'Yq(E)‘Il!vK Department Me.dic:fll Marijuan.a Prc?gram
STATE Of Health Application for Registration as

a Registered Organization

 Section A: Business Entity Information

1. Business Name: Cannabis of America LLC.

2. Organization Type (choose one): | 3. Business Type (choose one):

For-profit [] Corporation Limited Liability Company
Non-profit [C1Sole Proprietorship [ General Partnership
[C] Limited Partnership
Other:
4.Phone: 914-618-2895 5. Fax: 203-651-1065 6. Email: info@empiregreenlabs.com

7. Business Address: 427 Manville Rd.

8. City: Pleasantville 9. State: NY 10. ZIP Code: 10570

11. Mailing Address (if different than Business Address):

12. City: 13. State: 14. ZIP Code:

Section B: Primary Contact Information
15. Name: Thomas Macre Sr. 16. Title: CEO

17. Phone: 203-641-7276 18. Fax: 203-799-3871 19, Email: tomsr@empiregreenlabs.com

20. Mailing Address: 284 Racebrook Rd.Suite # 217

21, City: Orange 22. State: CT 23. ZIP Code: 06477

Section C: Proposed Manufacturing Facility Information

24. Proposed Facility Name: Empire Green Labs Management Services

25. Proposed Facility Address: 42 Windsor Place

26. City: Central Islip 27. State: NY 28. ZIP Code: 11722

29. County: 30. Property Status (choose one):

Suffolk [[] Owned by the applicant
Leased by the applicant
[]Other:

If you checked “Other” above, describe the property status in the
field provided.

31. Proposed Hours of Operation:

Monday: 7:30 AM to 7:30 PM Friday: 7:30 AM to 7:30 PM
Tuesday: 7:30 AM {o 7:30 PM Saturday: 7:30 AM {o 7:30 PM
Wednesday: 7:30 AM to 7:30 PM ' Sunday: 7:30 AM to 7:30 PM
Thursday: 7:30 AM to 7:30 PM

e
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32. Proposed Facility Name:

33. Proposed Facility Address:

34. City: 35. State: NY 36. ZIP Code:

37. County: 38. Property Status (choose one):
Owned by the applicant
Leased by the applicant
[C1other:

If you checked “Other” above, describe the property status in the
field provided.

39. Proposed Hours of Operation:

Monday: fo Friday: o
Tuesday: fo Saturday: to
Wednesday: fo Sunday: to
Thursday: o

, ' 7,1‘tlo‘n D: Proposed Dlspensmg Facllity #1 Informatlon

40. Proposed Facility Name: Empire Green Labs Compassionate Care |

41. Proposed Facility Address: 100 Garden City Plaza

42. City: Garden City 43, State: NY 44. ZIP Code: 11530

45. County: 46. Property Status (choose one):
Owned by the applicant

Nassua Leased by the applicant
[J other:
If you checked “Other” above, describe the property status in the
field provided.
47. Proposed Hours of Operation:
Monday: 12:00 PM to 7:00 PM Friday: 11:00 AM to 8:00 PM
Tuesday: 12:00 PM to 7:00 PM Saturday: 11:00 AM to 7:00 PM
Wednesday: 12:00 PM to 7:00 PM Sunday: 11:00 AM to 5:30 PM
Thursday 12;00 PM to 7:00 PM

t Sectlon E ‘Proposed Dlspensmg Faclllty #2 lnformat:on

48. Proposed Facility Name: Empire Green Labs Compassionate Care I

49. Proposed Facility Address: 129 Court St.

50. City: White Plains 51, State: NY 52. ZIP Code: 10601

53. County: 54. Property Status (choose one):
Owned by the applicant
Westchester Leased by the applicant
[ other:

If you checked “Other” above, describe the property status in the
field provided.
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55.

Section F: Proposed Dispensing Facility #3 Information _

56.

Monday: 12.00PM to 7:00 PM Friday: 11:00 AM o 8:00 PM
Tuesday: 12:00 PM to 7:00 PM Saturday:  11:00 AM {o 7:00 PM
Wednesday: 12:00 PM to 7:00 PM Sunday: 11:00 AM {o 5:30 PM
Thursday: 12:00 PM to 7:00 PM

Proposed Hours of Operation:

Proposed Facility Name: Empire Green Labs Compassionate Care il

57. Proposed Fadility Address: 248 South Ave.
58. City: Poughkeepsie 59. State: NY 60. ZIP Code: 12601
61. County: 62. Property Status (choose one):
[C]Owned by the applicant
Dutch
uichess Leased by the applicant
Other:
If you checked “Other” above, describe the property status in the
field provided.
63. Proposed Hours of Operation:

Thursday: 12:00 PM {o 7:00 PM

Monday: 12:00 PM to 7:00 PM Friday: 11:00 AM to 8:00 PM
Tuesday: 12:00 PM to 7:00 PM Saturday: 11:00 AM to 7:00 PM
Wednesday: 12:00 PM fo 7:00 PM Sunday: 11:00 AM to 5:30 PM

sensing Facility #4 Information

64. Proposed Facility Name: Empire Green Labs Compassionate Care IV
65. Proposed Facility Address: 824 Loudon Rd.
66. City: Latham 67. State: NY 68. ZIP Code: 12110
69. County: 70. Property Status (choose one);
Albany Owned by the applicant
Leased by the applicant
Other:
If you checked “Other” above, describe the property status in the
field provided.
71. Proposed Hours of Operation:

Monday: 12:00 PM to 7:00 PM Friday: 11:00 AM to 8:00 PM
Tuesday: 12:00 PM to 7:00 PM Saturday: 11:00 AM to 7:00 PM
Wednesday: 12:00 PM to 7:00 PM Sunday: 11:00 AM to 5:30 PM
Thursday: 12:00 PM to 7:00 PM
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. Sectlon H: Legal Dlsclosures v, '

72. Has the applicant, any controiling person of the apphcant any manager any pnncrpal stakeholder any sole
proprietor applicant, any general partner of a partnership applicant, any officer or member of the board of
directors of a corporate applicant, or corporate general partner had a prior discharge in bankrupicy or been
found insolvent in any court action? [lyes [INo

If the answer to this question is “Yes,” a statement providing details of such bankruptcy or insolvency
must be included with this application.

73. Does any conirolling person of the applicant, any manager, any principal stakeholder, any sole proprietor
applicant, any general partner of a partnership applicant, any officer or member of the board of directors of a
corporate applicant, or corporate general partner, or a combination of such persons collectively, maintain a
ten percent interest or greater in any firm, association, foundation, trust, partnership, corporation or other
entity, and such entity will or may provide goods, leases, or services to the registered organization, the
value of which is or would be five hundred dollars or more within any one year?

OR
Does any entity maintain a ten percent interest or greater in the applicant, and such entity will or may

provide goods, leases, or services fo the registered organization, the value of which is or would be five
hundred doliars or more within any one year?

Clves [FNo

If the answer to either of these questions is “Yes,” a statement with the name and address of the entity
together with a description of the goods, leases, or services and the probable or anticipated cost to the
registered organization, must be included with this application.

74.

A. Is the applicant a corporate subsidiary or affiliate of another corporation? [dYes [[INo

If the answer to this question is “Yes,” a statement setting forth the name and address of the parent or
affiliate, the primary activities of the parent or affiliate, the interest in the applicant held by the parent or
affiliate, and the extent to which the parent will be involved in the activities of the applicant, and
responsible for the financial and contractual obligations of the subsidiary must be included with this
application. The organizational and operational documents of the corporate subsidiary or affiliate must
also be submitted, including but not limited to, as applicable: the certificate of incorporation, bylaws,
articles of organization, partnership agreement, operating agreement, and all amendments thereto, and
other applicable documents and agreements including in relation to the subsidiary or affiliate’s
financial or contractual obligations with respect to the applicant.

B. Is any owner, partner or member of the applicant not a natural person? [FlYes [[]JNo

If the answer to this question is “Yes,” a statement must be included with this application setting forth
the name and address of the entity, the primary activities of the entity, the interest in the applicant held
by the entity, and the extent to which the entity will be involved in the activities of the applicant, and
responsible for the financial and contractual obligations of the applicant. The organizational and
operational documents of the entity must also be submitted, including but not limited to, as
applicable: the certificate of incorporation, bylaws, articles of organization, partnership agreement,
operating agreement, and all amendments thereto, and other applicable documents and agreements
including in relation to the entity’s financial or contractual obligations with respect to the applicant,
and the identification of all those holding an interest or ownership in the entity and the percentage of
interest or ownership held in the entity. If an interest or ownership in the entity is not held by a natural
person, the information and documentation requested herein must be provided going back to the level
of ownership by a natural person (Principal Stakeholder).
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75. Has construction, lease, rental, or purchase of the manufacturing facility been completed? [FlYes [[JNo

If the answer to this question is “No,” a statement indicating the anticipated source and application of
the funds to be used in such purchase, lease, rental or construction, as well as anticipated date that
construction, lease, rental or purchase will be completed must be included with this appligation.

76. Has construction, lease, rental, or purchase of the dispensing facilities been completed? es ‘ [CINo

If the answer to this question is “No,” a statement indicating the anticipated source and application of
the funds to be used in such purchase, lease, rental or construction, as well as anticipated date that
‘construction, lease, rental or purchase will he completed must be included with this application.

l{m:‘iectlon I'”Requlred A’d:achmentsw ‘

7 Apphcatsons received without the requured attachments wull not be ehglblefor cansnderatlcn untll the
required attachments are received. All such attachments must be postmarked by the Deadline for
Submission of Applications.

77.}/] The applicant has enclosed a non-refundable application fee in the amount of $10,000.
Appilications received without the $10,000 application fee will not be considered.

78.5/] The applicant has enclosed a conditionally refundable registration fee in the amount of $200,000.
Applications received without the $200,000 registration fee will not be considered.

The $200,000 registration fee will be refunded to applicants that are not selected as registered
organizations.

79.M The applicant has attached all required statements from Section H: Legal Disclosures, if applicable.

80.|Z[ The applicant has attached identification of all real property, buildings, and facilities that will be used in

manufacturing and dispensing activities, pursuant to PHL § 3365 and 10 NYCRR § 1004.5(b)(2), and
labeled this attachment as “Attachment A.”

81.@ The applicant has attached identification of all equipment that will be used to carry out the
manufacturing, processing, fransportation, distributing, sale, and dispensing activities described in the
application and operating plan, pursuant to PHL § 3365 and 10 NYCRR § 1004.5(b)(3), and labeled this
attachment as “Attachment B.”

82. Ierhe applicant has attached copies of all applicable executed and proposed deeds, leases, and rental
agreements or executed option contracts related to the organization’s real property interests, showing that
the applicant possesses or has the right to use sufficient land, buildings, other premises, and equipment,
and contains the language required in 10 NYCRR § 1004.5(b)(9), if applicable, or, in the alternative, the
applicant attached proof that it has posted a bond of not less than $2,000,000, pursuant to PHL § 3365
and 10 NYCRR § 1004.5(b)(9), and labeled this attachment as “Attachment C.”
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83.[21The applicant has attached an operating plan that includes a detailed description of the applicant’s
manufacturing processes, transporting, distributing, sale and dispensing policies or procedures, and
contains the components set forth in 10 NYCRR § 1004.5(b)(4), and labeled the operating plan as
“Attachment D — Operating Plan” with the information clearly labeled and divided into the following
sections:

Section 1 - Manufacturing (§ 1004.5(b)(4))

Section 2 - Transport and Distribution (§ 1004.5(b)(4))

Section 3 - Dispensing and Sale (§ 1004.5(b)(4))

Section 4 - Devices (§ 1004.5(b)(4)(i))

Section 5 - Security and Control (§ 1004.5(b){4)(ii})

Section 6 - Standard Operating Procedure (§ 1004.5(b)(4)(iii))

Section 7 - Quality Assurance Plans (§ 1004.5(b)(4)(iv))

Section 8 - Returns, Complaints, Adverse Events and Recalls (§ 1004.5(b)(4)(v))
Section 9 - Product Quality Assurance (§ 1004.5(b)(4)(vi))

Sgction 10- Recordkeeping (§ 1004.5(b)(4)(vii))

84.|j The applicant has attached copies of the organizational and operational documents of the applicant,
pursuant 10 NYCRR § 1004.5(b)(5), which must include the identification of all those holding an interest or

ownership in the applicant and the percentage of interest or ownership held, and labeled this attachment
as “Attachment E.”

BS.M “Appendix A: Affidavit for Board Members, Officers, Managers, Owners, Partners, Principal
Stakeholders, Directors, and Members” has been completed for each of the board members, officers,
managers, owners, partners, principal stakeholders, directors, and any person or entity that is a member of
the applicant setting forth the information required in PHL § 3365(1)(a)(iv) and 10 NYCRR § 1004.5(b)(6).

BG‘B/The applicant has attached documentation that the applicant has entered into a labor peace agreement
with a bona fide labor organization that is actively engaged in representing or attempting to represent the
applicant’s employees, pursuant o PHL § 3365(1)(a)(iii) and 10 NYCRR § 1004.5(b)(7), and labeled this
attachment as “Attachment F.”

87.@ The applicant has attached a financial statement setting forth all elements and details of any business
transactions connected with the application, including but not limited to all agreements and contracts for
consultation and/or arranging for the assistance in preparing the application, pursuant fo 10 NYCRR §
1004.5(b)(10), and labeled this attachment as “Attachment G.”

88.12‘ The applicant has completed “Appendix B — Architectural Program” and included the components set
forth in 10 NYCRR § 1004.5(b)(11) and -(12).

89. Z The applicant has attached the security plan of the applicant’s proposed manufacturing and dispensing
facilities indicating how the applicant will comply with the requirements of Article 33 of the Public Health
Law, 10 NYCRR Part 1004, and any other applicable state or local law, rule, or regulation, and labeled this
attachment as “Attachment H.”

90. [’ZrThe applicant has attached the most recent financial statement of the applicant prepared in accordance
with generally accepted accounting principles (GAAP) applied on a consistent basis and certified by an
independent certified public accountant, in accordance with the requirements of 10 NYCRR §
1004.5(b)(16), and labeled this attachment as “Attachment I.”

91. Iﬁ The applicant has attached a staffing plan for staff to be involved in activities related to the cultivation of
marijuana, the manufacturing and/or dispensing of approved medical marijuana products, and/or staff with
oversight responsibilities for such activities that includes the requirements set forth in 10 NYCRR §
1004.5(b)(18) of the regulations and labeled this attachment as “Attachment J.”
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QZ.ZI The applicant has attached proof from the local internet service provider(s) that all of the applicant’s
manufacturing and dispensjng facilities are located in an area with internet connectivity and iabeled this
attachment as “Attachment K.” Internet connectivity will be required to support the use of a Seed-to-Sale
Sotution approved by the Department to record the registered organization’s permitted activities.

93, IE The applicant has attached a timeline demonstrating the estimated timeframe from growing marijuana to
production of a final approved product, and labeled this attachment as “Attachment L.”

94, M The applicant has attached a statement and/or documentation showing that the applicant is able to
comply with all applicable state and local laws and regulations relating to the activities in which it intends to

engage under the registration, pursuant to 10 NYCRR § 1004.5(b)(8), and labeled this attachment as
“Attachment M.”

: Sectron J: Attestatlon and Srgnature 0

As the chlef executive officer duly authorrzed by the board of a corporate apphcant ora general partner or
owner of a proprietary applicant, | hereby authorize the release of any and all applicant information of a
confidential or privileged nature to the Department and its agents. If granted a registration, | hereby agree to
ensure the registered organization uses the Seed-to-Sale Solution approved by the Department to record the
registered organization’s permitied activities. 1 hereby certify that the information provided in this application,
including in any statement or attachments submitted herewith, is truthful and accurate. | understand that any
material omissions, material errors, false statements, misrepresentations, or failure to provide any requested
information may result in the denial of the application or other action as may be allowed by law.

95 Slgnature : 96. Date Signed% /} /ZO/ s/,
97.4Print Name; THMA‘S mA_c'eé’/

The application must include a handwritten signature by the chief executive officer duly authorized by
the board of a corporate applicant, or a general partner or owner of a proprietary applicant, and must be

notarized. yZ

Notary Name: / (‘*W stratron Number:
3@ ICQ ~ / LhNC 7 eccecr

Notary (Notary Must Affix Stamp or’Seal) / ' Date:

@/ 1905

JEBSICA M LUFONE
Notary Public, State of Connecticut
My Commlssron Expires Jan, 31, 2020
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ATTACHMENT D

Section 3: Dispensing and Sales



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D31



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 2



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 3



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 4



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR INFRASTRUCTURE INFORMATION
D35



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 6



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 7



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 8



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 9



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 10



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 11



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 12



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 13



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 14



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 15



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 16



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 17



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 18



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 19



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 20



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 21



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 22



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 23



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 24



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 25



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 26



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 27



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 28



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 29



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 30



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 31



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 32



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 33



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 34



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 35



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 36



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 37



Redacted pursuant to N.Y. Public Officers Law, Art. 6

FOIL EXCEPTION REQUESTED—SECTION CONTAINS TRADE SECRETS AND/OR
INFRASTRUCTURE INFORMATION
D3 38
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ATTACHMENT D

Section 4: Devices



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL
SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION
DS4 1



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL
SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION ©UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL
SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION ©UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL
SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION ©UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL
SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION ©UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL
SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION ©UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL
SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION ©UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL
SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION ©UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL SINCE IT
CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION © UNM

DS4 9



SAMPLE PRODUCT LABELS

Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION © UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION © UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION © UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION © UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION © UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION © UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION © UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION © UNM



Redacted pursuant to N.Y. Public Officers Law, Art. 6

THE MATERIAL ON THIS PAGE IS REQUESTED TO BE EXEMPT FROM DISCLOSURE UNDER FOIL SINCE IT CONTAINS TRADE SECRETS AND PROPRIETARY INFORMATION © UNM
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ATTACHMENT D

Section 6: Standard Operating Procedures
Included in Section 6 are the Standard Operating Procedures for the following:

1. Cultivation
2. Production
3. Internal Lab
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Laboratory Safety Manual

Introduction

FORWARD

Empire Green Labs is committed to providing a safe work environment for learning, teaching and
research. The following sections are meant to provide general laboratory safety procedures. Each
project is different and project-specific hazards must be addressed by each supervisor/principal
investigator when establishing proper work practices. It is each laboratory worker’s duty to conduct
their work in a responsible manner, and to take all necessary precautions to protect themselves and
others in the area from exposures to hazardous materials.



Laboratory Safety Manual

Section 1
Biological Safety

INTRODUCTION

PURPOSE

This section has been prepared to provide the laboratory personnel at Phytalab with the information
necessary to protect them and the surrounding environment from hazards associated with the use of
biological materials. The guidelines which follow provide a means for evaluating the risks of work
involving biological materials and introduce the proper handling practices which will minimize the risk of
an occupational acquired infection. History has shown that if not handled appropriately, infectious
agents can be transmitted to laboratory employees, and rarely, to people outside of the laboratory.
Biohazardous materials are those which are either known to cause, or that present a potential risk to the
health of humans or animals. Such materials would include, but are not limited to: bacteria, fungi,
viruses, parasites, rickettsia, rDNA toxins, human blood and unfixed human tissues.



ROUTES OF EXPOSURE

There are four main routes of exposure that one must try to avoid when working with biohazardous
agents in the laboratory. These would include percutaneous injuries, inhaling infectious aerosols,
exposure to mucous membranes, and ingestion.

Percutaneous injuries

Percutaneous injuries can result from needlesticks, cuts or abrasions from contaminated items.

These exposures are particularly serious because of the potential for immediate entry of the agent into a
normally sterile bloodstream. All sharps items should be handled and disposed of as noted in the Waste
Management section.

Inhalation of aerosols

Many laboratory procedures can cause the aerosolization of infectious agents. Some of these
procedures include the use of vortexes, blenders and sonicators. Proper work practices must be
implemented to minimize the aerosolization of all materials, especially those which are known to be
transmitted by the aerosol route (e.g., Adenovirus, Vaccinia virus, Mycobacterium tuberculosis, etc.). See
“Laboratory Equipment” for more information about minimizing and containing aerosols in the
laboratory.

Mucous membrane

Exposure of mucous membranes to infectious agents can lead to occupationally acquired infections.
Mucocutaneous exposures can result from splashes to the eyes, nose or mouth, or by inadvertent
inoculation via contaminated hands. Face protection should always be used if there is a likelihood of
splash or splatter.

Ingestion

Accidental ingestion of biohazardous materials can result from improper personal hygiene in the
laboratory. Food and drink are prohibited in all areas of the laboratory in which work is conducted with
potentially infectious materials. Hands must always be washed before leaving the laboratory, and
immediately if visible contamination occurs.



STANDARD LABORATORY PRACTICE AND TECHNIQUE

Biohazard Warning Signage
A sign incorporating the universal biohazard symbol must be posted at the entrance to the laboratory
when infectious agents are present.

Biosafety Level 1: The sign may include the name of the agent (s) in use, and the name and
phone number of the laboratory supervisor or other responsible personnel.

Biosafety Level 2: Posted information must include the name of the agent (s), laboratory’s
biosafety level, supervisor’s name (or other responsible personnel), telephone number, and
required procedures for entering and exiting the laboratory.

Personal Protective Equipment

Once a biological hazard has been identified, the supervisor and employee must agree on the
appropriate personal protective equipment (PPE) to be worn as the primary barrier of protection. PPE
may include, but is not limited to face protection, lab coats and gowns, respirators, and shoe-
covers/booties. Supervisory personnel are responsible for the initial demonstration and periodic follow-
up of proper use. Appropriate PPE should be donned before handling potentially hazardous biological
materials and removed immediately and replaced if gross contamination of the equipment occurs. PPE
should be removed before exiting the laboratory.

Face Protection: When splash or splatter of infectious substances or other biological materials is
anticipated, appropriate face protection should be worn if work is performed outside a biological safety
cabinet. Such equipment would include but is not limited to goggles, side-shielded safety glasses and
chin length face shields.

Lab Coats and Gowns: Long sleeved lab coats or gowns should be worn to protect skin and street
clothes from contamination. In circumstances when splash or splatter is anticipated, the garment must
be resistant to liquid penetration. A cuffed lab coat or gown should be worn when working with
potentially infectious materials. Reusable clothing should be laundered on-site or by a laundering
service. Personnel should not launder laboratory clothing at home.

Gloves: Gloves should always be worn when handling biohazardous materials. Disposable gloves can
provide an adequate barrier between the lab employee and most biohazardous materials.

Respirators: When engineering controls (i.e. BSCs) are not available to provide adequate protection
against aerosolized agents or when mandated by federal regulations, respirators shall be worn.

Disposable Shoe-covers/Booties: When significant splash and splatter are anticipated, shoe-
covers/booties should be considered. Prior to exiting the laboratory, these must be removed and
disposed of properly.



Handwashing

Hands should be washed as soon as possible when they come in contact with potentially infectious
materials. A vigorous handwashing with a mild soap for 20 full seconds is appropriate. Hands should also
be washed as soon as feasible after gloves are removed, and before exiting the laboratory.

Eating, Drinking, Smoking, Applying Cosmetics and Handling Contact Lenses

Eating, drinking, smoking, applying cosmetics and handling contact lenses is prohibited in work areas in
which potentially infectious materials are being manipulated. Food and drink must not be stored in
refrigerators in which laboratory materials are kept.

Housekeeping

Good housekeeping in laboratories can reduce the risk of accidents occurring. Work benches should be
kept as clutter-free as feasible, and aisles should always be free of trip hazards. Benches should be
wiped down with an approved disinfectant at least once a day and immediately after a spill of
potentially infectious materials.

Pipetting

Pipetting infectious agents can lead to personnel exposures by inhalation, contact, or ingestion if not
performed properly. The following are a few safety precautions to be followed when pipetting in the
laboratory: 1) Never mouth pipette; pipetting aids should always be used, 2) Pipette contents should be
allowed to run down the wall of the container, making sure not to release the contents from a height, 3)
Place absorbent paper on benchtops to reduce the risk of aerosols being generated by accidental
dripping of infectious materials from pipette tips, and 4) Place disposable pipettes into pipette disposal
boxes which have been lined with an autoclave bag, and then steam sterilize (autoclave) for 90 minutes
at 121 degrees Celsius (see Waste Management Section).

Sharps

The use of needles, glass pipettes, glass slides and cover slips, scalpels and lancets should be eliminated,
when possible. Appropriate precautions should be taken to avoid percutaneous injuries. These items
should be disposed of immediately after use by placing them in an appropriate puncture-resistant
container. Bending, recapping or clipping of needles is prohibited. If recapping is absolutely necessary, a
mechanical device or the one handed scoop method must be used. Plasticware should be used
whenever possible, such as plastic graduated cylinders, funnels, aspirators, etc. Safety devices (i.e.
mylar-coated capillary tubes, Eclipse safety needles) should be used when available.

Decontamination

The purpose of decontamination is to make a hazardous material safe for further handling. A
decontamination procedure can range from sterilization to simple cleaning with soap and water. The
following includes a description of the four main categories of physical and chemical means of
decontamination.

Liquid Disinfection: Many types of liquid disinfectants are available under a variety of trade
names. The most practical use of liquid disinfectants is for surface decontamination. Agents



included in the category include, but are not limited to, quaternary ammonium compounds,
phenolic compounds, halogens, aldehydes, alcohols and amines. A tuberculocidal disinfectant or
diluted household bleach should always be used for decontamination when human materials
are handled.

NOTE: When household bleach is used for the decontamination of spills, a fresh solution (at least
10% household bleach) must be prepared. Bleach solutions used for routine surface
decontamination must be made up at least weekly. Each solution container must be labeled
with either a made-on or an expiration date.

Decontaminants and Their Use in Laboratories

Decontaminant  |Active Temp |Contact [Vegetative [Lipe  |Tubercle |Hydrophilic |Bacterial
Ingredient/ (°C) |time bacteria |viruses |bacilli viruses spores
Concentration {min.)
Autoclave Steam 121 |50-90 |+ + - + +
. 049- _
T y - + + + + +
Incinerator Heat 929 1-60
Phenolic 0.2-3% 10-30 |+ - + + B
compounds
Chlorine 0.01-5% 10-30 |+ + + + +
compounds
Alcohol (ethyl or |70-85% 10-30 |+ + + + +
isopropyl)
*Formaldehyde |4-8% 10-30 |+ + - + +
*Gluteraldeyhyde |2% 10-600 |+ + + + +
Hyd
yerogen 6% 10-600 |+ + + + +
peroxide

+ very positive response
+ less positiva response
— negative response
*irritating characteristics of agent precludes use for routine spill cleanup

BIOHAZARD SPILL CLEAN-UP
The following procedures should be followed to insure proper spill clean-up:

Spill Involving Blood or Body Fluids: Wear disposable gloves. Absorb fluids with disposable towels.
Clean area of all visible fluids with detergent (soap/water). Decontaminate area with a freshly prepared



1:10 dilution of bleach: water if surface is porous. If surface is hard and smooth use a 1:100 dilution.
Place all disposable materials into a plastic leak-proof bag for disposal.

Spill Involving Concentrated Microorganisms Requiring Biosafety Level 2 Containment

(Staphylococcus sp., adenoviruses, etc.): Alert people in immediate area of spill. Put on appropriate
protective equipment. Cover spill with paper towel or other absorbent materials. Carefully pour a freshly
prepared 1:10 dilution of household bleach around the edges of the spill and then into the spill. Avoid
splashing. Allow a 20 minute contact period. Use paper towels to wipe up the spill, working from the
outer edges into the center. Clean spill area with fresh towels soaked in disinfectant. Discard disinfected
disposal materials. Alternatively, items that do not contain large amounts of bleach may autoclaved for
90 minutes at 121 degrees Celsius before disposal.

LAUNDERING OF LABORATORY CLOTHING (i.e., lab coats)

All laboratory clothing which is used as protective equipment should be laundered by the employer at
no cost to employees. Soiled clothing being collected for laundering should be in the Tierney laundry
basket in the entry hall of the laboratory. Soiled laundry should only be handled by individuals wearing
appropriate PPE and should never be taken home.



WASTE MANAGEMENT
There is one primary methods for disposing of biological waste at Empire Green Labs.

Chemical disinfection is a treatment option for liquid biological waste. An example is household bleach.
Small samples or old tissue culture material can be chemically disinfected by adding sufficient bleach to
make a 10% (v:v) solution, allowing this solution to sit for 15 minutes and then pouring the material
down the drain with ample water. Containers should still be placed in biohazard containers to be
autoclaved.

CATEGORIES OF BIOLOGICAL WASTE AND ACCEPTABLE TREATMENTS

Generally, biological waste is removed and autoclaved by work study on a weekly basis. Still, laboratory
personnel should be familiar with the procedures of how to treat biological waste since work study is
not guaranteed.

Sharps — Needles, syringes with attached needles, capillary tubes, glass pasture pipettes slides and
cover slips, scalpel blades, razor blades, and broken glassware that is contaminated with biological
material. These items should be placed in a puncture-resistant container (needlebox). There are two
acceptable methods for disposal of needleboxes; 1) place in orange autoclavable bags and autoclaved
before disposal or, 2) contact Lab Services for disposal (425-602-3440).

Pipettes — Pipette tips/serological pipette tips used to process human body fluids or cultures of
infectious agents, should be placed in a “pipette” canister that is labeled with the biohazard symbol and
lined with an orange autoclavable bag. Once filled, the bags should be removed and autoclaved before
disposal. Non-infectious pipettes should also be placed in a puncture resistant container before disposal;
however, it is not necessary to autoclave.

Microbiological/Molecular Waste — Includes cultures and stocks of etiologic agents and recombinant
DNA/transgenics. Solid waste should be placed in orange autoclavable bags and steam sterilized
(autoclaved) before disposal. Liquid biological waste (no hazardous chemicals) can be autoclaved or
chemically treated (i.e. bleached) before disposal down the drain.

Tissue Culture Wastes (Animal and Human) — All solid waste should be discarded in orange
autoclavable bags, and autoclaved before disposal. Liquid waste can be chemically disinfected (bleach)
before disposal down the drain.

Anatomical/Pathological Waste — Organs, limbs, animal carcasses etc., which must be incinerated (Not
Autoclaved!) for proper treatment. All animal and large human-derived anatomical/pathological waste
should be submitted to Lab Services.

Non-contaminated glassware — Non-infectious materials should be discarded in a lined heavy duty
cardboard box and taped shut before disposal. Do NOT use cardboard boxes with “biohazard” symbols
printed on them, which implies biohazardous waste requiring special treatment.



Solid Disposal Supply Wastes — Disposable gloves, gauze, paper wrappings, parafilm, etc., that are
minimally contaminated should be discarded in the large biohazard bins lined with an autoclave bag.
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BIOSAFETY LEVELS
Four biosafety levels (BSLs) are summarized in the table below for proper handling of biohazardous
materials. BSLs consist of combinations of laboratory practices and techniques, safety equipment, and
laboratory facilities. Each combination is specifically appropriate for the operations performed the
documented or suspected routes of transmission of the infectious agents, and for the laboratory
function tor activity. The Tierney Laboratory is capable of BSL level 2, depending on the level of
laboratory practices your project chooses to adopt.

humans

BSL Agents Practices Safety Equipment  |Facilities
(Primary Barriers) |(Secondary Barriers)
1 Not known to consistently |Standard INone required Open bench top, sink required
cause diseases in microbiological
immunocompetent adult  |practices

which pose high risk of life-
threatening disease,
aerosol-transmitted lab
infections; or related
agents with unknown risk
of transmission

¢ clothing change
before entering

* shower on exit

* all material
decontaminated on
exit from facility

procedures conducted in
Class lll biosafety cabinets
or Class | or Il biosafety
cabinets in combination
with full-body, air supplied
positive pressure suit

2 Associated with human IBSL-l practices plus: Primary barriers: Class | or |BSL-1plus:
disease. Hazard: * limited access Il biosafety cabinets or * non-fabric chairs and other
percutaneous injury, * biohazard warning other physical furniture easily cleanable
mucous membrane signs containment devices used |® autoclave available
exposure, ingestion * sharps precautions  [for all manipulations of * eyewash readily available
* biosafety manual agents that cause splashes
defining waste or aerosols of infectious
decontamination or |materials; PPE: laboratory
medical surveillance coats, gloves, face
policies |protection as needed
3 Indigenous or exotic agents |BSL-2 practices plus: Primary barriers: Class | or |BSL-2 plus:
with potential for aerosol |* controlled access Il biosafety cabinets or * physical separation from access
transmission; disease may |* decontamination of |other physical corridors
have serious or lethal all wastes containment devices used |* hands-free handwashing- sink
consequences * decontamination of [for all manipulations of * self-closing double door access
lab clothing before agents; PPE: laboratory * exhaust air not recirculated
laundering coats, gloves, respiratory |® negative airflow into laboratory
* baseline serum protection as needed * eyewash readily available in lab
4 Dangerous/exotic agents  BSL-3 practices plus: Primary barriers: All BSL-3 plus:

* separate building or isolated zone
* dedicated supply/exhaust, vacuum
and decon system

summarized from Biosafety in Microbiological and Biomedical Laboratories, 5th Edition, 2007.
http://www.cdc.gov/od/ohs/biosfty/bmbl|5/bmbl5toc.htm
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Classification of Agents According to Risk

Biological agents are assigned to biosafety levels (BSL) based on the risk they pose to human health and
the environment. Such factors as severity of disease caused by the agent routes of exposure, and
virulence are used when determining the most appropriate BSL. EGL does not have a BSL certification.

Biohazard Warning Signage
A sign incorporating the universal biohazard symbol must be posted at the entrance to the laboratory
when infectious agents are present.

Biosafety Level 1 (BSL-1): The sign may include the name of the agent (s) in use, and the name
and phone number of the laboratory supervisor or other responsible personnel.

BSL-1 is suitable for work involving well-characterized agents not known to consistently cause
disease in immunocompetent adult humans, and present minimal potential hazard to laboratory
personnel and the environment. All bacterial, parasitic, fungal, viral, rickettsial, and chlamydial
agents which have been assessed for risk but do not belong to a higher risk group can be safely
handled at BSL-1. Be aware that many agents not ordinarily associated with disease are
opportunistic pathogens and may cause infection in the young, the aged and
immunocompromised individuals. Examples of agents handled at BSL-1 include: Bacillus subtilis,
Eschericia coli -K12, Naegleria gruberi, etc.

Biosafety Level 2 (BSL-2): Posted information on the sign must include the name of the agent(s),
laboratory’s biosafety level, supervisor’'s name (or other responsible personnel), telephone
number, and required procedures for entering and exiting the laboratory.

BSL-2 builds upon BSL-1. BSL-2 is suitable for work involving agents that pose moderate hazards
to personnel and the environment. It differs from BSL-1 in that: 1) laboratory personnel have
specific training in handling pathogenic agents and are supervised by scientists competent in
handling infectious agents and associated procedures; 2) access to the laboratory is restricted
when work is being conducted; and 3) all procedures in which infectious aerosols or splashes
may be created are conducted in BSCs or other physical containment equipment.

BSL-2 Viral Agents:

Adenovirus Human Blood & Blood Products
Creutzfeld-Jacob agent Kuru

Cytomegalovirus Monkeypox virus

Eastern equine encephalitis SIv

Epstein-Barr virus Spongiform encephalopathies
Hepatitis A, B, C, D, E Vaccinia virus

Herpes simplex viruses HIV VSV (lab adapted strains)

HTLV types | and Il
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BSL-2 Bacterial/Rickettsial Agents:

Campylocacter fetus, coli, jejuni
Chlamydia psittaci, trachomatis
Clostridium botulinum, tetani
Corynebacterium diphtheriae
Legionella spp

Neisseria gonorrhoeae
Neisseria meningitidis
Pseudomonas pseudomallei
Salmonella spp

BSL-2 Fungal Agents:

Blastomyces dermatitidis
Cryptococcus neoformans
Microsporum spp

Exophiala dermatitidis (wangiella)

BSL-2 Parasitic Agents:

Entomeoeba histolytia
Crytosporidium spp
Giardia spp

Naegleria fowleri
Plasmodium spp

Shigella boydii, dysenteriae,
flexneri, sonnei

Treponema pallidum

Vibrio cholera

(including El Tor)

Vibrio parahemolyticus
Vibrio vulnificus

Yersinia pestis

Fonsecaea pedrosoi
Sporothrix schenkii
Trichophyton spp

Strongyloides spp
Tania solium
Toxoplasma spp
Trypanosoma spp
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LABORATORY EQUIPMENT

Biological Safety Cabinets (BSCs)

BSCs are the most commonly used primary containment devices in microbiological laboratories.
There are three classes of BSCs (Class |, 11, and Ill). When combined with appropriate microbiological
techniques, each Class provides different levels of protection.

Class | BSC — provide both personnel and environmental protection, however, they do not provide
product protection such as that needed for sterile tissue culture work. Class | BSCs are suitable for work
with low to moderate risk agents.

Class Il BSC —Class Il BSCs provide environmental, personnel and product protection. The main

difference between Class | and Il cabinets is the HEPA filtration of the air flow down across the work
surface of a Class Il cabinet.

Class ll, Type A BSC

A. Blower B
B. Rear plenum E

C. Supply HEPA filter F

D. Exhaust

E. Sash

F. Work surface

B Room Air
@ Contaminated Air
O HEPA-filtered Air

Side View

Things to Remember When Using a Class Il BSC
Keep front and rear perforated grills free of clutter. Cluttered grills can cause a disruption of air flow
which can compromise personnel, environmental and product protection. Avoid sudden movements in
and out of the cabinet. Also, avoid installing BSCs near windows or frequently used doorways. Each of
these can disrupt airflow. Gas burners should not be used in the BSC. The heat disrupts air flow, the
flame can damage the HEPA filter and gas can build up inside the work space due to recirculation of air.
Volatile chemicals should not be used in Class Il BSC. Don’t store items on top of the cabinet. The HEPA
filter could be damaged and the balance of air flow could be disrupted. Do not eat, drink, and chew gum
or smoke near the cabinet. Doing this could result in ingestion of hazardous materials. Wipe down the
cabinet interior with a surface disinfectant before and after all manipulations.
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Certification of Biological Safety Cabinets

BSCs are to be certified by a qualified 3" party vendor (i.e. Technical Safety Services, Inc. (425)398-
1979). These vendors are National Sanitation Foundation certified, and have demonstrated expertise in
maintaining BSCs.

All cabinets in which human materials, infectious agents, or other potentially infectious materials are
being used must be certified annually. Cabinets in which non-infectious materials are manipulated (i.e.
sterile tissue culture) should be certified at least every two years, but annually is encouraged. All newly
purchased or recently moved cabinets must be certified before they can be used for any type of work.

Any cabinet being used for work with infectious agents with the potential for aerosol transmission (i.e.
vaccinia virus) must be decontaminated with formaldehyde gas prior to maintenance or relocation of
the cabinet.

Centrifuges
Centrifuges (including microhematrocrit centrifuges) are commonly used in the laboratory environment.
Centrifuges must be properly used and maintained to ensure safe operation.

The following are suggested practices:

* Refer to the owner's manual for routine maintenance requirements.

* Perform a visual inspection prior to each use (note unusual cracks, irregularities or wear).

* Verify proper loading of specimens to maintain balance.

s After starting, listen for unusual noises or vibrations until programmed speed is reached.

* Perform routine decontamination of interior surfaces using an appropriate disinfectant.
Immediate decon is required when visible contamination is noted.

* Prevent the release of aerosols when centrifuging infectious materials that are spread via the
aerosol route by using "safety devices", (i.e. sealed buckets, safety trunnion cups, and sealed
heads). Safety cups must be opened in a BSC after centrifuging such materials to avoid the
release of aerosols into the room.

¢ Spills should be addressed immediately by following established biological spill procedures.
Special precautions should be taken when broken glass or other sharps may be involved.

Homogenizers, Vortexers and Sonic Disruptors

These items are commonly used in laboratories, and are considered producers of aerosols. These may be
used on the open benchtop; however, if potentially infectious materials are being processed they must
be used in a BSC.

Note: Observe all other safety precautions when using the sonic disruptor. Do not use if you
have not been trained and/or have read the manual and understand the additional risks
associated with this equipment. Wear proper PPE including goggles or a face-shield, ear
protection, mask/respirator and gloves. Do not touch the probe to the sides of a glass container
when in operation and do not operate the probe when it is not in a solution. For further
information the instruction manual is in the drawer beneath the disruptor.

15



16



HUMAN BLOOD, BLOOD PRODUCTS, TISSUES AND BODY FLUIDS

In 1991, the Occupational Safety and Health Administration (OSHA) promulgated a standard to minimize
the risk for occupational exposure to bloodborne pathogens (e.g., HIV, Hepatitis B). The regulation, titled
Occupational Exposure to Bloodborne Pathogens mandates several provisions for those working with
materials that are human-derived such as human blood, blood products, other bodily fluids and any
unfixed tissues. The Plan must be readily available to all employees working with those materials
mentioned above. This includes all employees working with primary human cell lines, or human cell lines
that have not been well characterized and tested for human pathogens. The following are a few
highlights of the Plan.

Universal Precautions

Universal precautions are defined as handling all human blood, body fluids, and tissues as if they
are infectious. This calls for the use of appropriate protective measures to reduce or eliminate
the risk of occupational exposure.

Hepatitis B Vaccination

All employees working with human blood, blood products, fresh tissues or bodily fluids shall be
offered the Hepatitis B vaccine at no cost to them. If an employee should decline the vaccine,
they must sign a waiver which is kept on file.

Safety Training

All employees who work with materials (primary and well-characterized human cells, tissues,
blood) covered by OSHA’s Bloodborne Pathogen Standard are to receive initial safety training
and annually thereafter. On-site general laboratory safety training can be requested. Laboratory-
specific training is the responsibility of the Primary Investigator. Written standard operating
procedures (SOP) for agents used at BSL2 are required and should supplement this general lab
safety manual for your lab-specific training.
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PACKAGING AND SHIPPING BIOLOGICAL MATERIALS

Although several agencies have published regulations or guidelines for the proper packaging and
shipment of biological materials, the International Air Transport Association's (IATA) Dangerous Goods
Regulations (DGR) governs all international shipments. Furthermore, all air transport of regulated
biological materials (including domestic flights) must strictly adhere to the DGR.

Checklist for Shipping Patient (animals and humans) Specimens (for which there is minimal likelihood
that pathogens are present)

Specimen Packaging
___Specimen in leak-proof primary container
___Absorbent material is sufficient to absorb entire contents of primary container(s)
___Primary containers are wrapped individually
___Leak- proof secondary container

Labeling Outer Container
___Statement: “Exempt human specimen” or “Exempt animal specimen”
__Miscellaneous Class 9 labelyy if shipment contains dry ice, "UN 1845" and amount
used in kg

Completing the Airbill

___Name and address of shipper and recipient

___Check “Saturday Delivery” box if applicable

___In Section 6 (Special Handling) of the airbill, indicate that the shipment is NOT a
dangerous good

___Check the “Dry Ice” box if applicable and indicate “UN 1845” and the quantity of dry
ice in kg

___Shipper’s signature (optional)

Note: In determining whether a patient specimen has a minimal likelihood that pathogens are present;
an element of professional judgment is required. That judgment should be based on the known medical
history, symptoms and individual circumstances of the source, and endemic local conditions.
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Example of Packing and Marking for Exempt Specimens

Specimen Primary Receptacle
Leakproof or Siftproof

Absorbant Packing

Second Rece le
Materials (for Liquids) -y pinc

Leakproof or Siftproof
({e.g. Sealed Plastic Bag)

Outer Packaging

|

Exempt Human —
Specimen

19



Checklist for Shipping Biological Substance, Category B “Infectious Substances”

Specimen Packaging
___Specimen in leak-proof primary container
___Absorbent material is sufficient to absorb entire contents of primary container(s)
___Primary containers are wrapped individually
___Leak- proof secondary container
___ltemized list of contents placed between secondary and outer container

Labeling Outer Container
___UN 3373 label)
___Statement: “Biological Substance, Category B” adjacent to UN 3373 label
___Miscellaneous Class 9 label() if shipment contains dry ice, "UN 1845" and amount used
in kg

Completing the Airbill

___Name and address of shipper and recipient

__Check “Saturday Delivery” box if applicable

___In Section 6 (Special Handling) of the airbill, indicate that the shipment is a dangerous
good, which does NOT require a Shipper’s Declaration

___Check the “Dry Ice” box if applicable and indicate “UN 1845” and the quantity of dry
ice in kg

___Shipper’s signature (optional)
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Example of Category B, Infectious Substance Packaging

l’/ Specimen in leakproof primary receptacle

/,..-Non-ng:d leakproof secondary packaging

Absorbent .,—-—F-"//

packing
material
Rigid outer
packaging
Proper shipping

13 name
[ Package marking

To/From labels
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Checklist for Shipping Category A Infectious Substances

Specimen Packaging
___Specimen in leak-proof primary container
___Absorbent material is sufficient to absorb entire contents of primary container(s)
___Primary containers are wrapped individually
___Leakproof secondary container
___ltemized list of contents placed between secondary and outer container

Labeling Outer Container

___Infectious Substance, Class 6 label

___“Infectious Substance Affecting Humans”, identification of agent in parentheses, “UN
2814” and net quantity of infectious substance

___Miscellaneous Class 9 label if shipment contains dry ice, “UN 1845” and amount used
in kg

___Name and telephone number of a responsible person

___If shipment includes >50mL or 50g of a Category A infectious substance, then add a
“Danger, do not load in passenger aircraft” label to the outer container

Dangerous Goods Declaration Form
___Name, address and phone number of shipper and recipient
___Mark out non-applicable “Aircraft Box”
___Mark out non-applicable “Radioactive” box
___24-hour emergency response telephone number
___Name and title of signatory, place, and date
___Shipper’s signature
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Example of Packing and Marking for Category A, Infectious Substance

T - Ca
L Y

Leakproof prmary receptacle —7 ¥

(test tube) Bas '4::: A Lo I - Absorbent material

— Specimen record (includes

Leakproof secondary receptacle itemized list of contents)

» ‘
LL_.‘-_: ! Outer
] 2 packaging

Package
Orientation

Label

- (not mandatory
when primary
receptacle does
not exceed 50mL)

From Phen ] FECTIONS B
5 INFECTIOUS SUBSTANGE
AFFECTING HUMANS :

UN2314 Net, Qty. 25 me
b o e | T
'?:».:—“u__‘~‘

— ™ UN specification marking

Importation of agents or vectors of human disease

Importation of infectious materials and vectors that may contain them is regulated by federal law. When
an infectious agent is being imported into the United States, it must be accompanied by an importation
permit which is issued by the United States Public Health Service (USPHS). Permits are issued only to the
importer who must be located in the United States. Importation permit applications are available
through the following: http://www.cdc.gov/od/ohs/biosfty/imprtper/htm

Shipping labels containing the universal biohazard symbol, the address of the importer, the permit
number and expiration date are issued to the importer with the permit. The importer must send the
labels and one or more copies of the permit to the shipper. The importation permit, with the proper
packaging and labeling, will expedite clearance of the package of infectious materials through the USPHS
Division of Quarantine and release by US Customs.

Importation of etiologic agents of animals, and plant pests

The United States Department of Agriculture's Animal and Plant Health Inspection Service (APHIS)
regulates the importation and domestic transfer of agents, which ma