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' License No. 31-17455-01 $ / !
Docket No. 030-12782
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!

Control No. 107477 ;

I

INuclear Regulatory Commission. Region I
|

Attn Francis M. Costello i
Nuclear Materials Safety Section B i
Division of Radiation Safety and Safeguards !631 Park Avenue I

King of Prussia. Pennsylvania 19406 I

Gentlement !

|'
tThis is in response to your letter dated November 12, 1987 requesting

further information concerning renewal of our License No. 31-17455-01
Mail Control No. 107477.

,

i
1. Ancillary personnel whose duties require them to work in the vicinity j

of radioactive material will be presented the same training as that jgiven to the radiation workers. This instruction will be given when
the worker is first assigned to the duty in question, and annually (thereafter. '

2. The instruments listed below fulfill the requirement for ceasuring fradiation in the stated ranges. Since they must be capable of detecting |
radiation in order to measure it, they both also fulfill the requirement

{concerning the detection of radiation,

a. Picker Survey Heter. Model #655-186 |
[

b. Victoreen Cutie Pie. Model $740 F.

3. a. A back-up survey meter is supplied by the contracor who calibrates our !
survey meters. In addition, we will acquire a third survey meter to !
provide on hand back-up surveying capability. [

b. We have acquired dedicated check sou.ces to be used for compliance !
with 10-CFR 35.51, and will follow the requirement in paragraph C. y

c. We will comply with the requirements in 10 CFR 35.51 paragraph (d).
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4. The Radiation Safety Comittee wi',1 meet at least quarterly.
l

5. We will perform weekly wipe-tests on all areas where radiopharmaceuticals
are routinely prepared tor use, administration or stored.

1
a

j 6. Information concerning our comercial radiopharmacy is attached. !
J

7. We establish the following trigger levels for radiation and contamin- I

! ation; t

il

Ambient Survey - Exposure levels in excess of 2 mrem / hour. !a.
,

!b. Removable Contamination - The action icvels indicated in table
N-1 of Regulatory Guide 10.8, Revision 2.

!
'

I

i ( v vr |
| Pravinchandra V. Vora M.D.

|
Radiation Safety Officer i

fEnclosure:

I Commercial Radiopharmacy Report f
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The National
Pharmaceutical
Service Network

NOVEt@Lfi 10, 1Y07

629 FRAtA Lif4 A'. E r.U E
FR Are L If 4 GGJARE, NY 11010
516,"'61.-0100

VETERANS ADMINISTftATION ll00PITAL
GCUTE 7A
M O N TfiO L E . Nf 1C540

ATTN 3 MA. CAGL t1 (%N T E

Deur Mr. r-la r t e t

Cric l o s e a 2 s. the i ri f o r n.a t l o ri t t. a t .cu rcque5tcd i ri < cur letter
d a t c d N a v e n b t- r- 16. 1507.

A. Ci fit or 1 r, t e r na t 1 o r,a 1 C o r e o r c t t o ri

a7 F r a r, L l i r. A s e ri u t
Fr a r L 1 t ri Onuare, fri 11010

Ctatt of New York - O c s t r i c .: r. t of Labor

D i s t s t o r. of C.fets c r.d ilt a l t h
Radioactivt. Tia t e r 121 :, L i c e r. 3 c- N eber 2:04 0119

L

L. f ' r c. c e d v r a s fcr r e t u r n i ri s usad Unit Doie c o ri t s i ri e r - ta G v r. c c r
Co r e o r a t 1 o ri.

Pleace k e ep to r<.2 r.ti that v r. d t r ttt candittorer of our . i t t r.r t we
c a ri o ri l , atteet Radic.cttve fia t c r i a l s fer return that su r t-

ertytdea t, our fac:liti.
1

If wou have e r. , f u r t ri e r Auc s t t or s . * 1 e a. s e d; rat htritate tc
contact rr, e .

C t r,c e relit s

N

\

Louis Juliar. . h , F t. .

RadiatIDh bdf( ti Cf'I lia.r

i
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' Syncor International Mrporation > Section XI!!Medt, cal Services Group '

' 629 Franklin Avenue
Franklin Square New York 11010 Page 5 of 11

,. Issued by: blur dreast
. . .

PROCEDURES FOR RETURNING USED UNIT DOSEj
CONTAINERS TO SYNCOR CORPORATION1,

,

Syncor Corporation has been licensad by the State of New York
of Labor to pick up those materials, which after use, represen Departmentt radioactivewaste. Only those materials supplied to you by Syncor Corporation may be

,

returned to the medical services center as waste.
A. Syringes. Needles. and Needle Covers:

,

1. After injection, return the needle cover to the needle,
,

remove the syringe from the syringe shield and return
the syringe to the unit dose shield provided. Make sure,

the needle cover is firmly seated on the needle..,

2. Place the unit dose shield in the case provided for
return to the Medical Services Center.r

B. Unit Dose Vials. Depleted Sealed Calibration Sources:

1. After use, return the vial or source to its original
shipping container and place in the case provided.

2. In those situations (usually 131-! therapy doses) where
matertal has been delivered to you in appropriate DOT

-

packaging, return the vial to its container, replace in
packaging and seal.

C. Returning Packages:

1. Insure that radioactivity quantities returned are equal
to or less than those specified on the attached table.

.

2. Insure that the radiation levels at all points on the
surface of the package are equal to or less than 0.5
millirem /hr.

3. Insurethgttheremovablgcontaiminationdoesnotexceed
22 DPM/cm over a 300 cm area.

4. Slip the rover onto the packaga.

D.
If you are presently using DOT shipping papers, you may wish to(' continue that practice as an option.
Note: A copy of the following ramo will be given to all accounts,i

u
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' ' ' Syncor International rporation Section XI!!s

MedjcalServicesGroup \
Date: April 21, 1987,

629 Franklin Avenue -

Franklin Square, New York 11010 Page 6 of 11
.

Issued by: b p,[A V [ m .

The United States Department of Transportation adopted new regulations
which bring their regulations in line with international standards for
the transportation of radioactive material. NRC has also rewritten
t5eir regulations to be compatible with those of 00T.

As a result of the changes and further action by NRC, state agencies,
and 00T several regulations which affect you, our customers, are nowbeirg en, forced. All packages must be transported in accordance with
Department of Transportation Regulations.

Inanefforttoclarifytheseregulations,andtoimplementtheIrrequire-
ments, Syncor proposes to make the following policy changes with respect
to packaging delivery, and return shipments.
makeitgossIbleforustoimplementthesechanges.We ask your cooperation to

Our system of service involves retrieving waste material 'from you, our
customers. Because you will be returning your radioactive waste to Syncor,
you now become a shipper of radioactive material.

We have looked at the new 00T regulations with respect to transporting
limited shipment quantities of RAM and because of a suggestion by a
member of the DOT staff, we recomme,nd that you uttiire the provisions
of this regulations (49 CFR 173.421).

Under the provisions of this regulation, the task you must perform will
be minimited, and to aid you in performing these tasks Syncor will make
available to you an over cover which may be slipped over the Syncor'

packaging to indicate that the return package is a "Limited QuantityShipment".

49 CFR 173.421 states that if a package meets the following requirements,
it is exempted from the specification packaging, marking, and labelingrequirements: .,

.

1. That the amount of radioactivity in the package does not exceed a
specified amount. (A table is attached to this letter specifying
that limit for each comonly used radiopharmaceutical.)

2. The radiation level et any point on the external surf ace of the
package does not exceed 0.5 millirem per hour.

3.
The non fixed (removable) radioactive surface contamination en the

..

external surface of the package does not exceed the limited specified
in 49 CFR 173.443(a).r

4 Other provisions of this regulation are satisfied by Syncor's presentpackaging.
I

<
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' Syncor International Corporation '

Medical Services Group g Section XI!!
'

629 Franklin Avenue *

Franklin Square, New York 11010 Page 7 of 11

!ssued by: (Wb//k
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The tasks which must be performed are:
.

1. That you insure that the waste being returned does not exceed the
specified limits for "Limited Quantity Shipments".

I 2. That you deterrrine that the radiation level at any point on the
surface of the package does not exceed 0.5 mr/hr.

.

'
3. That you determine that the non-fixed (removable) radioactive

surfar.e contamination on the external surface of the packa1 .,

doesnotgxceedthelimitsspecifiegin49CFR173.443(a),.gei.e.22 DPM/cm when wiped over a 300 cm area.

| 4.
That you slip the over cover, with the limited shipment quantity
infprmation on it, over the package.

.

For those customers presently making out shipping papers, you may wish tocontinue that practice as an option. '

(~ For used 99m-Tc products, the activity being returned can be estimated asshown in the example,

fxample:
Assume 51 remaining in the syringe following by a oneday decay (4 half lives).

0.05 x 0.625 = 0.003

Thus, the activity from a 30 mci dote, which normally is the maximum,ist
30 mci x .003 = 0.09 mci

If ten unit dose syringes were returned (the number which fit in a case),
and all ten had been 30 mci doses, you can see that the package would con-tain only 900 microcuries.

The specified limited shipment quantity for 99m.Tc is 10 mci.

It may be necessary to hold unused 99m-Tc doses for 48 hours, 8 half-
lives, but depending upon the quantity of the unused dose, it may be
possible to return them within 24 hours.

The total quantity of activity being returned must not exceed the
specified "Limited Quantity Shipment" whether F are returning used
dose material or unused doses.

''

For your information, we have enclosed a cop / of the procedure to be
followed in returning waste material to Syncer, and a copy of 49 CFR173.421

I
We suggest that this procedure be posted for easy reference.

:
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t.inited Quantity Shipment for Each Commonly Used Radiopharmaceutical

Radionuclide limited Shipment
,

Quantity 4(mC1)
A2 * I"

,

57-Co
58-Co 9

51-Cr 2
,

67-Ga 60

123-1 10

125-! 5

131-1 7

r 111-In 1

99-Mo 2.5
32-P 2

75-Se 3

99m-Tc 4

201-T1 10
'

20133-Xe (Uncompressed) (A x 10'3) 1 Ci169 Yb 2
8

.

The above values have been calculated using information from 49 CFR
173.423
radionuc. Tcble 7, and 49 CFR 173.435 Table of A; and A2**I"'' tUIlides.

.

When shipping more than one type nf radioactive material in the same
package, the limit on the radioactivity that may be shipped is deter.'

mined by the lowest Ci quantity assigned for the items shipped.
Example: If 99m Tc and 75-Se here being shipped in the sate

package, only 4 mci of total activity could be
shipped,

n
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0 173.411 Limited quantitles of radlesettre
. materials. packing list, or otherwise forwardedw

-

Radioactive materials whose actMty
with the package. This notice must in-

t

consignee and the statementclude the name of the cons!gno,rhtsper package does not exceed the limits ,r or
specified in i178.413 are excepted packtse conforms to the conditions
from the specification packaging sh!p, and limitations specified in 49 CPR <

ping paper and certification, ma,rking, 173.421 for excepted radioactive mate- !

chapter ank requirementa of this sub-and labeltn requiremonta of this sub,rial, ilmited quantity, n.o.s., UN2910, t

fgy,C 1}gt efnb t*d
8

leks', I
M'

no(a) The materials are packaged in
strong, tight packages that till not UN29111 or 49 CPR 173.424 for except. "

ed radioactive material, articles snanu-
!leak any of the radioactive meteritis factured from natural or depleted urn-

during conditions normally incident to nium or natural thorium, UN2909", s.stransportationi appropriate,
| (b) The radiation level at any point tb) A limited quantity radioactive

on the externa 1 surface of the package material classed radioactive materitt i
does not exceed 0.5 milltrem per hour. and prepared for sh!pment under pro.r

(c) The nonfixed (removable) radlo' visions of i 113.421, i 173.422, t 173.424'

active surface contamination on the or i 173.421-2 is not subject to the re-
external surface of the package does quirements of this subchapter, except

for' (not exceed the limits specified in .

I I 173.443(a)! (1) Sections 171.15, 171.16, 174.750
(d) The outside of the inner packat* 176.710 and 177.861 of this subchapter

Ins or if there la no inner packastnt, pertaining to the reporting of incl. !
dents and decontamination whenthe outside of the packaging itat!!

bears the marking * Radioactive"t transported by a rnode other than airl iorte) Except as provided in i173.424
4

'

(2) Sectio.u 111.15, 171.16, 175.45 jthe pattste does not contain more,
than il grams of uranium 2351 and and 115.700(b) of this subchapter per.

(f) The material is otherMse pre. tatning to the reporting of incidents |

1

pared for shipment as specified in and decontamination if transported by
| 113.431 1, aircraft. Beginning May 3,1985, it is j

t

also necessary to comply with require-
tAndt.113143,44 FR 103H Mar.10,1943 Ine 4 s c M3 @daa amended by Andt. 113187,44 FR 30137 }Tg (c , tg g c gE e *June 30.1943)

(Approved by the O!!!ce et Management
0 113.431 1 Additlemal requirements for and Budget under control number 3137- i

0039)
'

limhed gusatltlee of redloa4tive snate-
rials and radioactive lastruments and (Amdt 113167,48 TR 30137, June 30,1983)

t'

|articles.
'

(a) A limited quantity rad!oactive !

I material or radioactive materiti in- !

strument or article prepared for ship- !i
ment under the provisions of i 173.421
i 113.433, or i 113n,

fled as being accep.424 must be cert!-, *

table for transpor- t

,

tation by having a notice enclosed in,

!
t

or on the package, included with the'

( ,

i

_
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Hedical Services Group.

Date: April 21, 987-

629 Franklin AvenueF Franklin Square, New York 11010 Page 10 of 11

!ssued by: "b" b

1 118,431 8 Itequirements for multiple (4) Offered for trusportation in se.
hasard limited quotity radiosethe cordance with requirement 4 applicable
snatorials, to the hantd for which it is classed, i

(a) Except u provided in paragraph (c). A limited quantity radlosctive
(b) of this section or in 1173.4 of this material which is elsased rAher than'

radlonctive material under provisions
subchapter, when a limited quantit[v of paragraphs (a) or (b) of this sectionradioactive material meets the detin .

, of another hasard elaas, it shall ggceted rom regtre ents o
n

gg'

(t) Classed for the additional 173.304(cX4) of this subchapter if the
huard, entry '' Lim!ted quantity radioactive

(2) Packaged to conform with re, material" appears on the shipping ,

e

qu!rements specified in i173.421(a) paper in usocittlon with the bute de.
throusft (e or 1173.423(a) through scription. 7

(g) u appro)priate; and (d) Beginning May 3,1985, a ilmitedd) O!!ered for transportation in ac. quantity radioactive material classed
cordance with requirements applicable other than radioactive materitt may ;
to the huard for which it la classed, not be offered for transportation'

'(b) When a limited quantity radioac. aboard a passenger carning aircraft
1

tive material metta the definitjon of unless that material is Intended for !
.

use in, or incident to, research, or med.an ORM.A. B, or C, or la a combusti. leal diagnosts or treatment.
ible liquid in a packaging having a

rated capacity of 110 gallons or less, it (Amdt.113147,45 7'R 30138. June 30.1983)
shall be:

(1) Classed radioscilie material if:
(1) The material is not a hazardous

wute or hasardo6s substance; and . i

(!!) The material is offered for trans. !
''

portation in a mode to which require.
menta of this subchapter pertatning to !'the specific material and huard clus
do not apply!

(3) Classed combustible liquid or ., i

;ORM-A, B, or C, u appropriate, it:'

(1) The materit!Is a basardous wute ;

cr hasardous substance; or !

(11) The material is offered for trans. - I
portation in a mode to which require.
ments of this subchapter pertaining to I
the spect!!c material and hasard clus |
do apply! '

'

(3) Packaged to conform with re.,

q'tirements specified in ll173.421(a)
!through (e) or 173.432(a) through (s),

s.s appropriate; and
!

|

|

._



*.n.. .,

; i . * *.

.. , ,,

! .o' - . '; Syncor Internatt nal Corporation- >q
''.4c f. Medical Services Group., Section x111-

y*
!.

.

'

4 - 629Fr'anklin' Avenue' .' .b, Date: April 21, 987a s

|[.'. {'; ,p franklin Square, New York 11010i N N ' / ' Page 11 of 11

. ,o - '

-

s M, ' '

Issued by: [ M '7t/ k
-, ,

. , .

L . i7 e
* '

.'.

.e .

F ig p,y . .-

I. s
,

,

' ,'

|' ..8113.443 Contasalaation control. ~

/ (b) Except sa provided in putgraph
, . -

'
''

-(a) The level of non fixed (remov. x(d) of this section,in the case of pack..

' e ;'able) rsdlosctive conte m! nation on the ages (3sasport+d u exclus!ve us4 ship.
p external surfaces of each package of.W jrnentsy M fered for shl> ment shall be kept as low i > ..hthe rem,by rail or public h!shway only.ovable (non fixed) rsdloactive

as practicab:e. The level of non fixed 1 . Scontam! nation on any package at any's
' . radiotetive contamination may be de.' termined by wiping an. uea of 300s ten times the levels prescribed in part.

. j ttmo during transport shall not exc4ed+

square centimeters of the surface con.- graph (a) of this section. The levels at-

carned with an absorbent material, ithe beginning of transport aht11 not
using moderate pressure, and meuur.' , exceed the levels prescribed in pua..

'ing the activity on the tiping matert< < . " graph (a) of this section.
7 al. Sufficient measurements shall be . ' (c) Except as pro)1ded in ptragraphpe .taken in>the tnost appropriate loca. 1(d) of this section, each transport veht.'

D tions to yleid a representative assess.* ; * yeleiused for transporting radiotetive'.

.'i 9 ment of the non fLxed contuntnation' ' / h; materials as an exclus!ve use shipment
'

C /.d levels. Except u provided in part.' ; which utilizes the prodstons of para.
'

's gr4ph (b) of this et< tion, the amounti . y graph (b) of this section shall be sur...

' of . radlotcthity . meuured on . any s - Wveyed;sith appropriate radiation de.
- '

'

:stngle tiping material when averased. ( Litection instrument 4 after each use. A
-

.

0,over the surface *1 ped shall not. l' . f rehicle shall not be returned to servlee'

."." exceed the 11m!ts Elven in Table 10 at . nuntn the radiation dose rate at eachany time during transport. Other e 3 accessible surface is o.5 millitem per.

methods of assessment of equal .or ?, 7 hour or less, and there is no signitt.
greater efficlency may be used. When- a cant ternovable (non fixed) radloactive

, other methods ue used the detection , , ' . ' r . surface contamination as specified in
elfielency of the snethod used shall be * , , paragraph (a) of this section.
taken into account and in no ca.se shall (d) Paragraph (b) and (c) of this sec.
the non fixed contamination on the , tion do not apply to any closed trans.
external surfaces of the package * port veh!cle used solely for the trans.
exceed ten times the timits listed in ' portation by public highway of radio.
Table 10* active material pickages with contarnt.*

'

nation levels that do not exceed 10
Tssta 10-MauovAsta ExTgwAt lhe e1s tbed in pua.

| R@ACTivt CONTAuWAT)oWWIFe t19tTS
ga) g t, s It'

(1) A survey of the interior surf &ces,

i of the empty vehicic shows that the| M% radiation dose rate at any point does
I ce****1 not excied 10 millitem per hour at the
| vcvw $ surface or 2 millitem per hour at 1
i meter (3.3, feet) from the surf ace:'

se e.w .m,. 6 u .: . (2) Each vehicle is stenciled with thei. ***m eeee W 4*in ve words ''For Radioactlye Materlals Use: *** 8 8*** wtan 8**d. '$"%'**g*g o Only"in letters at leut To millimeters.

c,wtwv.n wwm g ((3 inches) high in a consp!cuous placej ', v,,

i, ;on both sides of the exterior of the ve..,,

' m w sam *en tu h!cle; andi.

1*.' AJ m ovo**voAmen- tu as (3) Each veh!cle is kept closed the
'

except for loading or unloading.
I o- - - '- *

j' (Amdt.113162. 4s TR 10229. }.tu, to.193 3,
sa amended at ($ in 31319, My T, Ips3)

:
"0mCIAL RECORD COPrM lf M'"'

'

;
.

.
.,

W /k , . * s. _____________ ''


