MA Permit No. MA0040321 March 2, 2021 2021 FINAL PERMIT

MASSACHUSETTS PERMIT TO DISCHARGE POLLUTANTS TO SURFACE WATERS

In compliance with the provisions of the Massachusetts Clean Waters Act, as amended (M.G.L. Chap. 21,
§§ 26 - 53) and the implementing regulations at 314 CMR 3.00 and 4.00,

Shire Human Genetic Therapies, Inc.
is authorized to discharge from the facility located at

Shire Human Genetic Therapies, Inc.
205 Alewife Brook Parkway
Cambridge, MA 02138

to receiving water named
Alewife Brook
Mystic River Watershed

in accordance with the following effluent limitations, monitoring requirements and additional
conditions:

This permit shall become effective on April 1, 2021.

This permit shall expire five years after the effective date.

This permit supersedes the permit issued on March 13, 2015.

This permit incorporates by reference Part IA., Effluent Limitations and Monitoring Requirements,
Part IB., Unauthorized Discharges, Part IC., Special Conditions, Part ID. Reporting Requirements, and
Part IIE., Standard Conditions, as set forth in the 2021 NPDES Permit No. MA0040321, issued by the
United States Environmental Protection Agency (EPA), Region 1, issued to Shire Human Genetic
Therapies, Inc. on January 27, 2021 (the 2021 NPDES Permit) and attached hereto as Appendix A;
provided, however:

a. that the notification required by Part IA.8. shall also be provided to MassDEP;

b. that the reporting required by Part IB.1 shall be in accordance with 314 CMR 3.19(20)(e) (24
hour reporting);

c. that a copy of the requests, reports, and information required by Part ID.3. to be submitted
to EPA shall also be submitted to MassDEP electronically to massdep.npdes@mass.gov;

d. that, if there is a conflict between the definitions in 314 CMR 3.02 and/or 314 CMR 4.00 and
the definitions in Part IIE, the definitions in 314 CMR 3.02 and/or 314 CMR 4.00 shall
control, as applicable;

e. that the notifications required by 4.a. and 4.c. above shall be provided as follows:

PwnNPE

Susannah King, NPDES Section Chief
Division of Watershed Management
Department of Environmental Protection
1 Winter Street — 5™ Floor
Boston, MA 02108

5. This permit incorporates by reference the Standard Permit Conditions set forth in 314 CMR 3.19.
6. This permit includes the following additional conditions:
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Within six (6) months of the effective date of the permit, the permittee shall submit to
MassDEP an evaluation of whether the facility uses any products containing any per- and
polyfluoroalkyl substances (PFAS) and whether use of those products can be reduced or
eliminated. The analysis shall be submitted electronically to massdep.npdes@mass.gov.
Within six (6) months after EPA’s multi-lab validated method for wastewater is made
available to the public on EPA’s Clean Water Act methods program website?!, or two (2)
years from the effective date of the NPDES permit, whichever is earlier, the permittee

shall conduct monitoring of the effluent for PFAS compounds as detailed in the table below.
If EPA has not issued a validated test method by twenty (20) months after the effective date
of the NPDES permit, the permittee shall contact MassDEP (massdep.npdes@mass.gov) for
guidance on an appropriate analytical method.

Effluent (Outfall 001)

Parameter Units |[Measurement Frequency [Sample Type

Perfluorohexanesulfonic acid (PFHxS) |ng/L Quarterly? 24-hour Composite
Perfluoroheptanoic acid (PFHpA) ng/L Quarterly 24-hour Composite
Perfluorononanoic acid (PFNA) ng/L Quarterly 24-hour Composite
Perfluorooctanesulfonic acid (PFOS) ng/L Quarterly 24-hour Composite
Perfluorooctanoic acid (PFOA) ng/L Quarterly 24-hour Composite
Perfluorodecanoic acid (PFDA) ng/L Quarterly 24-hour Composite

Notwithstanding any other provision of the 2021 Federal NPDES permit to the contrary,
monitoring results shall be reported to MassDEP electronically at
massdep.npdes@mass.gov, or as otherwise specified, within 30 days after they are
received. Those results do not need to be reported to EPA through NetDMR unless EPA
establishes a requirement through a future permitting action.

After completing one year of monitoring, if four (4) consecutive samples are reported as
non-detect for all six PFAS compounds, then the permittee may submit a request to
discontinue PFAS monitoring. Any such request shall be made in writing and sent to:
massdep.npdes@mass.gov. The permittee shall continue such monitoring pending written
approval from MassDEP to discontinue it.

Signed this 2™ day of March, 2021

y@ﬁ 1\@@)/

Lealdon Langley, Director
Division of Watershed Management
Department of Environmental Protection

1 See https://www.epa.gov/cwa-methods/other-clean-water-act-test-methods-chemical and

https://www.epa.gov/cwa-methods.

2 Quarters are defined as January to March, April to June, July to September, and October to December. Samples
shall be taken during the same month each quarter and shall be taken 3 months apart (e.g., an example sampling
schedule could be February, May, August, and November).
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RESPONSE TO COMMENTS

MA Permit No. MA0040321
Shire Human Genetic Therapies, Inc.
205 Alewife Brook Parkway Cambridge, Massachusetts

The Massachusetts Department of Environmental Protection (MassDEP or the “Department”) is issuing a
Surface Water Discharge (SWD) Permit to Shire Human Genetic Therapies, Inc. (the Permittee) for the
facility (the Facility) located in Cambridge, Massachusetts. The permit is being issued under the
Massachusetts Clean Waters Act, as amended (M.G.L. Chap. 21, §§ 26 - 53) and the implementing
regulations at 314 CMR 3.00 and 4.00.

In accordance with the provisions of 314 CMR 2.09, MassDEP is obligated to prepare a response to
comments received on the draft SWD Permit No. MA0040321 (the “Draft Permit”). The Response to
Comments explains and supports MassDEP’s determinations that form the basis of the final permit (the
“Final Permit”). From July 14, 2020 through August 13, 2020, MassDEP solicited public comments on the
Draft Permit for the reissuance of a permit to discharge reverse osmosis (RO) reject water from Outfall
Serial Number 001 to the Alewife Brook and the associated Draft WQC.

During the public comment period for the draft NPDES permit (July 1, 2020 through July 30, 2020), EPA
received comments from:

1. Jonathan Tomer, Sr. Environmental Specialist, Shire Human Genetic Therapies, Inc., dated July
28, 2020

EPA’s Response to Comments is included as part of the final NPDES permit issuance.
During the public comment period for the draft SWD Permit, MassDEP received comments from:

1. Jonathan Tomer, Sr. Environmental Specialist, Shire Human Genetic Therapies, Inc., dated July
29, 2020

2. Andreae Downs, Executive Director, Wastewater Advisory Committee to the MWRA,
dated August 4, 2020.

MassDEP’s knowledge of the facility has benefited from the various comments and additional
information submitted during the public comment period but the information and arguments presented
did not raise any substantial new questions concerning the Permit that warranted MassDEP exercising
the discretion to reopen the public comment period. MassDEP does, however, make certain
clarifications in response to comments. Any improvements and changes are explained in this document
and reflected in the Final Permit. Below, MassDEP provides a summary of the changes made in the Final
Permit. The analyses underlying these changes are contained in the responses to individual comments
that follow.

A copy of the Final Permit and this Response to Comments document will be posted on the MassDEP
website.



MA Permit No. MA0040321 2021 Response to Comments
Page 2 of 4

A copy of the Final Permit may be also obtained by writing or calling Xiaodan Ruan, MassDEP, Surface
Water Discharge Permitting Program, Bureau of Water Resources, 1 Winter Street — 5" Floor, Boston
02108; telephone: 617-654-6517; email: xiaodan.ruan@mass.gov. During this current COVD-19
emergency, MassDEP is working remotely. As such, interested parties are strongly encouraged to email
MassDEP Xiaodan Ruan if they wish to obtain a copy of the Final Permit.
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1 Summary of Changes to the Final Permit

1. Paragraph 4.c. in the Draft Permit, “that discharges of a new chemical or additive authorized
under Part IC.1. are only authorized under this permit 30 days following written notification to
MassDEP, unless otherwise notified in writing by MassDEP;” has been removed in the Final
Permit to be consistent with EPA NPDES Permit.

2. Paragraph 6.b., the table title has been revised from “Outfall 002” to “Outfall 001” due to a
typographical error.

3. Paragraph 6.b. has been revised to clarify that results shall be reported through email, or
otherwise specified, if MassDEP directs permittees to report through another mechanism.

1. Responses to Comments

Comments are reproduced below as received; they have not been edited, corrected or otherwise
modified.

A. Comment from Jonathan Tomer, Sr. Environmental Specialist, Shire Human Genetic Therapies,
Inc., dated July 29, 2020

Comment 1

| think there is a minor error on the draft permit (Shire Draft MA Permit 7-14-20.pdf). In Section 6. B. the
Table lists “Effluent (Outfall 002)” for site. On our site and initial application our only outfall is related to
surface water discharge is Outfall 001.

Response 1

The Permittee was correct that there was a typographical error on the Outfall Serial Number in the table
title in paragraph 6.b. of the Draft Permit. The Final Permit has been revised to change the table title
from “Outfall 002” to “Outfall 001.”

B. Comment from Andreae Downs, Executive Director, Wastewater Advisory Committee to
the MWRA, dated August 4, 2020.

Comment 2

The Wastewater Advisory Committee (WAC) supports the DEP’s draft requirements for industries with
NPDES permits (including Shire Human Genetic Therapies’ Cambridge facility and Genzyme Corporation)
to monitor effluent for six PFAS.

Collecting such data can help both publicly owned treatment works (POTWs)s and DEP in future limit
decisions. This is helpful since more information about PFAS is still needed, including who is discharging
them in what concentrations, and their fate in the environment.

WAC also supports requiring these industries and those that discharge to POTWSs to evaluate whether
their facilities use any products containing any PFAS and whether such use can be reduced or
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eliminated, with the caveat that “any PFAS” not be exclusively the six compounds DEP is asking the
facilities to monitor.

Recycling residuals from POTWs is continually threatened by contaminants of emerging concern. With
several New England states establishing guidance limiting PFAS to 20ppt or lower for drinking water, the
levels of PFAS in residuals which may be land-applied is even more important.

WAC asks DEP to consider the following:
 Ease of detection and testing (and a limit high enough to be easily detectable)
¢ Ease of reporting
¢ Cost of the above

Response 2:

MassDEP acknowledges Wastewater Advisory Committee (WAC)’s comments on detection, testing and
reporting of PFAS. As stated in the State Permit, the Permittee shall follow the Permit Condition 6.b. for
the testing method and reporting of the monitoring results. MassDEP is available to provide guidance
should the Permittee have questions or difficulties. MassDEP acknowledges WAC’'s comment to DEP to
consider the cost of PFAS monitoring. MassDEP has considered the cost of PFAS testing, which is one of
the reasons the permit includes Condition 6.c., which allows for the Permittee to request to discontinue
PFAS monitoring if four (4) consecutive samples are non-detect for all compounds.



NOTICE OF APPEAL RIGHTS for
STATE SURFACE WATER DISCHARGE PERMIT

Within 30 days of the issuance of MassDEP’s decision to grant or deny a Surface Water Discharge Permit
pursuant to M.G.L. c. 21, § 43, and 314 CMR 3.00, any person aggrieved may request an adjudicatory

hearing.

How should the request for an adjudicatory hearing be made?

A request for an adjudicatory hearing for the state Surface Water Discharge Permit must be made during
the 30-day period following issuance of the state permit, in accordance with 314 CMR 2.08 and 310 CMR
1.01. 310 CMR 1.01(6)(b) establishes the required form and content of the request. Failure to meet the
requirements of 310 CMR 1.01 may result in dismissal of the request or the requirement to file a more
definite statement.

A person filing a request for an adjudicatory hearing must complete and mail a MassDEP Fee Transmittal
Form and send it with a valid check to the Commonwealth Master Lockbox, as instructed below, if a fee
is required by 310 CMR 4.06. The MassDEP Fee Transmittal Form can be downloaded from:

http://www.mass.gov/eea/agencies/massdep/service/approvals/transmittal-form-for-payment.html.

The written notice requesting an adjudicatory hearing shall be delivered to MassDEP’s Case
Administrator together with (i) a photocopy of the decision being appealed, (ii) a photocopy of the
completed MassDEP Fee Transmittal Form, if required, and (iii) a photocopy of the check used to pay
any adjudicatory hearing filing fee due for the appeal under 310 CMR 4.06. The notice of claim must be
made in writing and sent by email to Caseadmin.OADR@state.ma.us.

Please do not send the original of the completed MassDEP Fee Transmittal Form and check to the Case
Administrator. Instead, please follow the instructions below for delivery of the original of the completed
Fee Transmittal Form and check to the Commonwealth Master Lockbox.

A $100 adjudicatory hearing filing fee must be paid, unless (i) a simplified hearing is requested for a
reduced fee of $25, (ii) the person requesting an adjudicatory hearing is a town, a municipal agency, a
county or a municipal housing authority, in which case there is no fee, or (iii) the person requesting the
hearing is seeking to have MassDEP waive the adjudicatory hearing filing fee because paying the fee will
create an undue financial hardship.

A person who believes that payment of the fee would be an undue financial hardship shall file with the
request for adjudicatory hearing a request for waiver of the fee together with an affidavit setting forth
the facts the appellant believes constitute the undue financial hardship. For more information on the
adjudicatory hearing filing fee and the grounds on which the Department may waive the fee, please see
310 CMR 4.06.

If a fee is required, the completed MassDEP Fee Transmittal Form and a valid check made payable to the
Commonwealth of Massachusetts for the amount of the fee due must be mailed to:

Mass. Department of Environmental Protection
Commonwealth Master Lockbox



P.O. Box 4062
Boston, Massachusetts 02211

Failure to pay the adjudicatory hearing filing fee, if required, may be grounds for dismissal of the appeal.

In accordance with 314 CMR 2.08(5), any person, other than the permit applicant or permittee, who files
a request for an adjudicatory hearing with the Department pursuant to 314 CMR 2.08(2) on an

individual permit or general permit coverage, also shall simultaneously send a copy of the request by
certified mail, return receipt requested, to the applicant or permittee. Any person who files a request
for an adjudicatory hearing with the Department pursuant to 314 CMR 2.08(2) on a general permit also
shall simultaneously send a copy of the request by certified mail, return receipt requested, to each
permittee covered by the general permit.
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Massachusetts Department of Environmental Protection
One Winter Street, Boston MA 02108 * Phone: 617-292-5751

Communication for Non-English Speaking Parties -310cmr 1.036)@)

1 English:

This document is important and should be translated immediately. If you need this
document translated, please contact MassDEP’s Diversity Director at the telephone
numbers listed below.

2 Espafiol (Spanish):

Este documento es importante y debe ser traducido inmediatamente. Si necesita este
documento traducido, comuniquese con el Director de Diversidad de MassDEP a los
nameros de teléfono que aparecen mas abajo.

3 Portugués (Portuguese):

Este documento é importante e deve ser traduzido imediatamente. Se vocé precisa deste
documento traduzido, entre em contato com Diretor de Diversidade da MassDEP para os
numeros de telefone listados abaixo.

4(a) hE ({#E) (Chinese (Traditional):
ARSCRIEE EEE, MESZRVEGE, aRETFERRREM S, 55 T s A RS B
MassDEP 192 ot EE I 45,

4(b) RE (&) (Chinese (Simplified):
AR EEE, NIZEIENF. WEREEEENFX S, R TEYI ISR S
MassDEP 12 Jifb s i Bt £

5 Ayisyen (franse kreyol) (Haitian) (French Creole):

Dokiman sa-a se yon bagay enpotan epi yo ta dwe tradui imedyatman. Si ou bezwen
dokiman sa a tradui, tanpri kontakte Divésite Direkte MassDEP a nan nimewo telefon ki
nan lis pi ba a.

6 Viét (Viethamese):

Tai liéu nay rat quan trong va can dwoc dich ngay lap tirc. Néu ban can dich tai liéu nay,
xin vui long lién hé véi Giam déc Pa dang ctia MassDEP theo céc sbé dién thoai duworc liét
ké duwéi day.

7 [UiSaIRYX (Kmer (Cambodian):
IS ROPISHI ST PR mewss::iﬁJLﬁimSU‘ﬁ“tpmaﬂ ]pmSIUHﬁLﬁimSUﬁiLu
ARSI IESSIHS SHISS NS MassDEP Isﬁmegjmmwmmsnm@hitmaﬂ

8 Kriolu Kabuverdianu (Cape Verdean):

Es documento é importante e deve ser traduzido imidiatamente. Se bo precisa des
documento traduzido, por favor contacta Director de Diversidade na MassDEP’s pa es
numero indicode li d’boche.

9 Pycckum a3bIK (Russian):

3TO BaXHbli JOKYMEHT M OH [OJIXeH 6biTb 6e30TnaratenbHo nepeBefeH. Ecim Bam HyxeH
nepeeBoj, AAHHOrO AOKYMeHTa, MoxalyncTa, CBAXMTECb C AUMPEKTOpPOM Mo

pa3Hoobpasuw KoMnaHum MassDEP no TenedoHy yKa3aHHOMY HUXe

Contact Michelle Waters-Ekanem, Diversity Director/Civil Rights: 617-292-5751 TTY# MassRelay Service 1-800-439-
2370. http://www.mass.gov/eea/agencies/massdep/servicel/justice/

(Version 12.19.19)


http://www.mass.gov/eea/agencies/massdep/service/justice/
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10 4n (Arabic):
uﬁ&)ﬂ\ e Juaty) = Aan yiall 4845 611 028 ‘5]\:&;\;.\&45\3\ )}ﬂ\‘slc\.@.ﬁ,«\;).u_\;:\}h@.a:\.sﬁjj\ XY
ol da jaall il sel) S8 )1 e MassDEP

11 8t=0{ (Korean):
Ol 2X= &20t1] Al HAGHOF & LICH 0l M2 810 2 RBHAICHH, ofeHel & &t
HSZ MassDEP 2 Ct2d 2 =0l 22I6HAID] BHELICH.

12 huykpku (Armenian):

Uju hwutwpninpp own juptinp | B yhnp | pupgduut) widhowytu. Gph Qtq
wthpwdbtown t wyju hwunwpninpp pupgluyt) nhut) MassDEP puqUuqutnipiniup
wnbonku E hinwpinuwhwdwnpttph pyupljws b uinnpb.

13 ¢ (Farsi [Persian]):
Qu\cﬁ%;}\)}ﬁmb}&u\wmd\
) v ek 83 sl Gilie lad ;0 MaSSDEP ste ¢ st (e Lo L Lkl (o dan 5 2t o) 4 i lad R

14 Francais (French):

Ce document est important et devrait étre traduit immédiatement. Si vous avez besoin de
ce document traduit, s'il vous plait communiquer avec le directeur de la diversité
MassDEP aux numéros de téléphone indiqués ci-dessous.

15 Deutsch (German):

Dieses Dokument ist wichtig und sollte sofort Gbersetzt werden. Sofern Sie die
Ubersetzung von diesem Dokument bendétigen, wenden Sie sich bitte an den Diversity
Director MassDEP unter der unten aufgefiihrten Telefonnummer.

16 EAANnvIKA (Greek):

To TTapov £yypa@o gival onUavTikd Kal 8a TTPETTEl va JETAPPOOTEN ANéows. Av XpeldleoTe
METAPPOON TOU TTAPOVTOG £YYPAPOU, TTAPAKAAOUUE ETTIKOIVWVAOTE e TOoV AlEuBuvTn
Ala@opeTIkOTNTAG TOU MassDEP oToug apiBuoug TnAE@uvou TTou avaypd@ovTal
TTAPOKATW.

17 Italiano (Italian):

Questo documento € importante e dovrebbe essere tradotto immediatamente. Se avete
bisogno di questo documento tradotto, si prega di contattare il Direttore di Diversita di
MassDEP ai numeri di telefono elencati di seguito.

18 Jezyk Polski (Polish):

Dokument ten jest wazny i powinien zosta¢ natychmiast przettumaczony. Jesli
potrzebujesz przettumaczonej wersji dokumentu, prosimy o kontakt z dyrektorem ds.
réznorodnosci MassDEP pod jednym z numeréw telefonu wymienionych ponize;.

19 fg=dr (Hindi):

Ig &Sl AgeaquT & 3R i 31e1dTe fohdT ST T1fg V. I 3Tl S8 eFdTd el T 3fe]dla
el T ATl g, ol HUAT A Feherg ColhIeT STeRT 9 ATHSTH Sr8afder & A &
I .

Contact Michelle Waters-Ekanem, Diversity Director/Civil Rights: 617-292-5751 TTY# MassRelay Service1-800-
439-2370 http://www.mass.gov/eea/agencies/massdep/service/justice/
(Version 12.19.19)
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