P I d 200 Power Mill RoadExperimental
re u e Station E400/3213

THERAPEUTICS Wilmington, DE 19803

January 15, 2018

VIA FEDERAL EXPRESS

Mr. Dennis Lawyer

Health Physicist

Licensing Assistance Team

US Nuclear Regulatory Commission Region |
2100 Renaissance Boulevard, Suite 100
King of Prussia, PA 19406-2713

Subject: Mail Control No. 601936

Response to Correspon?ence dated January 8, 2018
License No. 0735398-01 /0 30 39/ #

Prelude Therapeutics Incorporated
Newark, Delaware

Dear Mr. Lawyer:

In reference to your e-mail dated January 8, 2018, Prelude provides the following responses:

1.

NRC: You state in section 3.5 of your report that wipe data was printed in units of cpm and
dpm/100cm2 (surface activity) as seen in the MicroBeta printouts in Attachments A and
B. However, the printout data was not included in these attachments. Please provide the
individual count date from the wipes. Please include any quality assurance printouts for
any daily checks associated with the MicroBeta.

Prelude Response: See attached.

NRC: Please confirm that the only area of use was the biology lab. Please provide survey
data of any other areas of use such as waste storage rooms.

Prelude Response: Yes, the only area of RAM use was the biology lab. RAM waste as
stored in a locked cabinet within the biology lab. No RAM was used or stored anywhere
else in the facility.

NRC: In your application dated December 23, 2016, you stated that you would dispose of
material in the sanitary sewer. It is not clear that the disposal area was surveyed. Please
provide surveys or state which wipes were performed on drains used to dispose of liquid
material.

Prelude Response: Only solid waste and LSC waste was generated. Both were disposed
via a reputable vendor. No drain disposal of RAM was performed.

P A e ”
penm T PR

SN
I e b



4. NRC: Prior to termination of a license, 10 CFR 30.35(g), 30.36(k)(4) and 30.51 require
that you submit certain records to the NRC. As you are decommissioning a facility, please
submit the following records associate with the facility, or explain why such records are
not applicable to your licensed activities.

a.

Sincerely,

for unsealed materials with half-lives greater than 120 days, records for disposal
made pursuant to 10 CFR 20.2002 (alternate disposal procedures, including burial
authorized prior to January 28, 1981), 20.2003 (disposals to the sanitary sewerage
system), 20.2004 (incineration of wastes), 20.2005 (disposal of specific wastes
including liquid scintillation cocktail and animal tissue), and 20.2103(b)(4),
evaluations of effluent releases.

Prelude Response: Prelude had a total of three RAM waste pickups by Veolia: the
first 0.47 mCi of 3H on March 24, 2017, the second 1.68 mCi of 3H on June 5,

© 2017, and the third and final of 3.04 mCi of 3H on November 22, 2017 for a total

of 6.19 mCi disposed. No drain disposal, burial, or other methods of waste disposal
were utilized. See aftached manifests.

records important for decommissioning as described in 30.35(g). Examples of
such records include but are not limited to: records of contamination, identifying
the radionuclides, quantities and concentrations; as-built drawings and
modifications of structures and equipment in restricted areas and locations of
inaccessible contamination such as buried pipes; a single list, updated at least
every 2 years, of areas to which access is limited for the purpose of radiation
protection (restricted areas); and records related to the provision of financial
assurance.

Prelude Response: As shown above, RAM use was minimal and limited to only
one lab and only one authorized user. Licensed activities occurred for less than
one calendar year (from February16, 2017 to November 21, 2017). A map of the
facility was provided with the initial license application and the Final Status Survey.
There were no changes made to the facility in the months between. No areas of
contamination were found. No spills resulting in fixed contamination occurred
during the 9 months of use.

addi, DVM, Ph.D.
CEO and Founder
Prelude Therapeutics Incorporated
Phone: 302-644-5400
Email: kv@preludetx.com

Enclosure

cC: M. Wang, Prelude
J. Leonard, IES



Attachment A_Facility Wipe Results
c:\users\administrator\prelude therapeutics\microbeta - raw output\wipe
test\decommision lab LST 11212017.txt
PROTOCOL INFORMATION:

Name: Wipe test
Id: 10
General:

Labels: H-3, c-14
Cassette type: 24 wells, 4 by 6

Quench correction: off
Assay type: Normal
Paralux used: No

Counting time: 1 min
Detector norm.: PE C14 H3 normalization (52)
Status: n

Corrections: ) ]
BGND corr. : Normalization

Counting control:
Precision: 0.20
Repeats: 1
Cycles: 1

Cycle delay: 0

Plate delay: 0
Barcode delay: O
Cooldown delay disabled

Plate orientation: Normal

Plate map:

Cassette 1 rows: ABCD
Row A: 111111
Row B: 111111
Row C: 111111
Row D: 111111

Other:

Detector setup: Normal

Window 1: 5 - 360

window 2: 150 - 650

window 3: 1-1

RUN INFORMATION:

Counting protocol no: 10 Tue 21-Nov-2017 12:30
Name: wWipe test

Detector normalization protocol no: 52

MicroBeta? serial number: 5129231

COLUMNS:

POS ccpml H3_DPM CCPM2 C14_DPM CCPM3 P32_DPM SQP(I)
A01 35 68.1 27 97.7 0 86.9 333.2
AQ2 9 26.0 6 40.1 0 35.6 351.2
AQ3 17 42.1 17 63.9 0 56.8 319.2
A04 14 32.1 7 46.3 0 41.2 316.0
A0S 10 24.0 3 35.0 0 31.1 0.0

A06 12 32.0 10 48.8 0 43.4 327.3
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BO1
B0O2
BO3
BO4
BOS
BO6
c01
€02
03
c04
05
c06
D01
D02
D03
D04
DO5
D06
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Total count rate 1:
2:

END

Attachment A_Facility Wipe Results
50

22.0 .1 0 44
46.1 17 67.7 0 60.
22.0 18 46.4 0 41.
26.0 1 35.1 0 31.
20.0 0 28.8 0 25.
48.1 9 62.6 0 55.
22.0 14 37.6 0 33.
24.0 25 48.8 0 43.
24.0 17 42.6 0 37.
48.2 25 71.5 0 63.
8.0 7 18.8 0 16.
36.0 17 53.8 0 47.
24.0 3 30.0 0 26.
22.0 2 27.5 0 24,
12.0 14 28.8 0 25.
28.1 19 47.6 0 42.
14.0 4 21.3 0 18.
16.0 9 27.5 0 24,
199.6 CCPM
292.0 ccpMm
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Attachment A_Lab wipe Results
c:\users\administrator\prelude therapeutics\microbeta - raw output\wipe
test\decommision hallway LST 11212017.txt
PROTOCOL INFORMATION:

Name: Wipe test
Id: 10

General:
Labels: H-3, c-14
Cassette type: 24 wells, 4 by 6

Quench correction: off
Assa¥ type: Normal
Paralux used: No

Counting time: 1 min ) )
Detector norm.: PE C14 H3 normalization (52)
status: n

Corrections: i .
BGND corr. : Normalization

Counting control:
Precision: 0.20
Repeats: 1
Cycles: 1

Cycle delay: 0

Plate delay: 0
Barcode delay: O
Cooldown delay disabled

Plate orientation: Normal

Plate map:

Cassette 1 rows: ABC
Row A: 111111
Row B: 111111
Row C: 111111
Row D: 000000

Other:

Detector setup: Normal

window 1: 5 - 360

window 2: 150 - 650

window 3: 1-1

RUN INFORMATION:

Counting protocol no: 10 Tue 21-Nov-2017 13:17
Name: Wipe test

Detector normalization protocol no: 52

MicroBeta? serial number: 5129231

COLUMNS:
POS ccpMl H3_DPM CCPM2 C14_DPM CCPM3 P32_DPM SQP{(I)
A0l 0 16.0 10 33.8 0 30.1 441.5
AQ2 0 26.1 22 53.9 0 47.9 414.5
A03 11 22.1 0 30.1 0 26.8 0.0
AQ4 8 20.1 0 28.9 0 25.7 0.0
A0S 10 26.1 5 38.9 0 34.6 352.4
A06 12 32.1 10 48.9 0 43.5 311.5
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BO1
BO2
BO3
B04
BOS
BO6
c01
€02
c03
c04
€05
c06

Total count rate 1:
2:

END

32
0
25
18
29
22
4
1
34
23
15
4

58.1 18
18.1 12
44.2 9
38.1 11
52.2 14
40.1 7
26.1 8
40.1 30
66.2 21
46.2 9
48.2 22
36.1 20
248.5 CCPM
229.8 CCP™
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80.
37.
59.
55.
71,
53.
36.
68.
85.
56.
69.
56.
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/1.
33.
52.
49.
63.
47.
32.
61.
75.
50.
61,
50.
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291.
480.
268.
326.
324.
297.
308.
374.
238.
206.
305.
328.
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4] SHIPPING 1, Gonerator 1D Number 2 Pago 1 of | 3. Emergency Response Phone 4 Shippiog Document Tracking Number
DOCUMENT CESQG ) 71;313 GOy
5. Generpiors Nomo and Madig Aidress — Tio Acoress (i Gliorent an makng ]
PRELUDE THERAPEUTICS INC.
550 5COL LEGE AVENUESU]TE 110 SAME
STAR CAMPUS
Goneniors Phone: 302 173-3265 NEWARK, DE 19713 |
3 1.5, EPAID Number
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S J TRANSPORTATION CO INC [NJDO71629097¢6
A Doskaied Fackty N and S ROES8, | iy 1T EAR SERVICES U.5. EPA D Numbwt
7138 STATE ROUTE 18

WAMPUM, PA 16157

FacltysPhone: 724 5154777 'p ADo 37400157

ga. | 9b.U.S.DOT Description {including Proper Shipping Name, Hazard Class, /D Number, 10. Containers 11. Tolal 12.Unit
HM } and Packing Group (if any)) No. Tyoe Quanty WilVol. 13. Codes
- UNa010 RADIOACTIVE MATER EKCEPTED PACKAGE- NO
8| "R, QUANTITY OF MATERIAL NE i
5 1 [DF 16 | P RW399 !
w
z 2,
w
(U]
3
T !

14. Special Handling Instructions and Addifional Information ER Service Contracted b)’ VESTS 4 l) DRY ACTIVE WASTE (H3)

15. GENERATOR S/OFFEROR S CERTIFICATION: | haraby daclare that the contents of this consignment are fully and accurately described above by the proper shipping namte, and are classified, packaged,
marked and labelsd/placarded, and are in all respects in proper condition for transport according to applicable international and national governmental regulations.

Altemate Faciity (or Generalor)

19. Report Managsment Method Codes (Le., codes for trealment, dispasal, and recycling systems)
1. 2. 3 4.

20, Designated Faoiity Ownar or Operator: Certification of raceipt of shipment axcept as noted in Item 18a
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<
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<
=
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74 Special Handling Instruclions and Addional infoimalion

15, GENERATOR S/OFFEROR S CERTIFICATION: | hereby declare that the conlents of this consignment are fully and accurately descrived above by the proper shipping name, and are classified, packaged,
marked and labeled/placarded, and are in alf respects in proper condition for transport according 1o applicabls internalional and national govemmental regulations
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M A 7N L1
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Tisnsporta sgonture (o oxports ook _ Dslaloming U5:
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A ZLeren

Do) LD
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_— Docurnont T Nember:
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lFﬁ# Phona: i
18¢. Signature of Altemale Facility (or Genarator) Month Day Year

[
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1 2. 3 4

{;mr ar ey
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Extimated burdan

APPROVED BY OMB: NO. 3130-0164 st to ha PO Prvacy ind umwmw:’#uﬂ-nm U5 Mo
EXPIRES: 12131/201¢ MEOR-10502, (3150-6184), Office of a0 Budget, Washing! 20508, H 2 means 1
“SHIPFER 110, MUMBER
NRC FORM 540 U.S. NUCLEAR REGULATORY COMMISSION § 5 SHIPPER - NAME AND FACILN
(01-2014) /""N PRELUDE THERAPEUTICS INC.
‘\ UNIFORM LOW-LEVEL RADIOACTIVE 8805, COLLEGE AVENUE
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= Z. nA
VELEPHONE NGUBER | '%m—'—"‘
CONTAGT oot
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5, CARRIER — Nyme sud Address EPA uRe Scxnawieaging fecept
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ENVIRONMENTAL SERVICES

4 SHIPPING . 7 Generior 10 Numbey 2.Page § of &Emumcy'ﬁmﬁmo 4 ’é‘mmoucum thﬂmr
DOCUMENT CESQQ 1 {77 313-0087
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v | and Packing Group (f any)) No. Toe | Quamity | Wl - Codes
M UNI910, RADIOACTIVE MATERIAL, ﬁCEP‘I'ED PACKAGE NONE
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5 I PF 15 |pP R399
g |
) i

3.
4.
- i
74. Special Handiing Instructions and Addional Information “ER Service Contracted by VESTS - 1) DRY ACTIVE WASTE H3
15. GENERATOR S/OFFEROR § CERTIFICATION: thersby declare that the contents of this consignment are fully and accurately described above by the proper shipping nems, and are classified, packaged,
marked and labeled/placarded, and are In all respecls in proper condition for transport according to applicable international and national governmenal reguiations.
[Goneranor s orors PR 1060 Mg Signatice 7T T
1} )
- [&irjk Q’Z&Q'g ( A\ ‘f’ 4 " 4 l 7
jonal Shipments
niematonal Shipmen D Import to U.S. D Export from U.S. Port of entrylexit: "

Transparter sqna!ure {for exports only): Date leaving U.S.

17, Transporter Acknowladgment of Recsipt of Shipment N

z

A &S0 & [ —
18. Discrepancy 4 L4
18a. Discrepancy Indicafion Space D Quantity D Type D Residue D Partial Rejection D Fult Rejection
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