s SK Bio-Pharmaceuticals

Division of SK Energy & Chemical, Inc.

7ol

b

July 17, 2006 T /ﬁ

ER

HOID
d3A1333Y

Mr. Dennis Lawyer

Health Physicist

Commercial and R&D Branch

Division of Nuclear Materials Safety

US Nuclear Regulatory Commission, Region I
475 Allendale Road

King of Prussia, PA 19406-1415

LE6 W 81
T

RE: Additional Information Regarding License Amendment, Control Number 139082

Dear Mr. Lawyer,
e 020 2409),

This is in reference to your letter dated July 11, 2006 requesting additional information
concerning our application to amend our Nuclear Regulatory Commission License No. 29-
30285-01. I have answered your questions in the order and arrangement presented in your

letter.

1. I have reviewed the submitted application and concur with the statements and
representations contained therein. All future correspondence with your office will be
reviewed and submitted through management or me directly.

2. I have attached the original and current floor-plan layouts for your review. Lab II is
now Metabolism room 33. Metabolism Lab I is now Metabolism room 131. The
PK Lab is the same but the room number is now 126. Animal Facility Room A5 is
also the same name but now room 34. The Animal Facility Room Al is now room
41C-Al. This room is not included in the survey because no radioactive material
was ever used in that area. Room 107 in the original floor-plan is now room 128.
Additional rooms that were included in the survey report are 31, 32, and room 122.
Rooms 32 (Kilo Lab) and 31 (Receiving Deck) were used for storage of radioactive
waste before disposal and were therefore surveyed for contamination. Room 122
(Molecular Biology Lab) was also included in the surveys because it contains a
centrifuge and a measuring balance that had previously been used for radioactive
work in the Metabolism Lab I (room 131).

3. I have attached a copy of the survey results of Laboratory I performed on August 15,

1997 for your records.
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4. a. The official name of the site to be released is SK Bio-Pharmaceuticals R&D
Center.
b. The size of the entire facility is 15,000 sq ft and the total size of the area approved
for unsealed materials use is about 1600 sq ft.
c. This facility is used for general office and laboratory research and development
work.
d. The area surrounding our facility is a mix of industrial and commercial.
e. The general activities authorized on our license are laboratory procedures typically
performed on bench tops and hoods. We are also approved for animal work.
f. We ceased our licensed activity on May 26, 2006.
5. Please mail all future correspondence to our facility in Fairlawn. The address is 22-

10 State Route 208, Fairlawn, NJ 07410.

Please feel free to contact me if there are any further questions. Thank you.

Sincerely,

VP Drug Development

Attachment:

140 A New Dutch Lane, Fairfield, NJ 07004 - Tel: (973) 227-3939 . Fax: (973) 227-4488



FASRIONG

A

P

com

DENVEWAY

Figure - 2 ’
(Renovated Floor Plan) )
T
MERCEH LoaDinC _ =
bueasiner COoOR [‘]"I]_]‘l_
TR — V/;/ ]// I
( ) . A3 A4 '/A‘S (Metabolism Lab- l]) R[CCf\la\C
LA s s |
PHARLACOLOGY
LAD |
T 3N ”I' ////////}/\’ Storaoc__—’ ;
P’VXR;QJOSSLOCY - ol Metabolism Lab-I /’ ]
L SRR /7777 /AW AV
// / 7t
CFICT Ch |
Jorree | /| e
"“—] S BT LAD
R ! & ’[—’@
Tl |y g
OFFICE Ho S
" = — [
e -] o
_H_ LJ;E]E: LAB 'g
M Jwe 2 :
s ealele s -t 3
ormct L8 " conmol OFFICE [
Loule a H [1-3 | Ofmce
omc:iJ [T J—”. T -1 -
Wl OFACE
1) R — —————
=
S COMPUTIR [ ornce
wLJ 1! (S
RICPT. IR l% e e oFnce
G| 6|6
i 1 ]
CITRANCE CXir
& 2T
SITE PLAN
m . Radioactive Permitted Use Laboratories

~A: Animal Room

-



“Room Numbers/Extensions/ Names

o oy

> 1

JAt) (A2)

I

35
(4

N

34
(A5)

33

Matabolism

82 .
Kilo Lab .

L1

e 'M‘.4§e'p..
" -{x205)

:}G._Facci

(x220) -

. L. Sun..

) “(x119)-
T. Boris.

|
.
i

| Par;fin_;g Lot

{x.320)
~{IR Gordon

oth
R 2 § (Xﬂﬁ) .
- 8. Melnlck
xe21)

(x.310)
- -’-SJLBB

! (x308) F--

1418
* CMC Lab

131

Matabolist

- 129.
Storage

—
128

126

” CMCEaH PN | B

- PKLab

- 125
Chemical
_ S.torag'e

122
Molécular
Biology Lab

o (Diébéfé§) TR

" C. Son

. B291)

‘(x100)£:

=y ::. i . 3
N { ;
K

.

1 1 ;
(%.300)

;YM Cho: |

.;'UU

Entrance

. :..14,

Conference:

Recelving Deck

{ Server Rogm
Sl

" K.Na
(x222)

Azlslaf

" |['s.Chang |
at2rt

(x514)

I .‘”‘ e 3
(x 340) (x330)

. J Yang

26

[ x626)

25

H.W Rirm

(x360) * .
T 7P fan-{f... 7. . = °
: (x137)IJ

_H?K?Kim
fxT34);
. ,1—- Shen .
o (X500}
.\J. Chang

A.—~—~ —(x5453—- IR

Kitchen 1

£ H.'Shin
- ¥x370)...
<= Rap




|

nitials/ate: L 8/1%]9%

Wipe Test of Biochemistry Laboratory |

centrifuge

o'

HPLC

(&)

@2

o)

9

turbo-vap hood

6 @ @ bench

® .
13

o

bench @

o

enc 14

N
(3;1

@

bench
23

[©
0,

N
(@)

sink @22

&9

w
(@]

|7

/-\ba|ance

7

balance

72/ 28

alance

Z/

CFﬂ c 62&1)
HPLC 19 20 w D-freezer @& /ng‘:Fa tq
ron { -
{5 1 @ 5 [ufg
hone) 00 P
LSC counts attached
3=

Go
\»

LS C COu/VCLQ/r-JD{; CD

Lsc -ﬂOOV (UWD@(> @

[SC She €

e




‘Protocol #: 8 Name:14C-2min—dpm 14-Aug-97  13:27

Region A: LL-UL= 0.0-156. Lcr= O Bkg= 0.00 %2 Sigma=0.50
Region B: LL-Ul= 4.0-156. Lcr= 0 Bkg= 0.00 %2 Sigma=0.00 LkLFQJMEéSQFS>
Region C: LL-UL= 0.0- 0.0 Lecr= 0 Bkg= 0.00 %2 Sigma=0.00 .
Time = 2.00 QIP = tSIE/AEC ES Terminator = Count Eﬂitaij (
Conventional DPM
Nuclide 1 = 116000 ]
Save Data Filename = SDATAZ.037 8,“Jqq— L4D
PID S# TIME CPMA DPM1I A:%4LCVY FLAG +SI1E-

13 1 2.00 17 17.95 480.

13 2 2.00 14 14.25 4B6.

13 3 2.00 20 20.61 431.

13 4 2.00 24 24 .89 435.

13 3 2.00 21 21.65 473.

13 6 2.00 17 17.46 441,

13 7 2.00 21 21.72 432.

13 8 2.00 12 20.10 443,

13 Q 2.00 18 12.02 4466.

13 10 2.00 19 19.54 481.

13 11 2.00 13 13.20 477 .

13 12 2.00 14 14.80 454,

13 13 2.00 16 16.61 3I71.

13 14 2.00 16 16.90 475.

13 15 2.00 17 18.33 338.

13 1¢& 2.00 ig 19.24 382.

13 17 2.00 22 22.72 455.

13 18 2.00 i7 17.96 440,

18 19 2.00 13 15.32 462,

18 20 2.00 17 17.44 457.

18 21 2.06 18 18.4%9 4464,

18 22 2.00 14 14.26 ' 474,

18 23 2.00 20 20.61 456.

i8 24 2.00 19 20.12 438.

18 25 2.00 12 i2.18 435.

18 26 2.00 i3 15.%21 427 .

i8 27 2.00 17 17.47 438.

18 28 2.00 12 12.73 427 .

18 29 2.00 20 20.60 462.

18 30 2.00 23 23.79 449,

i8 31 2.00 18 12.03 ' 449,

i8 32 2.00 15 15.32 4468,

18 33 2.00 16 17.05 398.

18 34 2.00 18 12.0%9 425.

18 35 2.00 24 24 .83 464,

18 36 2.00 i 20.07 467 .

SYSTEM NORMALIZED

Cil4 IPA DATA PROCESSED - 14-Aug-927 15:14
Ci4 Eff (0-1356 keV) = 96.46 %

€14 CHI SQUARE IPA DATA PROCESSED - 14-Aug—-97 15:25
Ci4 Chi Sqguare = 30.44

H3Z IPA DATA PROCESSED — 14-Aug—-97 15:26
H3 Eff (0—-18.6 keaV) = 656.27 %

BKG IPA DATA PROCESSED - 14-Aug-97 16:27
Bkg (0-18.6 keV) = 13.53 cpm
Bkg (0—-156 keV) = 20.93 cpm
Ci4 E~2/B (1-136 keV) 542.64
H3 E™2/B (1-18.6 keV) 320.08
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