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DEC 16 1567 ‘I .
‘License No.  31-17455-01 % )
Docket No, 030-12782 * 4
Contrel No. 107477 8

Nuclear Regulatory Commission, Region 1

Attn:

Francis M, Costelle
Nuclear Materials Safety Section B
Division of Radiation Safety and Safeguards

631 Park Avenue

King of Prussia, Pennsylvania 19406
Gentlemen:
This is in response to your letter dated November 12, 1987 requesting

further information concerning renewal of our License No. 31-17455-01,

Mail

1.

2.

Control No. 107477.

Ancillary personnel whose duties require them to work in the vicinity
of radioactive material will be presented the same training as that
given to the radiation workers. This instruction will be given when
the worker is first assigned to the duty in question, and annually
thereafter.,

The instruments listed below fulfill the requirement for measuring
radiation 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 radiatiom.

a. Picker Survey Meter, Model #655-186
b. Victoreen Cutie Pie, Model #740 F.
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 soucces to be used for compliance
with 10-CFR 35.51, and will follow the regquirement in paragraph C.

€ We will comply with the requirements im 10 CFR 35.51, paragraph (d).
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The Radiation Safety Committee will meet at least quarterly.

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

6. Information concerning our commercial vadiopharmacy is attached.

7, We establish the following trigger levels for radiation and contamin-
ation;

a. Amblent Survey = Exposure levels in excess of 2 mRem/hour,

b. Removable Contamination = The action levels indicated in table
N«1 of Regulatory Guide 10,8, Revision 2.

l
f

I? Y VW
Pravinchandra V. Vora, M.D,
Radiation Safety Officer
Enclosure:

Commercial Radiopharmacy Report
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" Syncor Internationa) gwmon ) Section X111
Medical Services Group
' Date: Apri) 21, 1987

© 629 Franklin Avenue
Franklin Square, New York 11010 Page § of 11

Issued by:fdou/kf &“(

PROCEDURES FOR RETURNING USED UNIT DOSE
CONTAINERS TO SYNCOR CORPORATION

Sincor Corporation has been )icens:d by the State of New York, Department

of Labor to pick up those materials, which after use, represent radioactive
waste, Only those materials supplied to you by Syncor Corporation may be
returned to the medical services center a5 waste,

As inges, Needles, and dle 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 f1s firmly seated on the needle.

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

B. Unit Dose Vials, Depleted Sealed Calibration Sources:

1. After use, return the vial or source to ts origina)
shipping contatner and place in the case provided,

2, In those situations (usually 1311 therapy doses) where
material has been delivered to you in appropriate 007
packaging, return the vial to fts container, replace in
packaging and seal,

B loturnia. Pocl!,gs:

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

2. Insure that the rediation levels at al) points on the
surface of the package are equal to or less than 0.5
mil ) irem/hr,

3. Insure th,t the re-ovibl, contaimination does not exceed
22 DPM/em® over a 300 cm area,

4.  35lip the ~over onto the package,

D. If vy are presently using DOT shipping papers, you may wish t9
continue that practice as an option,

Note: A copy of the following memo will be given to all sccounts,




* Syncor Internationa) poration gtioa X111l
Medical Services Group '
Date: Apri) 21, 1987

629 Franklin Avenue ‘
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The Unfted States Department of Transportation adopted new regulations
which bring their rc,ulnt!ons in 1ine with international standards for
the transportation of radioactive materia), NRC has also rewritten
their regulations to be compatible with those of DOT.

As & result of the changes and further action by NRC, state agencies,
and DOT, several regulations which affect you, Our customers, are now
beirg enforced, A1 packages must be transported in accordance with
Department of Transportation Regulations,

In an effort to clarify these regulations, and to Implement thelr require-
ments, Syncor proposes to make the following policy changes with respect
to packaging, delivery, and return shipments, We ask your cooperation to
make it aoss'ble for us to implement these changes,

Our system of service fnvolves retrieving waste material from you, our
Customers, Because you will be returning your radicactive waste to Syncor,
You now become a shipper of radioactive material,

We have looked at the new DOT regulations with respect to transporting
Iimited shipment quantities of RAM, and because of a suggestion by a
member of the DOT staff, we recommend that you utilize the provisions
of this regulations (49 CFR 173,421).

Under the provistons of this regulation, the task you must perform wil)

be minimized, and to ald you in performing these tasks Syncor will make
svatlable to you an over cover which may be slipped over the Syncor

goglcgi:! to indfcate that the return package 1s a "Limited Quantity
hipment*,

49 CFR 173,421 states that if o package meets the following requirements,
It 1s exempted from the specification packaging, marking, and labeling
requirements:

L, That the amount of radioactivity in the package does not exceed s
specified amount, (A tadble is attached to this letter specifying
that 1imit for each commonly used radiopharmaceutical,)

2. The radiation level at any point on the externa) surface of the
package does not exceed 0.5 mil)lirem per hour,

3.  The nonfixed (removable) radiocactive surface contamingtion on the

external surface of the package does not exceed the )imited Specified
in 49 CFR 173,443(a),

4, Other provisions of this regulation are satisfied by Syncor's present
packaging,
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The tasks which must be performed are:

1. That ’ou fnsure that the waste boiny returned does not exceed the
specified 1imits for *Limited Quant ty Shipments®,

2. That you deterring that the radfation leve! at any point on the
surface of the package does not exceed 0.5 mr/nr,

3. That you determine that the non-fixed (removadle) radicactive
surface contamination on the externa) surface of the package
does not grceed the limits spcc1f1o’ in 43 CFR 173.443(a) . 1.0,
22 DPM/cm” when wiped over a 300 cm area,

4. That you s)ip the over cover, with the limited shipment quantity
anprnation on it, over the package,

For those customers presently making out shipping papers, you may wish to
continue that practice as an option,

For used 99m.Te products, the activity being returned can be estimated as
shown in the example,

Example: Assume 5% remainin in the syringe following by a one
day decay (4 half lives).

0.0 x 0,625 = 0,003
::?s. the activity from a 30 mC 4 dote, which normally is the max fmum,
30 mCt x ,003 » 0,09 mC"
If ten unit dose syringes were returned (the number which fit in a case),

and all ten had been mCi doses, you can see that the package would con.
tain only 900 microcuries,

The specified 1imited shipment quantity for 99m.Te is 10 mCi,

It may be Recessary to hold unused 99m-Tc doses for 48 hours, 8 half.

Iives, 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 you are returning used
dose material or unused doses.

For your Information, we have enclosed a cops of the procedure to be
followed in returning waste material to Syncor, and a copy of 49 CFR
173,421, e Suggest thet this procedure be posted for easy reference,
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Limited Quantity Shipment For Each Commonly Used Radfopharmaceutical

Radionuclide Limited Shipment

Quantity,(mCi)
' A2 X 1-"

§7-Co
$8-Co
S1<Cr o
67-Ga
123-1
125.1
1311
. 111In
99-Mo
52-P
75-Se
9m-Tc
201.1 3
133-Xxe (Uncompressed) (A » 1077)
169-vb

B NP 2 G U e OA PO O
- Oo
o

0 e
oo
©»

The above values have been calculated using Information from 43 CFR
173,423, Teble 7, and 49 CFR 173,435, Table of ‘1 and Az values for
redionuc!ides,

When shipping more than one type of radioactive material in the same
package, the limit on the radioactivity that may be shipped is deter-
mined by the lowest (i Quantity assigned for the items shipped.

Example: If 99m.Te and 75-Se were being shipped in the same
package, only 4 mCi of tota) ativity could be
shipped,




Syncor Internationas) Corporation
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not exceed the lhﬂlm in
1174430

(d) The outside of the Inner
luwtluuuhuhm

the outside of the packaging |tse'f
mmwuu~w

(a) A lmited quantity radioactive
material or material In-
strument or article for ship-
: of § 173421,
mat:.‘ ':t‘ RAE RS n;m be certl
tation by having & notice encl in
OF on the package, included with the

173.421 for excepted radiosctive mate-
rial, limited ‘\;muty. nos, UN2§10;

for excepted radioac-
tive material, Instruménts and articles,
UN2811; or 49 CFR 173 424 for except.
ed ve material, artizles manu.
factured from natursl or depleted ura.
nium or n‘s‘t.unl thorium, UM 2909", &

(B) A limited quantity radioactive
material classed radioactive material
and prepared for shipment under pro-
visions of § 173.421, 173422, 1173424
or § 173.421-2 Is not subject t5 the re-
?ulnmu of this subchapter, except

or:

(1) Sections 171.18, 171,18, 174.7%0,
176.710 w‘:’v‘?‘:u of this oubc;mg::‘r
¢ reporting o .

dents and decontamination when
transported by a mode other than alr;

(3) Sectloia 171.15, 17118, 175.48,
and 175.700(b) of this subchapter per-
talnlng to the re riing of Incidents
and tamina If transported by
Beginning May 3, 1988, it 1s
Als0 necessary to comply with require-
ments specified in I 173.448¢0) and
178.700¢¢) of this subchapter.

(Approved by the Office of Management
and Budget under control humber 3137.

2

:

g

[Amdt. 113-107, 48 ¥R 30157, June 30, 1983)
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provided In h
() Bx (Y]

(blum‘l‘l"m, "m“ A of this
subchapter, when a ted quantit

&uummam-)mum
(1) Classed for the sdditional

R B g oy R
specified ! s
Wm or “lc m«wn through
(3) Offered for transportation tn ae-

with requirements applicable
L the hazard for which it is classed.

(b) When a limited &a‘uut radioac-
tive material meets definition of
an ORM-A, B, or C, or la a combust!.
ble liquid In » ha .
nul:uem.l 10
(1) Classed radiosciive materia) If:

(1) The material Is not & hazardous
waste or hazardols substance; and

($ ) ble liquid or

e ] .t

( B

or hazardous substance; or

portating I & ot o eee trane
na w req

ments of this subchapter to

the specific material and hazard
do apply;

(3) Packaged Lo conform with re-
Qurements specified In §§173.421(a)
through (e) or 173.422(s) through (g),
&8 appropriate; and

(4) Offered for transportation In se.
cordance with

requirements )
to the hazard for which !thw

(¢) A limited quantity radioactive
material which s classed other than
radioactive material under provisions
of paragraphs (a) or (b) of this section
is uo?w from ulrements of
”HM 1-1(a), 172 d), and

3.204(cX4) of this subchapter If the
entry “Limited quantity radiosctive
material” appears on (he shi Ing
paper In associstion with the basie de-
scription.

(d) Beginning May 3, 1983, a limited
Quantity radiosctive material classed
other than ve material may
not be offered for lmmw:po?guon
aboard a passenger-carry alreraft
unless that material i3 Intended for
use In, or Incident Lo, research, or med-
lcal dingnosis or treatment.

[Amdt, 173-107, 48 FR 30138, June 30, 1982)



“' -:~- - '0
P RA 1y : - ‘ ‘

'\ 4 Syncor Internationa) Corporation \ Section X111
L % Medical Services Grouwp ‘
iy : e Date: Apri) 21, 987
o 629 Frank)in Avenue » »
 Franklin Square, Mew York 11010 = Page 11 of 1
Issued byzﬁuﬂyé-u&
170443 Contamination control. (b) Except a8 provided (n paragraph
(&) The level of non-fixed (remov- (d) of ‘his section, n the case of pack-
- able) radioactive contsmination on the - Agee Lransported as exclusive use ship-
. external surfaces of each package of. - ments by rall or public highway only,
4 fered for shall be keptaslow | the removable (non-fixed) radioactive
. The level of non-fixed - contam.ination on any Mt any
. contanination may be de- time "‘mﬂ not exceed
tarmined by wiping an area of 300 ten times prescribed n pars-
uumnatLﬂu'olmmnmm g‘ﬂlm“‘hﬁmmﬂmh“
cerned with an absorbent rmaterial, ¢ beginning of transport thall not
m&m preasure, and measur. exceed the levels prescribed In para-
ing the activity on the wiping materi. graph () of this section,
Al Bufficlent measurements shall be '- (e)hmumﬂdodtnpmﬁh
taken Ingthe most appropriste loca- ~ (d) of this section, each transport veh!-
luou to yleld a n'gnaamm Assess . cle used for rting radioactive
" ment of the non-fixed contamination 2 84 an exclusive use shipment
. Jevels. Except as provided in pars. . which utllizes the provisions of para-
~ aTaph (D) of this section, the amount {mmuwummmum-
~ of radioactivity measured on any veyed with twoamu radistion de-
single wiping material when averaged tection Instruments after each use. A
over the surface wiped shall not . vehicle shall not be returned to service
exceed the limits given In Table 10 at yunth the radiation dose rate at each
Any time during transport, Other - accessible surface is 0.5 milirem per
methods of assessment of equal or ! hour or less, and there is no signifl
greater efficlency may be used. When ~ cant removable (non-flxed) radioactive
other methods are used the detection - surface contamination as specified in
efficlency of the method used shall be paragraph () of this n.
taken (nto account and In no case shal! (d) Paragraph (b) and (e) of this see-
the fixed con an tion do not w“.xtomy closed trans.
S S % AR
Y pu WAy © o~
et e betive material pckages with contam.
ey th vl reked s
nes evels prescr para

g
;
?
:
§

) A survey of the muHor surfaces

of the ¥ vehicly shows that the
m radiation rate ot any point does
faweet not exceed 10 millirem per hour at the
e | S surface or 3 millirem per hour at |
meter (3.3, feet) from the surface;
Ly s e words “For Radiosctive Materials Use
e Only™ In letters at least 78 millimeters
' mﬂ:': (3 tnches) high In & consplcuous place
VI when sarer B wee & ouhot:tb;uuonhouunorouho ve-
|t R 100 1 2] hicle;
AW aete ey adoncioes.. | 10 " (3) Bach vehicle Is kept closed the
except for loading or unloading.
(Amdt 175-102, 48 PR 10228, Mur. 10 1980,

W Amended st 48 FR 31018, July 7, 198)
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