#52m18306-01).w
'

g

aw . . . .. . . .,
, ; ;.

~'

e

\# 52 10270;snRlSLO:.' forjlicenses: # 52-113598-03,c# 52-1183290.2,7 |.. A1:s ol he"i -64 ' -
p%. .g wa , , ,- .w , ,,
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TM e:, FITEM ; # 9 3-- -Instrumentation'
.

, ,

'

~ ~ a.- .

f| Y ^ | S,5
, z

\
__

*d __iSurveyimeters:
. i . . .

'

'
+' e

Mp 14;, V1 M VictorcenLThyaclIIIcor.Model 491 ; m

fDeN L2F Nuclear Associatesl:' Mini:monitorill
~% L3. -Picker Dose? Calibrator,

@Q, * M , i4b 'PickerTDyna?CameraH4/15
,

'
''

D ?5". E Pi^cker Clinica 11 Analyzer
.

.

@:f. , ', p' ' 6 ".
E- *

.
(Pi~cker Counter (' scaler) Probetfor Iodine Up-takr Pu rp os'e s. '

:
& ly O p! -

I

f My* ,-
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$ S h '/,SITEM+#10.-1Calibr'ation of: Instruments-
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f% 'iA11& instrument:calibratjons*willEbe made.by our R.S.O., Mr. Daniel-
T", .Torres',iwh'o'is authorized by license and experience as shownLin~

P F enclosed? letters.'
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" ITEM #11J JFacilities and Equipment-

The Nuc1 car Medicine Laborat'ory;will be localized in an ann'ex
building: adjacent to the main hospital and designed to accomodate
a.C.T.. Scanner and Ultrasound Unit and the Nuclear Medicine" '

'
Laboratory. The total area is designed for special studies and
only personnel involved in such activities will be around. .

'

Patients.will be accepted by' previous appointments.

' A'11: walls are made of concrete and the areas designed for storage
:and decay will have Icad bricks nest. Also an."L-Shape: block",

.will'be available'for technologist protection. A home-made lead
nest will be availabic for waste area.

The hot laboratory room will have only one (1) entrance and only-
authorizedipersonnel will have-access to it. The environs ot
the laboratory.will be doctors' offices and the area of the
C.T. Scanner.

The walls thickness-has been evaluated considering the highest
amount of radioactive' material requested and the energy of such
isotopes, Routine daily surveys will demonstrate if additional
lead. shielding-is-needed-in the hot room.

ITEM # 12 - Personnel Training.

Out laboratory' personnel has been working in nuclear medicine
laboratories for-many years. Even though they will be instructed
before assuming duties in our.bospital as part of.the continuous
' education program mandatory for all personnel.

The hospital R.S.O., Mr. Daniel Torres, will include the following
. topics during-training. periods:

' a. ' Radiation Safety and Radiation Protection
- b '. License Limitations and Requirements
c. Safety Around Storage Areas

-

d.. Pertinent N.R.C.-Regulations and State Requirements
~

c. How to Report. Incidents and Response to Emergenci Q
ef. How'to Use and Interpret Film Badges.and Dosimeters<

g. 'AlliHospital Safety Regulations

x
ITEM # 13 - Procedure for Order.ing and Receiving Radioactive

Material

a. The Chief Nuclear Medicine Technologist with the authorization
of the Medical Director will place all orders.

"
b. When; accepting delivery, a log book will be kept giving date,

time and isotopes received in addition to name of person
receiving and delivering.

V
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APPENDIX O '

,

''

MODEL PROGRAM FOR MAINTAINING OCCUPATIONAL RADIATION EXPOSURES ~ i-

AT MEDICAL INSTITUTIONS ALARA [
Hospital San Pablo -!

,

- (Licensee's Name)
:

March 15, 198 3
'

(Detel

1. , Management Commitment 2. Radiation Safety Committee (RSC)2. |

a. Review of Proposed Users and Uses ia. We, the management of this (medical facility,
hospital, etc.), are committed to the program
described in this paper for keeping exposures (1) The RSC will thoroughly review the 'i
(individual and collective) as low as is reasonably qualifications of each - applicant with '

,

achievable (ALARA). In accord with thi.s com- respect to: the types and quantities of
mitment, we hereby describe an administrative materials and uses for which he- has >

organization for radiation safety and will develop applied to ensure that the applicant will
the necessary written policy, procedures, and be able to take appropnate measures to'
instructions to foster the ALARA concept with- maintain exposure ALARA.' '

: in our institution. The organization will include '

- a Radiation Safety Committee (RSC)' and a ( 2) When considering a new use of byproduct [Radiation .' tfety Officer (RSO).' material, the RSC will review the efforts -
3

of the applicant to. maintain exposux
b. We will perform a formal annual review of the ALARA. The user should have systematized

radiation safety program, including ALARA procedures to ensure ALARA and shall
considerations. This shall include reviews of . have incorporated the use of special
operating procedures and past exposure records, equipment such as syringe shields, rubber

,

inspections, etc., and consultations with the gloves, etc., in his proposed use. |
radiation protection staff or outside consultants. ~

(3) The RSC will ensure that the userjustifies
c. Modification to operating and maintenance pro- his procedures and that dose will be ALARA

.

cedures and to equipment and facilities will be (individual and collectivel.
- made .where they will reduce exposures unless-

,

. tite cost,.in our judgment, is considered to be h. Delegation of Authority|

|- ' unjustified.' We will be able to demonstrate, if
| necessary, that improvements have been sought, (The judicious delegation of RSC authority is
| that modifications have been considered.and that esser.tial to the enforcement of an ALARA
j, they have been implemented where reasonable. program.)
|. Where modifications have been recommended '

but not implemented, we will be prepared to (1) The RSC will delegate auth'ority to the
'

i4 describe the reasons for not implementing them. . RSO for enforcement of the ALARA
,

concept.
i d. In addition to maintaining doses to individuals

.

*
,

as far below the limits as is reasonably uchieva ble. (2) The RSC will support the RSO in those
i the sum of the doses received by all exposed . instances where it is necessary for the RSO - )

p individuals will also be maintained at the lowest to assert his/her authority, Where the
i practicable level. It would not he desirable, for RSO has been overruled. the Committee

example, to hold the highest doses to individuals will record the basis for its action in the
to some fraction of the applicable limit if this minutes of the Committee's quarterly
involved exposing additional. people and signif- meeting...

| icantly increasing the sum of radiation doses
, received by allinvolved individuals.

I
g The RSO on s"1vate practice physician licenses wiH assume the '

Private practice physician licenses do not include an RSC. responsihHities of the RSC under Secuon 2.

l .

10.8-57
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c.1 Review cf ALAR A Program (2) The RSC willansure that auth:rized users. - )

~ workers, and ancillary personnti who may !.

A (1) The RSC will encourage all users to review be exposed to radiation will be instructed - Q,

current procedures and develop new pro- in the ALARA philosophy and informed ..t

cedures as appropriate to implement the that management, the RSC, and the RSO P1!
ALARA concept. are committed . to implementing the )

'

2 . .
ALARA concept. :1

(2) The RSC'will perform a quarterly review J
' of occupational radiation exposure with c. Cooperative Efforts for Development of ALARA j

,,
particular attention to instances where- Procedures

= Investigational Levels in Table 01 below iI
are exceeded. - The principal purpose of - Radiation workers will be given opportunities. ;

this review is to assess trends in occupa- to participate in formulation of the procedures
,

tional exposure as anin< tex of the ALARA that they will be required to follow.
I-. - program quality and in decide if action is 'u
j warranted when investigational Levels are (1) The RSO will be in close contact with all- i

exceeded (see Section 6).3 users and workers in order to develop
,

ALARA procedures for ' working with ~
(3) The RSC will evaluate our institution's radioactive materials. - ;

overall efforts for maintaining exposures '
i<

'3 ALARA on an annual basis. This review (2) The RSO will establish procedures for 3
J will include the e(forts of the RSO, autho - receiving and evaluating the suggestions of j

rized users, and workers as well as those individual workers for improving health +

L of management. physics practices and will encourage the . {
use of those procedures, q

: 3. Radiation Safety Officer (RSO) ;4
. .

d. Reviewing Instances of Deviation from Good ~ r

a. 1 Annual and Quarterly Review ALARA Practicas y

!. ;

~(1) Annual review of the radiation safety pro - The RSO will investigate all known instances - .. |
gram. The RSO will perform an annual re- of deviation from good ALARA practices and, O''
view of the radiation safety program for if possible, will determine the causes. When the i}
adherence to ALARA concepts. Reviews cause is known, the RSO will require changes s ;

of specific proceduru may be conducted in the. program to maintain exposures ALARA. ;
on a more frequent basis.

. :
4 - Authorized Users ;

.

(2) Quarterly review of occupational expo-
.

,

sures. The RSO will review at least quar- a. New Procedures involving Potential Radiation
7

terly the external radiation exposures of Exposures.
,

_, authorized users and workers to determine
.

j
that their exposures are ALARA in accord- (1) The authorized user will consult with, and :
ance with the provisions of Section 6 of receive the approval of, the RSO and/or . '

-

this program. RSC during the planning stage before using -

radioactive materials for a new procedure. I
(3)- Quarterly review of records of radiation y

level surveys. The RSO will review radia- (2) The authorized user will evaluate all proco- i

tion levels in unrestricted and restricted dures before using radioactive materials
areas to determine that they were at to ensure that exposures will be kept -
A LA RA levels during the previous quarter. ALARA. This may be enhanced through

the application of trial runs.
h. Education Responsibilities for ALARA Program

b. Responsibility of Authorized User to Persons
(1) The RSO will schedule briefingsund educa- Under His/Her Supervision

tional sessions to inform workers of -

ALARA program efforts. (1) The authorized user will explain the
ALARA concept and his/her commitment
to maintain exposures ALARA to all per-

3 *

The NRC has emphashed that the Investisational Levels in this
prostam are not new dose limits but, as noted in ICRP Heport 26. _}l

*

" Recommendations or the InternationalCommission on Radiolosical (2) The authorized user will ensure that per-
~

Protection, utve as check points above which the resulta are con. i

' e'dered surnciently important to justiry rurthet investigations. sons under his/her supervision who are d

i O.8-58
-

$ _-m_m_--_m- - _ _ _ _ _ _ _ _ _ _ _ _ - = _ _ _ - _ . _ _ ____.____-____m_ _ _ . _ _ _ _ _ _ _ - __m_ _



_
.- m%% -

..

,'k J [
*

V. 2i,
.,

subject to occupational radiation expo- a. Quarterly exposure of individuals to less than-
sure are trained and educated in good Investigational Level L

Y health physics practices and in maintaining
,

,'i
*

exposures ALARA. Except when deemed appropriate by the RSO, -|'

"'
.

no further action will be taken in those cases ;,
, ,, .

' * where an ' individual's exposure is less than i
' 5. Neons Who Receive Occupational Radiation Exposure Table 01 values for the Investigational Level I.

a. The worker will be instructed in the ALARA b. Personnel exposures equal to or greater than j' concept and its relationship to working proce- . Investigational Level 1, but less than Investiga- 1

dures and work conditions, tional Level 11. ]

b. ' The worker will know what recourses are avail- The RSO will review the exposure of each indi- |

able if he/she feels that ALARA is not being vidual whose quarterly exposures equal or exceed
promoted on the job. Investigational Levell and will report the results

'

,

of the reviews at the first RSC meeting following '
6. Establishment of Investigational Levela in Order to the quarter when the exposure was recorded. If a

Monitor Individual Occupational External Radiation- the exposure does not equal or exceed Investiga-
Exposures tional LevelII, no action related specifically to

'

the exposure is required unless deemed appro-
This institution (or private practice) hereby establishes priate by the Committee. The Committec will,
investigational Levels for occupational external radie- however, consider each such exposure in com--
tion exposure which, when exceeded, will initiate parison with those of others performing similar
review or investigation by the RSC and/or the RSO. - tasks as an index of ALARA program quality
The Investigational Levels that we have adopted are and will record the review in the Committee
listed in Table O-1 below. These levels apply to the minutes. 'l*

exposure of individual workers.

,
c. Exposure equal to or greater than Investiga--

tional Level II.
Table 01-

The RSO willinvestigate in a timely manner the

O Investigational Levelt - cause(s) of all personnel ex posures equaling or ex.
(mrem per calendar quarter) ceeding Investigetional Lsvel11 and,if warranted,

, ill take action. A report of the investigation, ac-w
,

Level / 4erel/T tions taken,if any,and a copy of the individual's
'

, '

. Form NRC-5 or its equivalent will be presented '
~

'

;
1. Whole body; head and 125 375. to the RSC at the first RSC meeting following

trunk; active blood forming completion of the investigation. The details of,

organs; lens of eyes; or these reports will be recorded in the RSC minutes.
gonads , Committee minutes will be sent to the manage-

, ,

ment of this institution for review. The minutes,
2. Hands and forearms: feet 1875 5625- containing details of the investigation, will be .

and ankles - made available to NRC inspectors for review at
'

the time of the next inspection.
3. Skin of whole body * 750 2250

d. Reestablishment of an individual occupational
worker's investigational Leveill to a levelabove - -

'Not normally applicabee to nucieer medicino operations except U Ed E M''
*

those usans sisnincant quantitia or bete. emitting isotopa.
- In cases where a worker's or a group of workers'

exposures need to exceed Investigational Level Il
a new, higher investigational LevelIl may be

The Radiation Safety Officer will review and record established on the basis that it is consistent with
on Form NRC 5, " Current Occupational External good ALARA practices for that individual or

' Radiation Exposures," or an equivalent form (e.g., group. Justification for a new Investigational-

dosimeter processor's report), results of personnel Level II will be documented.
monitoring not less than once in any calendar quarter

= as required by @20.401 of 10 CFR Part 20. The follow- The RSC will review thejustification for, and will
ing actions will be taken at the Investigational Levels approve, all revisions of Investigational Level II.

] as stated in Table 01 ; In such cases, when the exposure equals orexceeds
,_

|
:. m. .,

10.8-S9. p ;
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'^ those acti:ns lited in paragraph 6.c abova will Signature
,

tj
, , . the newly established inv:stigati:nal Level 11, ' <

7

,

tg..
,

be followed.
-

i . Santiago-Rivera Ort,i z . (.n
.

7. Signature of Certifyirs Official Name (print or type) 1[&jk- 3
d

s

I hereby certify that this institution (or private prac. ' Asqneinte-Administrator ;

l' tice) has implemented the- ALARA Program set forth Title - .

.above, i

lastitution (or Private Prae i) Name and Address:o
' lio sni t a l San Pablo- |

*The per n who i. authorised to' mske commitments for the PO Box 236 -

- dministration of the institution (e.g., hospital administrator) or - gayam6n, 13R 00b21,6036- ,

a the case of a petvate practice, the liconeed physician,
1
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,

y o NUCLEAR REGULATORY'COMMisslON [
*

_

- o' WASHINGTON, D. C. 20065 j.

- |E :

,,.# MAR;13 1981 |*

- FCMLB :LWC- -
,

'030-18227
.

(? 06759). .

'

.

%

'
.

' Mayag'uez. Medical ' Center
'

ATTN:. Daniel Torres- '

-Radiotherapy Department--
' Mayaguez.1 PR ?00708

1

Gentlemen:- !

' Enclosed is Amendment No.11' to Byproduct ~ Material License No. 52-13'598;02 "

which relates to the information submitted in your January 19.--1981 letter
, , - concerning survey meter calibration procedures.

We'have reviewed your procedure for performing survey meter calibrations and
have found them to be. acceptable for performing calibration of. survey meters .for
outside clients'. .

You should advise your clients that when submitting correspondence (e.g...
~

amendments. . renewals or new applications) to the NRC which requires = a reference j
- to the calibration.of-the. survey meters, that they should specifically list you
as their consultant and reference your byproduct. material license number.- -

o

u Your name and license number. are. being addedr to our list of consultants whose.
L procedures have been reviewed to determine: that' they are at least. equivalent- to

.the procedures outlined in Appendix D for the calibration of survey meters.! <

,
E Consequently, this:should expediate the review process for your clier.t with '

regard to this aspect of their license applications, etc.o

L :Please note that we have amended Item 9.F. and Condition No.18. of your byproduct- ]' , material license in'accordance with this licensing action. :!
s a

We Wish you continued success with your nuclear medicine service.

Sincerely,p

}
Ak l d.

L- Larry . Camper
Material Licensing Branch ;

Division of Fuel Cycle and-

Material Safety
1;

|
5 Enclosure: As stated I

l
'

- _--__ _______ _ _ __ - .. _ _ _ _ . _ . . . :. - --.
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APPENDIX J -

WASTE DISPOSAL

in view of the recent problems with shallow-land burial sites used by commercial waste disposalNote t
firms, NRC is encouraging its licensees to reduce the volume of wastes sent to these facilities. ,

important steps in volume reduction are to segregate radioactive from nonradioactive waste, to
hold short lived radioactive waste for decay in storage, and to release certain materials in the
sanitary sewer in accordance with { 20.303 of 10 CPR Part 20. ,

*

v. 1.' Liquid waste will be disposed of(check as appropriate) Disposed of by commercial waste disposal serv- ,

ice (see also item 4 below).

X , in the sanita'ry sewer system in accordance with '

Other (specify)!
Q 20.303 of 10 CFR Part 20. i

By commercial waste disposal service (see also ,

item 4 below).
* 3. Other solid. waste will be (check as appropriate)

Other (specify):
X Held for decay * until radiation levels, as men-

sured in a low background area with a low-level
survey meter and with all shielding removed, have

2. Mo 99/Tc 99nt generators will be(check as appropriate) reached background levels. All radiation labels
will be removed or obliterated, and the waste

Returned to the manufacturer for disposal. will be disposed of in normal trash.e ,

X Held for decay * until radiation levels, as mea- Disposed of by commercial waste disposal serv- ,

sured in a low background area with a low level ice (see also item 4 below). -i

survey meter and with all shielding removed, have
N reached' background levels. All radiation labels Other (specify):

-

will be removed or obliterated, and the generators'
;.

will be disposed of as normal trash.* * ~

|
4 The commercial waste disposal service used will he

Be sure that weste stora e areas were descritied in item Il and
that they are surveyed period cally (item 17).

.

(Name) (City State),

These generators may contain long lived radioisotopic contami.
nants. Therefore, the senerator columns will be segregated so that o

they may be monitored separately to ensure decay to hackground NRC/ Agreement State License No.
' levels pnot to disposal.

*
|

l
i
L

J

1
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