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June 1, 2015 
Kinex Supportive Pharmaceuticals, 

In order to comply with the Compassionate Care Act application, proof of internet access from a 
local service provider is needed. More specifically, attachment K calls for proof that all applicants’ 
manufacturing and dispensing facilities are located in an area with internet connectivity. For the 
dispensary location at 933 New Loudon Road Coulumbia Plaza Latham NY, 12110.  Verizon has 
services HSI & Hicap services available in the area [HSI is High Speed Internet (DSL) - up to 
3Mb, hicap services – DS1, DS3, Ethernet].   
 
 
Sincerely, 
 
Robert Dintrone 
 
Robert Dintrone 
Design Engineer 
Verizon 
518-312-5728 
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Application Tab Application Section 
 Cover letter of introduction to the application. 

 

Tab 1 Checks for application fees placed in marked envelopes (2) 
 

 
Tab 2 

Completed NYSDOH Application for Registration as a Registered Organization 
( DOH-5138) 
 

 
Tab 3 

Index for Material Supplemental to Certain Sections of DOH-5138 and required 
Attachments. 
 

 
Tab 4 

Non-refundable application fee of $ 10,000. 
Conditionally refundable registration fee in amount of $200,000. 
 

Tab 5 Legal Disclosure Forms related to Section H of the application. 
 

Tab 6 Attachment A. Identification of real property, buildings, and facilities. 
 

 
Tab 7 

Attachment B.  Identification of all equipment used for production and 
distribution of medical marijuana. 
 

 
Tab 8 

Attachment C.  Copies of applicable executed and proposed deeds, leases, 
rental agreements, or executed contracts related to property use. 
 

Tab 9 Attachment D. Operating Plan 
 

Tab 10 Attachment E. Applicant’s organization and operational documents. 
 

Tab 11 Attachment F.  Executed labor peace agreement. 
 

Tab 12 
Attachment G. Financial statement for business details and transactions 
connected with registered organization application. 

Tab 13 
 

Attachment H. Security Plan. 

 
Tab 14 

 

Attachment I.   Financial statement for  business details and transactions 
connected with registered organization application. 
 

Tab 15 Attachment J. Staffing plan 
 

Tab 16 
Attachment K. Proof from local service provider that applicant’s manufacturing 
and dispensing facilities are located with access to internet connectivity. 
 

 
Tab 17 

 

Attachment L. Timeline demonstrating estimated timeframe from growing 
marijuana to production of final approved product. 
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Tab 18 

Attachment M.  Attestation that applicant is able to comply with applicable state 
and local laws and regulations. 
 

Appendix A. Appendix A. Individual disclosure Affidavits. 
Appendix B. Appendix B. Architectural Program 

Letters of Support Letters of Support from local municipal officials and other elected officials 
representing locations of Kinex Supportive Pharmaceuticals, LLC registered 
organization operation. 
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Attachment A. 
Identification Of Real Property for Cultivation, Manufacturing and Dispensaries  

 
Background 
 
As a Buffalo, NY located company, Kinex had several goals with evaluating real property 
for the cultivation and manufacturing center and location of the four dispensaries.  To 
maintain effective support and supervision to the new subsidiary enterprise and also 
continue to enhance the identity of Kinex as a western New York company, it was 
preferable to locate the cultivation and manufacturing center in western New York.  
 
An existing location with an existing serviceable building became a preference based on 
the contemplated period for implementation and meeting a good faith effort to 
demonstrate operational status for the registered organization by the statutory goal of 
January 2016.  Further, understanding the New York perspective of cautiously 
introducing the availability of medical marijuana by beginning with limited eligible patient 
conditions, the cultivation and manufacturing center’s attributes for beginning operations 
and at a later time expand capacity became a preference.  Also, overall cost 
effectiveness to one of the largest capital costs of the project is another important factor. 
 
Adhering to New York State requirements for distance away from schools, places of 
worship, and similar community resources is an obvious parameter.  Moreover, the 
location planned for location of the cultivation – manufacturing center requires 
characteristics and resources typical of a manufacturing location and therefore most 
likely away from residential and community areas.  In addition to the serviceable real 
property, the property parcel requires reliable sources of power, water, and sewer 
utilities, and also convenient access to highways for courier service to dispensary 
locations.  As a result of the review, an existing building has been located in 
Lackawanna, NY. 
 
Dispensaries pose other challenges due to the limit of four per registered organization.   
Kinex Supportive Pharmaceuticals completed a market estimate for all New York 
Counties employing county level and state level data to estimate clinically eligible 
populations by each New York County.  The NYS Department of Health Regions 
organizes the data and analysis.  The data display supports a finding that the Upstate 
urban counties of Erie, Monroe, Onondaga, and Albany were population hubs enhanced 
by in each case three to five contiguous counties that were generally within reasonable 
drive times to a central location, and represented access for 71 to 85 percent of the 
estimated clinically eligible patient population for the region.   This along with major 
highway access to reach across each region began to form the criteria by which 
potential dispensary locations were identified and evaluated as meeting regulation 
parameters.   
 
The Kinex Supportive Pharmaceutical intention is to serve all eligible patients that may 
seek medical marijuana across these Upstate regions from four centrally located 
dispensaries.  The analysis result was that identified dispensary locations are located in 
Cheektowaga, NY for the Western region, Rochester for the Finger Lakes region, 
Syracuse for the Central region, and Latham, NY for the Capital region. Kinex 
Supportive will also pursue alternate delivery service arrangements for approval by 
NYSDOH after successfully receiving approval to become a registered organization in 
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order to effectively provide access for remotely located patients or others facing 
confining conditions that interfere with reaching a dispensary.    
 
Description of Properties and Location to Carry Out Operations of Kinex Supportive 
Pharmaceuticals, LLC 
 
Kinex Supportive Pharmaceuticals Cultivation and Manufacturing Center, 2303 Hamburg 
Turnpike, Lackawanna, NY. 
 
The cultivation and manufacturing center was selected using the strictest interpretation 
of the medical marijuana regulations in addition to the Holder “letter” issued by the U.S. 
department of Justice.  The proposed building is a portion of the former Bethlehem Steel 
Plant site in Lackawanna, NY, in Erie County NY.  The facility is an existing structure 
with significant attributes leading to its selection.  Highlights include: 
 

 Security – The site has limited access points by road and excellent sight lines 
from the building and its perimeter. 

 
 Distance away from restricted types of neighboring community institutions.  The 

site is over 2,500 feet from any residence, schools, or places of worship.   
 

 Speed to completion by January 2016.  The existing structure provides for up to 
32,000 square feet for the cultivation and manufacturing center.  First phase 
development will make use of approximately 16,000 square feet of the structure 
that is able to be modified and completed to meet the law’s objective for product 
availability by January, 2016.  The building also has available space for 
expansion, particularly for additional cultivation space, adding to the cultivation 
and manufacturing center an additional approximately 16,000square feet.   

 
 Brownfield qualified for re-use.  Site mitigation has been completed.  As an 

approved brownfield site and it is in the public’s interest that the site obtains a 
sustainable form of reuse for economic benefit and to support employment. 

 
 Industrial Utilities. The site has nearly unlimited utilities for electrical power, along 

with water and sewer availability to meet the cultivation and manufacturing 
requirements initially and upon expansion of the site based on demand for 
medical marijuana over time in the Upstate regions and elsewhere in New York. 

 
 Design Strength.  The Western NY winter weather and especially snow and ice 

loads upon structures are a challenge for greenhouse operations.  This condition 
drove our important preference to select a steel building to alleviate the weather 
related risk interfering with cultivation and manufacturing operations. 

 
 Business Plan Cost Effectiveness Benefit.  Combined, these and other factors 

provide a cumulative, cost effective benefit to the entire enterprise as the 
cultivation and manufacturing center is a significant application of capital for 
Kinex Supportive Pharmaceuticals, LLC. 
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Dispensary Locations 
 
All proposed dispensary locations have the following characteristics: 
 

 All meet state regulatory requirements. 
 All are located in commercially zoned locations. 
 Architectural Programs are complete and can be found in Appendix B. 
 Their locations provide for reasonably good access with travel routes and should 

provide good access to certified patients. 
 The dispensary locations generally will be leased at reasonable costs. 
 Upon introduction of an approved alternate product delivery strategy, the 

dispensary locations will also act as “hubs” for distribution and control to “hard to 
reach” certified patients within each region, and in coordination with the 
cultivation and manufacturing center.  This will be elaborated as part of a 
separate protocol submitted when the Department of Health indicates that such 
information should be submitted. 

 
The Kinex Supportive Dispensary locations are: 
 

 81 Benbro street, Cheektowaga, NY  14225 
 135 Corporate Woods, Rochester, NY  14623 
 2320 Court Street, Syracuse, NY 13206 
 933 New Loudon Road, Latham, NY  12110 

 
The dispensary locations with additional information are identified in the Medical 
Marijuana Program Application (DOH-5138) in Tab 2, and also in Appendix B., 
Architectural Program. 
 
The anticipated source and application of funds for purchase, lease, and construction 
activities is from Kinex Pharmaceuticals, LLC from lending instruments including 
mortgages, loans, and its assets.  Projected date of construction is provided in the 
timeline found in Tab 17 as Attachment L.  
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NEW  YORK  STATE  CENTER  FOR  EXCELLENCE   IN  B IO INFORMAT ICS  &   L I FE  SC IENCES   ▪  701  ELL ICOTT  STREET   ▪  BUFFALO ,  NY  14203  

 
 
 

ATTACHMENT M 

 

To: New York State Department of Health 

 Bureau of Narcotic Enforcement 

 Medical Marijuana Program 

150 Broadway 

 Albany, New York 12204 

 

Re: Statement of Compliance with State and Local Laws and Regulations  

 

Date: June 1, 2015 

 

The Applicant has consulted with New York legal counsel concerning the activities in which Applicant intends to 
engage as a registered organization to manufacture and dispense approved medical marijuana products in New 
York.  Based on such consultation, the Applicant has determined, as required by 10 NYCRR § 1004.5(b)(8), that 
it is able to comply with all such state and local laws and regulations applicable to a registered organization, 
including without limitation, New York Public Health Law, Section 3360 et seq., 10 NYCRR Part 1004, and local 
zoning laws. 

 

 

      By:        

 

      Chief Operating Officer 

      Kinex Supportive Pharmaceuticals, LLC 
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 
/Allowed Code Value 

Facility’s Actual Value³ 

2 Combustible 
Storage  

413  All combustible storage areas and 
rooms, as per applicable Building and 
Fire Codes.  Identify all combustible 
stored materials, area and room 
dimensions, all required fire separations, 
and exit requirements.  

  

3 Hazardous 
Materials 

414  All hazardous materials stored or used 
as per applicable Building and Fire 
Codes.   
Identify all combustible stored materials, 
area and room dimensions, all required 
fire separations, and exit requirements. 
 

  

4 Hazardous  
Materials 
Control Areas 

414.2  Provide additional information indicating 
number, size, materials stored, and 
quantity of each material. 

  

5 Building Area 
& Height 

501-507  Provide the building area & height 
Provide all calculations and cite 
applicable code sections for increased 
Building Area & Heights allowed per 
building code(s).  

  

6 Incidental Use 
Areas 

508.2  Identify all Incidental Use Areas and 
required fire separation of occupancies 
on Building Plans. 

  

  

NA

NA

NA

see additional information for 
calculations 3 stories 
46,500sqft allowed

2 stories 32,958sqft 

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 
/Allowed Code Value 

Facility’s Actual Value³ 

7 Mixed 
Occupancies 

508.3  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

8 Nonseparated 
Uses 

508.3.2  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

9 Separated 
Uses (Ratio < 
1) 

508.3.3  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

10 Construction 
Classification 

602  Provide Construction Classification per 
each building included in Application. 

 
 
 

 

11 Fire 
Resistance 
Rating Reqm’t 
for Building 
Elements 

Table 601  Provide Fire Resistance Rating per each 
building element as per Table 601.  
Identify rating & elements on Building 
Plans. 

  

  

NA

NA

NA

Type IIb Type IIb

not required none provided
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 
/Allowed Code Value 

Facility’s Actual Value³ 

12 Exterior Wall 
Fire- 
Resistance 
Rating 

Table 602  Identify required fire resistance rating of 
exterior walls on Building Plan(s). 

  

13 Exterior Fire 
Separation 
Distance 

Table 602  Identify required fire separation distance 
of exterior walls between Buildings on 
Plan. 
 

  

14 Fire Walls 705  Provide code information and identify all 
applicable required Fire Wall(s) and fire 
resistance requirement on Building 
Plans.  
 

  

15 Fire Barriers 706  Provide code information and identify all 
applicable required Fire Barrier(s) and 
fire resistance requirement on Building 
Plans.  

  

16 Shaft 
Enclosures 

707  Provide code information and identify all 
applicable required Shaft Wall(s) and fire 
resistance requirement on Building 
Plans.  

  

17 Fire Partitions 708  Provide code information and identify all 
applicable required Fire Partition(s) and 
fire resistance requirement on Building 
Plans. 

  

NA

none required when greater 
than 30'

actual distance 75' or greater 
therefore none required

NA

3 hr fire barriers required 
between fire areas

seperate fire areas not 
required

2 hr shaft enclosures 
required

see plans

1 hr fire partitions required see plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 
/Allowed Code Value 

Facility’s Actual Value³ 

23 Emergency 
Alarm System 

908  Provide code information of all 
applicable requirements for Emergency 
Alarm Systems with code section cited. 

  

24 Fire 
Department 
Connections 

912  Identify Fire Department connections in 
accordance with NFPA applicable 
standard. 

  

25 Exits 1001.1 &2  Identify on the Building Plans and 
documents, per each door, the following 
information: door width, door height, 
direction of swing, type of construction, 
hourly rating, and door closures. 

  

26 Occupant 
Load 

1004 & 
Table 
1004.1.1 

 Identify the use/name of each room, 
dimensions of each room, and Occupant 
Loads per each room on the Building 
Plans.  

  

27 Egress Width 1005  Provide egress widths & cite applicable 
code section(s) and requirement(s) on 
the Building Plans 

  

28 Accessible 
Means of 
Egress 

1007.1  Provide accessible means of egress as 
per Section 1007 & cite applicable code 
section(s) and requirement(s) on the 
Building Plans. 
 

  

  

NA

required to be provided

required provided, see plans

total occupant load is 326 see plans for occupant loads 
of individual spaces

stairways .2 per occupant, 
other components .15

stairways 32" other 49"

required provided, see plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 
/Allowed Code Value 

Facility’s Actual Value³ 

29 Doors, Gates, 
and Turnstiles 

1008  Means of egress doors shall meet the 
requirements of this section. 

  

30 Interior Stairs 1009  Identify the following information for each 
stairway on the Building Plan(s): the 
width of stairways; the height, width, 
depth and number of risers and treads; 
dimensions of landings; stairway 
construction type; and handrail height. 

  

31 Ramps 1010.1  Identify the following information of each 
ramp, on the Building Plan(s): width; 
total vertical rise; length of ramp; and 
handrail height. 

  

32 Common Path 
of Travel 

1014.3  Identify on the Building Plan(s): the 
length of the “Common Path of Travel” 
per each room as per applicable building 
code requirements. 

  

33 Exit Doorway 
Arrangement 

1015  Identify on the Building Plan(s): 
applicable building code requirements 
for all Exits and Exit Access Doorways 
per each room and required exits in all 
buildings. 

  

34 Corridor Fire 
Rating 

1017.1  Identify, on the Building Plan(s): all 
corridors with required fire resistance 
and the applicable fire rating. 

  

required Provided, See plans

required See plans

NA

not greater than 100' See plans

maximum occupant load 
with one means of egress is 
49 people per space

See plans

1 hr fire resistance rating 
required in corridors

1hr provided See plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 
/Allowed Code Value 

Facility’s Actual Value³ 

35 Corridor Width 1017.2  Identify on the Building Plan(s): the width 
of all corridors.  Provide applicable code 
section(s) and requirement(s).  
 

  

36 Dead End 
Corridor 

1017.3  Corridors shall not exceed the maximum 
dead end corridor length as per 
applicable code. 
 

  

37 Number of 
Exits and 
Continuity  

1019  Identify on the Building Plan(s): required 
number of exits, continuity and 
arrangement as per the applicable code 
requirements. 

  

38 Vertical Exit 
Enclosures 

1020  Identify on the Building Plan(s): all 
applicable code requirements for each 
Vertical Exit Enclosure. 
 

  

39 Exit 
Passageways 

1021  Identify on the Building Plan(s): all 
applicable code requirements for each 
Exit Passageway. 
 

  

40 Horizontal 
Exits 

1022  Identify on the Building Plan(s): all 
applicable code requirements for each 
Horizontal Exit.  
 

  

49" min required 72" provided

shall not exceed 50' none provided

2 exits required 3 exits provided, additional 
exits provided out of spaces

1hr fire resistance required 1hr fire resistance provided

required Provided

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 
/Allowed Code Value 

Facility’s Actual Value³ 

41 Exterior Exit 
Ramps & 
Stairways 

1023  Identify on the Building Plan(s): all 
applicable code requirements for each 
exterior exit ramps and stairways. 

  

42 Exit Discharge 1024  Identify on the Building Plan(s): all 
applicable code requirements for each 
Exit Discharge.  

  

43 Accessibility 1101.1 - 
1110 
& 
ICC/A117.
1(03) 

 Identify on the Building Plan(s): all 
applicable code requirements such that 
the design and construction of each 
building/facility provides accessibility to 
physically disabled persons. 

  

44 Energy 
Conservation 

2010 NYS 
ECCC & 
IECC 
2012 

 Identify the R-Value and U-Value of each 
construction component and assembly of 
the building envelope as required in the 
applicable energy and building code(s). 

  

45 Emergency & 
Standby 
Power 

2702.1  Identify emergency & Standby Power 
locations and specifications of the 
system to be provided. 
 

  

46 Smoke Control 
Systems 

2702.2.2  Identify the Standby power for smoke 
control systems in accordance with 
Section 909.11 of NYS Building Code. 
 

  

  

NA no exterior stairs or ramps 
are provided in the project

required provided, see plans

required provided, see plans for door 
and fixture clearances

roofs R13+R13 or R20 cont 
Walls R13+R5.6 cont

min. Roofs R20 cont provided 
min. Walls R13+6 provided

Required provided, see electrical 
narrative

NA smoke control systems not 
required
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 
/Allowed Code Value 

Facility’s Actual Value³ 

47 Plumbing 
Fixture Count 

2902.1  Identify on the Building Plan(s): the 
minimum plumbing facilities as per 
applicable plumbing code(s).   

  

48 Available 
Street Water 
Pressure 

  Provide the available street or well water 
pressure. 

  

49 Fire Apparatus 
Access Road 

FC503.1  Identify on the Site Plan: Fire Apparatus 
Road, Fire Lane and other Fire Service 
requirements per applicable Building and 
Fire Codes. 

  

 
 
 

1 DF, 1 service sink, 4 WC 
M, 4WC F, 4Lav M, 4 Lav F

1 DF, 1 service sink, 4 WC M, 
4WC F, 4Lav M, 4 Lav F

80psi

see site plan see site plan
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MEP-1 - FLOOR PLAN 
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A SEPARATE “APPENDIX B” SHALL BE COMPLETED FOR EACH SEPARATE BUILDING AND/OR FACILITY  

INCLUDED IN THE ORGANIZATION’S BUSINESS PLAN 
COMPANY INFORMATION 

Business Name:   

Facility Type:   �  Manufacturing Facility                  �  Dispensing Facility 

Use and Occupancy Classification:  

Building Construction Type and Classification:  

Facility Address:   

Primary Contact Telephone number:   

Primary Contact  Fax number:   

PART I – ARCHITECTURAL PROGRAM & CONSTRUCTION TIMELINE: 

Applicant shall identify planning requirements, including but not limited to: 

 TOWN BOARD APPROVAL 

 PLANNING BOARD APPROVAL 

 ZONING BOARD OF APPEALS APPROVAL 

 PREPARATION OF CONSTRUCTION DOCUMENTS 

 BUILDING PERMIT 

 BIDDING PHASE 

 CONTRACT AWARD PHASE PER EACH APPLICABLE CONTRACTOR (Identify all that apply) 

 COMMENCEMENT OF CONSTRUCTION 

                                                COMPLETION OF CONSTRUCTION 

Kinex Supportive Pharmaceuticals
✔

Mechantile

IIb

81 Benbro Park, Suite 200, Cheektowaga, NY 14227

Jody Miller, MBA   (716)440-0192

✔

✔

✔

✔

✔

✔
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PART II – SITE PLAN(S) 
 
Applicant shall provide the appropriate details for each of the following by identifying the location and dimension on the Site Plan attached to the application for each building location. 

 

  Entrance and Exits 
  Public Parking Spaces 
  Staff Parking Spaces 
  Accessible Parking Spaces 
  Accessible Route(s) 

 

  Fire Lane and/or Fire Apparatus Road 
  Percentage of Green Space 
  Location of Emergency Power Systems 
  Loading & Unloading  
  Security Gates & Fences 

 

  

PART III – ENERGY SOURCES & ENGINEERING SYSTEMS: 

Applicant shall provide the following minimum information to outline the specifications relating to the energy sources and engineering systems of each building included in the 
application. 

 
Energy Source: 

  Natural Gas                                        Oil                                           Electric  
  Solar                                                   Other _______________ 

 

Engineering Systems: 
  Heating System:  Type ___________, Size_____________  Efficiency ___________,   

                                   Ventilation Requirements _____________________________________ 
  Cooling System:  Type ___________, Size_____________  Efficiency ___________,   

                                   Ventilation Requirements _____________________________________ 
  Ventilation & Humidification Systems:  

                                    Type ___________, Size_____________ ,  Efficiency ___________,    
                                    Ventilation Requirements _____________________________________ 

  Electrical Distribution Available _________________________________ 
  Water Supply:       Municipal Water Service _______     or  Private Well Water ____________ 
  Sewage:                Municipal Sewer System _______     or  Private Septic System ____________ 
  Emergency Power System: 

                                     Type ___________, Size_____________  Efficiency ___________,   

✔
✔

✔
✔

✔
✔

✔
✔

✔

✔ ✔

✔

✔

pkg RTU
per ashre standars

pkg RTU
per ashre standards

✔
pkg RTU

per ashre standards
✔ 480/277 volt
✔ x
✔ x
✔

batteries varies
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PART IV – BUILDING CODE COMPLIANCE:  (pages 3-13) 

CHECK ALL APPLICABLE CODES FOR THE FACILITY 

                                           2010 BUILDING CODE OF NYS 

                                           2010 FIRE CODE OF NYS 

                                           2010 PLUMBING CODE OF NYS 

                                           2010 MECHANICAL CODE OF NYS 

                                           2010 FUEL GAS CODE OF NYS 

                                           2010 PROPERTY MAINTENANCE CODE OF NYS 

                                           2010 ENERGY CONSERVATION CONSTRUCTION CODE OF NYS 

                                           2012 IECC COMMERCIAL PROVISIONS 

                                           2010 EXISTING BUILDING CODE OF NYS 

                                           NEC NATIONAL ELECTRIC CODE, (Specify Applicable Version) 

                                           2014 NY CITY CONSTRUCTION CODE 

                                           2008 NY CITY CONSTRUCTION CODE 

                                           1968 NY CITY CONSTRUCTION CODE 

                                           NFPA 101-06 LIFE SAFETY CODE 

                                           ICC/ANSI A117.1-03 ACCESSIBLE AND USABLE BUILDINGS AND FACILITIES 

                                           OTHER 

   

✔

✔

✔

✔

✔

✔

✔
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Select Project 
Type: 
Check all that apply.  
Refer to the Existing 
Building Code for 
definitions. 

  New Building 
  Repair 
  Alteration Level 1 
  Alteration Level 2 

  Alteration Level 3 
  Change of Occupancy 
  Addition 
  Historic Building 

  Demolition 
  Chapter 3. Prescriptive Compliance Method 
  Chapter 13.  Performance Compliance Method 

Select Work 
Involved: 
Check all that apply.   

  General Construction 
  Roofing 
  Asbestos 

Abatement/Environmental 
  Fire Alarm 

  Structural 
  Mechanical 
  Plumbing 
  Electrical 

  Site Work 
  Sprinkler                    
  Elevators 
  Other:_____________________________ 

 

CODE COMPLIANCE REVIEW 
Applicant shall provide all applicable information in regards to the code topic and section listed below.   
1. Code Compliance Review is based on the 2010 NY State Building Code for New Construction.  If any other building code applies to the location or type of construction, provide applicable code and sections that most closely 

relates and references the code topic and information in the code sections listed below.  Provide appropriate abbreviations for other applicable codes, such as: FC: Fire Code, PC: Plumbing Code, MC: Mechanical Code, FGC: 
Fuel Gas Code, ECCC: Energy Conservation Code. 

2. Provide the Required standard for each applicable code section. (i.e.: area, quantity, classification type, materials, hourly separation, etc.).  If section does not apply, indicate one of the following with explanation:  NA: Not 
Applicable, NR: Not Required, NP: Not Permitted 

3. Provide your facilities “Actual” value for each required standard as per applicable code section. 

No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 

Facility’s Actual Value³ 

1 Use & 
Occupancy 
Classification 

302.1 - 
312 

 Use & occupancy of this facility. 
Identify all applicable materials, class 
and quantities regarding Table 307.1. 
 
 

  

  

✔

✔✔

✔
✔

M Mercantile M Mercantile
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

2 Combustible 
Storage  

413  All combustible storage areas and 
rooms, as per applicable Building and 
Fire Codes.  Identify all combustible 
stored materials, area and room 
dimensions, all required fire separations, 
and exit requirements.  

  

3 Hazardous 
Materials 

414  All hazardous materials stored or used 
as per applicable Building and Fire 
Codes.   
Identify all combustible stored materials, 
area and room dimensions, all required 
fire separations, and exit requirements. 
 

  

4 Hazardous  
Materials 
Control Areas 

414.2  Provide additional information indicating 
number, size, materials stored, and 
quantity of each material. 

  

5 Building Area 
& Height 

501-507  Provide the building area & height 
Provide all calculations and cite 
applicable code sections for increased 
Building Area & Heights allowed per 
building code(s).  

  

6 Incidental Use 
Areas 

508.2  Identify all Incidental Use Areas and 
required fire separation of occupancies 
on Building Plans. 

  

  

NA

NA

NA

existing building, section 
does not apply

 

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

7 Mixed 
Occupancies 

508.3  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

8 Nonseparated 
Uses 

508.3.2  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

9 Separated 
Uses (Ratio < 
1) 

508.3.3  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

10 Construction 
Classification 

602  Provide Construction Classification per 
each building included in Application. 

 
 
 

 

11 Fire 
Resistance 
Rating Reqm’t 
for Building 
Elements 

Table 601  Provide Fire Resistance Rating per each 
building element as per Table 601.  
Identify rating & elements on Building 
Plans. 

  

  

NA

NA

NA

Type IIb Type IIb

not required none provided
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

12 Exterior Wall 
Fire- 
Resistance 
Rating 

Table 602  Identify required fire resistance rating of 
exterior walls on Building Plan(s). 

  

13 Exterior Fire 
Separation 
Distance 

Table 602  Identify required fire separation distance 
of exterior walls between Buildings on 
Plan. 
 

  

14 Fire Walls 705  Provide code information and identify all 
applicable required Fire Wall(s) and fire 
resistance requirement on Building 
Plans.  
 

  

15 Fire Barriers 706  Provide code information and identify all 
applicable required Fire Barrier(s) and 
fire resistance requirement on Building 
Plans.  

  

16 Shaft 
Enclosures 

707  Provide code information and identify all 
applicable required Shaft Wall(s) and fire 
resistance requirement on Building 
Plans.  

  

17 Fire Partitions 708  Provide code information and identify all 
applicable required Fire Partition(s) and 
fire resistance requirement on Building 
Plans. 

  

NA

existing building, section 
does not apply

NA

2 hr fire barriers required 
between fire areas

provided in tenant 
seperations

2 hr shaft enclosures 
required

see plans

1 hr fire partitions required see plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

18 Horizontal 
Assemblies 

711  Provide code information and identify all 
applicable required Horizontal 
Assemblies and fire resistance 
requirement on Building Plans. 

  

19 Fire 
Protection: 
Sprinkler 
System 

903  Indicate Type of Sprinkler System: 
    NFPA 13           NFPA 13 R        NFPA 13D 
Provide code information of all 
applicable requirements for Automatic 
Sprinkler Systems with code section 
cited. 

  

20 Alt. Fire 
Extinguishing 
System 

904  Provide code information of all 
applicable requirements for Alternative 
Automatic Fire-Extinguishing Systems 
with code section(s) cited. 

  

21 Standpipe 
System 

905  Provide code information of all 
applicable requirements for Standpipe 
Systems with code section(s) cited. 

  

22 Fire Alarm & 
Detection 
Systems 

907  Provide code information of all 
applicable requirements for Fire Alarm 
System(s) with code section cited. 
Indicate Type of Fire Alarm System 
      Addressable                     Hardwired 
(zoned) 

  

  

Not Required

✔
Not required under 
12,000sqft

fire area under 12,000sqft

NA

NA

✔

required with occupant load 
over 500

occupant load is less than 
500 therefore its not required
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

23 Emergency 
Alarm System 

908  Provide code information of all 
applicable requirements for Emergency 
Alarm Systems with code section cited. 

  

24 Fire 
Department 
Connections 

912  Identify Fire Department connections in 
accordance with NFPA applicable 
standard. 

  

25 Exits 1001.1 &2  Identify on the Building Plans and 
documents, per each door, the following 
information: door width, door height, 
direction of swing, type of construction, 
hourly rating, and door closures. 

  

26 Occupant 
Load 

1004 & 
Table 
1004.1.1 

 Identify the use/name of each room, 
dimensions of each room, and Occupant 
Loads per each room on the Building 
Plans.  

  

27 Egress Width 1005  Provide egress widths & cite applicable 
code section(s) and requirement(s) on 
the Building Plans 

  

28 Accessible 
Means of 
Egress 

1007.1  Provide accessible means of egress as 
per Section 1007 & cite applicable code 
section(s) and requirement(s) on the 
Building Plans. 
 

  

  

NA

NA

required provided, see plans

total occupant load is 24 see plans for occupant loads 
of individual spaces

stairways .3 per occupant, 
other components .2

stairways 8" other 5"

required provided, see plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

29 Doors, Gates, 
and Turnstiles 

1008  Means of egress doors shall meet the 
requirements of this section. 

  

30 Interior Stairs 1009  Identify the following information for each 
stairway on the Building Plan(s): the 
width of stairways; the height, width, 
depth and number of risers and treads; 
dimensions of landings; stairway 
construction type; and handrail height. 

  

31 Ramps 1010.1  Identify the following information of each 
ramp, on the Building Plan(s): width; 
total vertical rise; length of ramp; and 
handrail height. 

  

32 Common Path 
of Travel 

1014.3  Identify on the Building Plan(s): the 
length of the “Common Path of Travel” 
per each room as per applicable building 
code requirements. 

  

33 Exit Doorway 
Arrangement 

1015  Identify on the Building Plan(s): 
applicable building code requirements 
for all Exits and Exit Access Doorways 
per each room and required exits in all 
buildings. 

  

34 Corridor Fire 
Rating 

1017.1  Identify, on the Building Plan(s): all 
corridors with required fire resistance 
and the applicable fire rating. 

  

required Provided, See plans

required See plans

NA

not greater than 75' See plans

maximum occupant load 
with one means of egress is 
49 people per space

See plans

1 hr fire resistance rating 
required in corridors

1hr provided See plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

35 Corridor Width 1017.2  Identify on the Building Plan(s): the width 
of all corridors.  Provide applicable code 
section(s) and requirement(s).  
 

  

36 Dead End 
Corridor 

1017.3  Corridors shall not exceed the maximum 
dead end corridor length as per 
applicable code. 
 

  

37 Number of 
Exits and 
Continuity  

1019  Identify on the Building Plan(s): required 
number of exits, continuity and 
arrangement as per the applicable code 
requirements. 

  

38 Vertical Exit 
Enclosures 

1020  Identify on the Building Plan(s): all 
applicable code requirements for each 
Vertical Exit Enclosure. 
 

  

39 Exit 
Passageways 

1021  Identify on the Building Plan(s): all 
applicable code requirements for each 
Exit Passageway. 
 

  

40 Horizontal 
Exits 

1022  Identify on the Building Plan(s): all 
applicable code requirements for each 
Horizontal Exit.  
 

  

NA none provided 

shall not exceed 20' none provided

1 exits required 1 exit provided

NA no vertical exit enclosures

required Provided

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

41 Exterior Exit 
Ramps & 
Stairways 

1023  Identify on the Building Plan(s): all 
applicable code requirements for each 
exterior exit ramps and stairways. 

  

42 Exit Discharge 1024  Identify on the Building Plan(s): all 
applicable code requirements for each 
Exit Discharge.  

  

43 Accessibility 1101.1 - 
1110 
& 
ICC/A117.
1(03) 

 Identify on the Building Plan(s): all 
applicable code requirements such that 
the design and construction of each 
building/facility provides accessibility to 
physically disabled persons. 

  

44 Energy 
Conservation 

2010 NYS 
ECCC & 
IECC 
2012 

 Identify the R-Value and U-Value of each 
construction component and assembly of 
the building envelope as required in the 
applicable energy and building code(s). 

  

45 Emergency & 
Standby 
Power 

2702.1  Identify emergency & Standby Power 
locations and specifications of the 
system to be provided. 
 

  

46 Smoke Control 
Systems 

2702.2.2  Identify the Standby power for smoke 
control systems in accordance with 
Section 909.11 of NYS Building Code. 
 

  

  

NA no exterior stairs or ramps 
are provided in the project

required provided, see plans

required provided, see plans for door 
and fixture clearances

existing building, section 
does not apply

NA

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

47 Plumbing 
Fixture Count 

2902.1  Identify on the Building Plan(s): the 
minimum plumbing facilities as per 
applicable plumbing code(s).   

  

48 Available 
Street Water 
Pressure 

  Provide the available street or well water 
pressure. 

  

49 Fire Apparatus 
Access Road 

FC503.1  Identify on the Site Plan: Fire Apparatus 
Road, Fire Lane and other Fire Service 
requirements per applicable Building and 
Fire Codes. 

  

 
 
 

1 DF, 1 service sink, 1 WC 
M, 1WC F, 1Lav M, 1Lav F

1 DF, 1 service sink, 1 WC M, 
1WC F, 1Lav M, 1 Lav F

existing building, TBD

see site plan see site plan
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Section 1:   Manufacturing 

 
1.1  Site Selection 
Our manufacturing site has been selected utilizing the strictest interpretation of the New 
York State standards and further the “Holder Letter” issued by the Department of Justice. 
The building as proposed sits on the Former Bethlehem Steel Plant site, in the city of 
Lackawanna, County of Erie, NY.  The facility is an existing structure with significant 
attributes leading to our decision to utilize this site.   
 
Highlights Include: 
 

 Security – This site has limited access points via road and excellent site 
lines. 

 Distance – This site is over 2000 ft. from any residence, including schools 
or places of worship 

 Brownfield Qualified - This site is an approved Brownfield site and it is in 
the public’s interest that the site be re-utilized. (mitigation has been 
completed) 

 Industrial Utilities – This site has nearly unlimited utilities at the site and 
has support from utilities to supply our needs 

 Speed to Market – The existing structure is capable of being modified to 
meet the January objective of product availability 

 Design Strength – The Western NY snow loads are a challenge for 
greenhouse operators thus driving us to select a steel building that 
completely removes this risk  

 

1.1.1  Design and Construction 
 
 

(a) The facility used in the manufacture, packaging, labeling, or holding of marijuana-
derived products will be suitable in size, construction, and design to facilitate 
maintenance, cleaning and/or sanitizing, as applicable to the operation. 

(b) The facility will have adequate space for the orderly placement of equipment and 
materials to prevent mix-ups of components, packaging components, in-process 
materials, marijuana, or marijuana-derived products during manufacturing, 
packaging, labeling, or holding. 

(c) The facility will be designed to reduce the potential for contamination of 
components, packaging components, marijuana, marijuana-derived products, or 
contact surfaces, with microorganisms, chemicals, filth, or other extraneous material. 
The design and construction will include: 
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(1) Floors, walls, and ceilings that can be adequately cleaned and kept clean and 
in good repair; 

(2) Fixtures, ducts, and pipes that do not contaminate components, packaging 
components, in-process materials, marijuana or marijuana-derived products, 
or contact surfaces by dripping or other leakage, or condensate; 

(3) Aisles or working spaces between equipment and walls that are adequately 
unobstructed and of adequate width to permit all persons to perform their 
duties and to protect against contamination of components, packaging 
components, in-process materials, marijuana or marijuana-derived products, 
or contact surfaces with clothing or personal contact. 

(4) Safety-type light bulbs, fixtures, skylights, or other glass or glass-like  
materials will be used when the light bulbs, fixtures, skylights or other glass 
or glass-like materials are suspended over exposed components, packaging 
components, in-process materials, or marijuana or marijuana-derived 
products, unless the facility is otherwise constructed in a manner that will 
protect against contamination of components, packaging components, in-
process materials, or marijuana or marijuana-derived products in case of 
breakage of glass or glass-like materials. 

(d) The facility will have separate or defined areas, or other control systems such as 
computerized inventory controls or automated systems of separation, to prevent 
cross-contamination and mix-ups of components, marijuana, or marijuana-derived 
products during any of following operations that take place in the facility: 

(1) Receipt, identification, storage, and withholding from use of quarantined 
components, packaging components, in-process materials, marijuana, or 
marijuana-derived products pending disposition by the Quality Control 
Officer; 

(2) Storage of approved components, packaging components, marijuana, 
or marijuana-derived products. 

(3) Storage of rejected components, packaging components, in-process 
materials, marijuana, marijuana-derived products, and marijuana waste 
pending return to their supplier or destruction; 

(4) Storage of in-process materials pending normal further processing; 

(5) Storage of components, packaging components, in-process materials, and 
products pending reprocessing; 

(6) Manufacturing operations; 

(7) Packaging and labeling operations; 

(8) Separation of the manufacturing, packaging, labeling, and holding of 
different product types including different types of marijuana or marijuana-
derived products and other products handled in the same facility; 

(9) Performance of laboratory analyses and storage of laboratory supplies and 
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samples, as applicable; 

(10) Cleaning and sanitation of contact surfaces. 

(e) Water will be provided that is: 

(1) Safe and sanitary, at suitable temperatures, and under pressure as needed, 
for all uses where water does not become a component of the marijuana-
derived product; and 

(2) Compliant with applicable state and local potable water requirements and 
with other requirements as necessary to ensure the water does not 
contaminate the marijuana-derived product, for all uses where such water 
may become a component of the marijuana-derived product, e.g., when such 
water contacts components, packaging components, in-process materials, 
marijuana or marijuana-derived products, or any contact surface. 

(f) Heating, ventilating, cooling, and air filtration will be installed and maintained in the 
facility as needed to ensure the quality of the product.  

(1) Ventilation equipment such as filters, fans, exhausts, dust collection, and 
other air-blowing equipment will be provided in areas where odors, dust, 
and vapors (including steam and noxious fumes) may contaminate 
components, packaging components, in-process materials, marijuana or 
marijuana-derived products, or contact surfaces. 

(2) When fans, compressed air, or other air-blowing equipment are used, such 
equipment will be designed, located, and operated in a manner that 
minimizes the potential for microorganisms and particulate matter to 
contaminate components, packaging components, in-process materials, 
marijuana, marijuana-derived products, or contact surfaces. 

(3) Equipment that controls temperature, humidity, and/or microorganisms will 
be provided, when such equipment is necessary to ensure the quality of the 
product. 

(g) The plumbing in the facility will be of an adequate size and design and be 
adequately installed and maintained to: 

(1) Carry sufficient amounts of water to required locations throughout 
the facility; 

(2) Properly convey sewage and liquid disposable waste from the facility; 

(3) Avoid being a source of contamination to components, packaging 
components, in-process materials, marijuana derived products, water 
supplies, or any contact surface, or creating an unsanitary condition; 

(4) Provide adequate floor drainage in all areas where floors are subject to 
flooding-type cleaning or where normal operations release or discharge water 
or other liquid waste on the floor; and 

(5) Not allow backflow from, or cross connection between, piping systems 
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that discharge waste water or sewage and piping systems that carry water 
used for manufacturing marijuana-derived products, for cleaning contact 
surfaces, or for use in bathrooms or hand-washing facilities. 

(h) Personnel will be provided with adequate, readily accessible toilet facilities that 
are: 

(1) Maintained in a clean and sanitary condition; 

(2) Adequately stocked with toilet paper, soap, and single use paper towels 
or other drying devices; 

(3) Kept in good repair at all times 

(4) Equipped with signage advising personnel of the necessity of washing hands 
prior to returning to work; 

(5) Prohibited from being used for activities that support production 
operations, such as cleaning of production equipment or utensils. 

(i) Airborne contamination from toilet facilities will be prevented from contacting 
components, packaging components, in-process materials, marijuana- derived 
products, or contact surfaces, for example by providing adequate physical 
separation of toilet facilities from manufacturing, packaging, labeling, and holding 
operations, or by use of negative air pressure within the toilet facility. 

(j) Adequate and convenient hand-washing facilities will be provided that are: 

(1) Provided with running water of suitable temperature; 

(2) Provided with effective hand cleaning and/or sanitizing preparations 
and single use paper towels or other drying devices; 

(3) Located at points in the facility where good sanitary practices 
require personnel to wash their hands; 

(4) Prohibited from being used for activities that support production 
operations, such as cleaning of production equipment or utensils. 

(k) Adequate lighting will be provided in: 

(1) All areas where components, packaging components, in-process materials, 
marijuana, or marijuana-derived products are examined, manufactured, 
packaged, labeled, or held; 

(2) All areas where contact surfaces are cleaned; and 

(3) Hand-washing areas, dressing and locker rooms, and toilet facilities. 

 
1.1.2 Fire prevention 
 
(a) Any room in an indoor cultivation operation in which operational lighting, 

ballasts, or electrical control panels are located will be constructed with a 
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minimum of a one-hour firewall assembly. 
(b) ) Indoor cultivation operations will: 

(1) Provide at least one operating fire extinguisher, and 
(2) Provide additional fire extinguishers in a number proportional to the watts of 

supplemental lighting used in the facility (one fire extinguisher per every 
10,000 watts of lighting), or in accordance with local fire code. 

(c) Fire extinguishers will be: 
(1) Easily accessible to employees from every room and in each hallway of 

the facility; 
(2) ) Maintained annually or as otherwise specified by the 

manufacturer; and 
(3) Of the appropriate class rating for the type of fire associated with the 

functions being performed in the facility (i.e., electrical, chemical). 
(d) Flammable products will be stored in a properly marked fire containment 

cabinet or area. 
(e) Signage that complies with National Fire Protection Association (NFPA) 

standard 704 will be placed at entrances to exposure areas. 
 
1.1.3 Electrical system 
 
(a) The cultivation operation’s electrical system will be of sufficient capacity to 

handle the actual electrical load and be installed in accordance with an approved 
electrical permit. 

(b) All electrical work and upgrades at cultivation operations will be performed with 
proper permitting. 

(c) All electrical equipment used by a marijuana cultivation operation will be 
connected to the electrical system in accordance with the equipment 
manufacturer’s recommendations. 

 

This section focuses on the design and good manufacturing practices (GMP) 
requirements for HVAC systems in accordance with World Health Organization WHO 
guideline 

1.1.4 Ventilation System 

 
a) Areas for the manufacture of pharmaceuticals, where marijuana products starting 

materials and products, utensils, primary packing materials and equipment are 
exposed to the environment, will be defined as “controlled clean areas.” 

 
b) The achievement of a particular clean area condition depends on a number of criteria 

that will be addressed at the design and qualification stages. A suitable balance 
between the different criteria will be required in order to create an efficient clean area. 

 
c) Some of the basic criteria to be considered which affects room cleanliness will 

include: 
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1.   building finishes and structure 
2.   air filtration 
3.   air change rate or flushing rate 
4.   room pressure 
5.   location of air terminals and directional airflow 
6.   temperature 
7.   relative humidity 
8.   material flow 
9.   personnel flow 
10.   gowning procedures 
11.   equipment movement 
12.   process being carried out (open or closed system) 
13.   outside air conditions 
14.   occupancy 
15.   type of product 
16.   cleaning standard operating procedures (SOPs). 

 
d) Air filtration and air change rates will be set to ensure that the defined clean area 

condition is attained. 
 

e)  Primarily the air change rate will be set to a level that will achieve the required clean 
area condition. 

 
f) Air change rates will be conducted at a rate 4-10  air changes per hour depending on the 

clean room area. 
 
g) Area condition required: whether a specific room cleanliness c o n d i t i o n  is in fact 

required and whether the room condition is rated for an “as -bu i l t , ”  “at rest” 
condition, and “operational” condition, air change rate will be selected on need rather 
than tradition as shown in Exhibit U. 

 
1. the product characteristics (e.g. odors, hygroscopicity, etc) 
2. the quality and filtration of the supply air 
3. particulates generated by the manufacturing process 
4. particulates generated by the operators 
5. configuration of the room and air supply and extract locations 
6. sufficient air to achieve containment effect and to clean up the area 
7. sufficient air to cope with the room heat load 
8. sufficient air to balance extract rates 
9. sufficient air to maintain the required room pressure. 

 
h) Classification tests in  the  “as-built”  condition  will   be carried out on the bare room, 

in the absence of any equipment or personnel. 
 
i) Classification tests in the “at-rest” condition will be carried out with the equipment 

operating where relevant, but without any operators. Because of the amounts of dust 
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usually generated in a solid dosage facility, the clean area classifications would be 
rated for the “at-rest” condition. 

 
j) Classification tests  in  the  “operational”  condition    are normally carried out during 

the normal production process with equipment operating, and the normal number of 
personnel present in the room. Generally a room that is tested for an “operational” 
condition will be able to be cleaned up to the “at-rest” clean area classification after a 
short clean-up time. The clean-up time will be determined through validation and is 
generally of the order of 20 minutes. 

 
k) Products will be protected from contamination and cross-contamination during all 

stages of manufacture. 
 
Exhibit U: “As-Built”, “At-Rest”, & “Operational” Condition 
 
“As-built” condition 
 

 

 
 
“At-rest” condition 
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“Operational” condition” 

 

 
a) Airborne contaminants will be controlled through effective 

ventilation and filtration. 
 

l) External contaminants will be removed by effective filtration of the supply air 
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m) Internal contaminants will be controlled by dilution and flushing of contaminants 

in the room, or by displacement airflow ( E x h i b i t  V ) .  
 

n) Airborne particulates and the degree of filtration will be considered critical 
parameters with reference to the level of product protection required. 

 
o) Personnel will not be a source of contamination. 

 
p) The level of protection and air cleanliness for different areas will be determined 

according to the product being manufactured, the process being used and the 
product’s susceptibility to degradation (Exhibit W). 

 
 
Exhibit V:  Methods to Flush Airborne Contaminants 
 
 
Turbulent dilution of dirty air 

 

 

 
 
Unidirectional displacement of dirty air 
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b) Filter classes will always be linked to the standard test method because referring 
to actual filter efficiencies can be very misleading (as different test methods each 
result in a different value for the same filter). (Referring to filter classifications such 
as an 85% filter or a 5 μm filter are not valid classifications and will not be used, as 
this can lead to the incorrect filter being installed. Only the EN 779 and EN 1822 
classifications, as per the table below, will be used Exhibit Y. 

 
Exhibit X: Levels of Protection and Recommended Filtration 
 
Level of protection Recommended filtration 
Level 1 Primary filters only (e.g. EN 779 G4 filters) 

Level 2 Protected areas operating on 100% outside air: primary plus  
secondary filters (e.g. EN 779 G4 plus F8 or F9 filters) 

Level 3 Production facility operating on recirculated plus ambient air,  
where potential for cross-contamination exists: Primary plus  
secondary plus tertiary filters (e.g. EN 779 G4 plus F8 plus  
EN 1822 H13 filters) (for full fresh air system, without recirculation, 
G4 and F8 or F9 filters are acceptable) 

 
a) Materials for components of an HVAC system will be selected with care so that 

they do not become a source of contamination. Any component with the potential 
for liberating particulate or microbial contamination into the air stream will be 
located upstream of the final filters. 
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Exhibit Y: Comparison of Filter Test Standards 
 

 

 
a) Where possible ventilation dampers, filters and other services will be designed and 

positioned so that they are accessible from outside the manufacturing areas 
(service voids or service corridors) for maintenance purposes. 
 

b) Directional airflow within production or primary packaging areas will assist in 
preventing contamination. Airflows will be planned in conjunction with operator 
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locations, so as to minimize contamination of the product by the operator and also to 
protect the operator from dust inhalation. 

 
c) HVAC  air distribution components will be designed,   installed and located to 

prevent contaminants generated within the room from being spread. 
 

c) Air diffusers will be selected with care taking consideration of, e.g. room 
requirements and positions of equipment and operators in the room. Supply air 
diffusers of the high induction type (e.g. those typically used for office-type air-
conditioning) will where possible not be used in clean areas where dust is 
liberated. Air diffusers will be of the non- induction type, introducing air with the 
least amount of induction so as to maximize the flushing effect.  

 
Pressure differential concept (high pressure differential, low airflow) 
 

a) The high pressure differential between the clean and less clean zones will be 
generated by   
leakage through the gaps of the closed doors. The pressure differential will be of 
sufficient magnitude to ensure containment and prevention of flow reversal, but will 
not be so high as to create turbulence problems. 

 
b) Considering room pressure differentials, transient variations, such as machine 

extract systems, will be taken into consideration. 
 

c) A pressure differential of 15 Pa is often used for achieving containment between 
two adjacent zones, but pressure differentials of between 5 Pa and 20 Pa may be 
acceptable. Where the design pressure differential is too low and tolerances are 
at opposite extremities, a flow reversal can take place. For example, where a 
control tolerance of ± 3 Pa is specified, the implications of rooms being operated 
at the upper and lower tolerances will be evaluated. It is important to select 
pressures and tolerances such that a flow reversal is unlikely to occur. 
 

d) The pressure control and monitoring devices used will be calibrated and qualified 
(Exhibit Z). Control systems, where used, will be set up during commissioning, 
with set point marked, and will not change unless other system conditions change. 
Pressure control devices will be linked to an alarm system set according to the levels 
determined by a risk analysis. 
 

e) An Airlock will be set up between the shipping bay and packaging area in order to 
maintain a pressure cascade systems to limit cross-contamination of outside 
adulterants from entering the packaging area.  

 
f) An airlock is defined as “an enclosed space with two or more doors, which is 

interposed between two or more rooms, e.g. of differing classes of cleanliness, for 
the purpose of controlling the airflow between those rooms when they need to 
be entered.” 
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g) A cascade airlock (Exhibit AA) will be utilized in which higher pressure i s  on 

one side of the airlock and lower pressure on the other; the door will open to the 
high pressure side, so that room pressure assists in holding the door closed and in 
addition be provided with self- closers. The doors will open to the low pressure 
side, the door closer springs will be sufficient to hold the door closed and prevent 
the pressure differential from pushing the door open. 

 
h) Material pass-through-hatches (PTH) will be used between the tissue culture room 

and open cultivation area where separate air-quality and air-pressure are present 
between the two areas.  

 
 
 
 
 
Exhibit Z:  Pressure Gauge Reader 

 
Exhibit AA: Cascade airlock 
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a) Where appropriate, temperature and relative humidity will be controlled, 

monitored and recorded, where relevant, to ensure compliance with requirements 
pertinent to the materials and products and provide a comfortable environment 
for the operator where necessary. 
 

b)  Alert and action limits on temperatures and humidity’s will be set, as appropriate. 
 

c) The operating band, or tolerance, between the acceptable minimum and maximum 
temperatures will not be made too close. Tight control tolerances may be difficult 
to achieve and can also add unnecessary installation and running costs. 

 
d) The drying rooms where low relative humidity is needed, will have well-sealed 

walls and ceilings and will also be physically separated from adjacent areas with 
higher relative humidity  

 
e) Precautions will be taken to prevent moisture migration that increases the load on 

the HVAC system. 
 

f) Humidity control will be achieved by removing moisture from the air, or adding 
moisture to the air, as relevant. 

 
g) Dehumidification (moisture removal) will be achieved by means of  refrigerated 

dehumidifiers. Appropriate cooling media for dehumidification such as refrigerant 
will be used. 
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h) Humidifiers will be avoided as they may become a source of contamination (e.g. 

microbiological growth). Where humidification is required, this will be achieved by 
appropriate means such as the injection of steam into the air stream. A product-
contamination assessment will be done to determine whether pure or clean steam is 
required for the purposes of humidification. 

 
i) Humidification systems will be well drained. No condensate will accumulate in 

air-handling systems. 
 

j) Humidification appliances such as  evaporative  systems, atomizers and water mist 
sprays, will not be used in the Processing Center because of the potential risk of 
microbial contamination. 

 
k)  Air filters will not be installed immediately downstream of humidifiers, as moisture 

on the filters could lead to bacterial growth. 
 

l) When specifying relative humidity, the associated temperature will also be 
specified. 

 

Design of HVAC systems and components 
 

a) The required degree of air cleanliness in most OSD manufacturing facilities can 
normally be achieved without the use of high-efficiency particulate air (HEPA) 
filters, provided the air is not recirculated. 

 
b) A risk assessment will be carried out to determine the cleanroom conditions 

required and the extent of validation required. 
 

c) There are two basic concepts of air delivery to pharmaceutical production facilities: 
a recirculation system, and a full fresh air system (100% outside air supply).   

 
d) The center will employ recirculation system because 100% fresh air and would normally be 

used in a facility dealing with toxic products or solvents, which the center will not since 
CO2, ethanol, and glycol alcohol are not designated as toxic solvents 

 
e) For recirculation systems the amount of fresh air will not be determined arbitrarily on a 

percentage basis, but, for example, by the following criteria: 
 

1. sufficient fresh air to compensate for leakage from the facility and 
loss through exhaust air systems; 

2. sufficient fresh air to comply with national building regulations; and 
3. sufficient fresh air for odor control. 
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f) Where automated monitoring systems are used, these will be capable of indicating 
any out-of-specification condition without delay by means of an alarm or similar 
system. Sophisticated computer-based data monitoring systems may be installed, 
which can aide with planning of preventive maintenance and can also provide trend 
logging. This type of system is commonly referred to as a building management 
system (BMS). Since these systems are used for critical decision-making, they will be 
validated. 

 
g) Failure of a supply air fan, return air fan, exhaust air fan or dust extract system fan 

can cause a system imbalance, resulting in a pressure cascade malfunction with a 
resultant airflow reversal. 

 
h) All critical alarms will be easily identifiable and visible and/or audible to relevant 

personnel. 
 
i) Appropriate alarm systems will be in place to alert personnel if a critical fan fails. A fan 

interlock failure matrix will be set up, such that if a fan serving a high pressure zone 
fails, then any fans serving surrounding lower pressure areas will automatically stop, 
to prevent an airflow reversal and possible cross-contamination. 

 

Commissioning, qualification and maintenance 
a) Commissioning will include the setting up, balancing, adjustment and  testing of the 

entire HVAC system, to ensure that it meets all the requirements, as specified in 
the user requirement specification (URS), and capacities as specified by the designer 
or developer. The commissioning plan will start at the early stages of a project so 
that it can be integrated with qualification and verification procedures. 

b) The installation records of the system will provide documented evidence of all 
measured capacities of the system. 

c) Acceptance criteria will be set for all system parameters. The measured data will 
fall within the acceptance criteria. 

d) Acceptable tolerances for all system parameters will be specified prior to 
commencing the physical installation. 

e) Training will be provided to personnel after installation of the system, and will 
include operation and maintenance. 

f) Commissioning will be a precursor to system qualification   and process validation. 
 
 
Qualification 
 

a) A risk-based approach will be used to identify the extent to which the HVAC system 
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Airflow 
visualization (To 
verify required 
airflow patterns) 

Tests to demonstrate air flows: 
• from clean to dirty areas 
• do not cause cross-contamination 
• uniformly from unidirectional airflow 
units Demonstrated by actual or video-
taped smoke tests. In accordance with ISO 
14644-3.

 
g) Clean-up  or recovery times normally relate to the time it takes to “clean up” the room from 
one condition to another, e.g. the relationship between “at- rest” and “operational” conditions 
in the clean area will  be used as the criteria for clean-up tests. Therefore, the clean-up time 
can be expressed as the time taken to change from an “operational” condition to an “at rest” 
condition. 
 
h) Energy-saving procedures such as reducing the airflow during non-production hours 
are used, precautionary measures will be in place to ensure that the systems are not 
operated outside the defined relevant environmental conditions. 
 
i) These precautionary measures will be based on a risk assessment to ensure that 
there is no negative impact on the quality of the product. 
 
j) That will be included in the qualification manuals will include system airflow 
schematics, room pressure cascade drawings, zone concept drawings, air-handling system 
allocation drawings, particle count mapping drawings, etc. 
 
 
 
Maintenance 

       There will be a planned preventive maintenance program, procedures and records for 
the HVAC system. Records will be kept. 

a) Operation and maintenance (O&M) manuals, schematic drawings, protocols and 
reports will be maintained as reference documents for any future changes and 
upgrades to the system. These documents will be kept up to date, containing any 
system revisions made.  

b) Maintenance personnel will receive appropriate training. 

c) PA filters will be changed either by a specialist or a trained person, and then followed 
by installed filter leakage testing. 

d) Any maintenance activity will be assessed critically to determine any impact on 
product quality including possible contamination.  

e) Maintenance activities will normally be scheduled to take place outside production 
hours, and any system stoppage will be assessed with a view to the possible need for 
requalification of an area as a result of an interruption of the service. 
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1.2 Genetic Sourcing 

Plants for production come from three sources: seed, clone or tissue culture. 
Seeds are naturally 50/50 male and female, but some companies now specialize in 
feminization, where they guarantee all female plants1. A clone is a cutting from one 
mother plant that is rooted and allowed to grow into a self-sufficient plant. Clones are 

genetically identical to the plants from which they were cut.2.  Marijuana cultivars 
grown by asexual propagation under controlled environmental conditions could be 
accurately distinguished based on their cannabinoid and terpenoid profiles. By using these 
methods we keep the final product true to its form, DNA of the plants is replicated not 
transferred through pollination. Special care will always be taken to ensure that the mother 
plants are in good health which will ensure the DNA of the plants goes unaltered.  

Tissue culture is the process of cutting a small amount of tissue from a plant and 
put into a petri dish (or test tube) where it can be stored for years, cleansed of disease, 
and duplicated into another identical plant. This process will be within a HEPA filtered 
clean room lab under aseptic conditions. The result in theory is genetically the same as a 
clone, but with purification and less chance of genetic degradation3. Once this technique 
is perfected it will be possible to further standardize the chemical content of cannabinoid 
profile as well as terpenoid profile when cultivated in our company’s pharmaceutically 
modeled cultivation environment. All of the infrastructure will be in place for the company 
to utilize only tissue culture specimens to populate the greenhouse, however, because of 
the logistical difficulties presented by tissue culture, it will take a year or more before this 
technique can be utilized at the commercial scale.  Therefore, seeds will be utilized to 
initially populate the greenhouse until clone providing mother plants can be created and 
further replicated through the in-vitro propagation program.    

 
Mother rooms, seed stock, and tissue culture labs can be a source of 

contamination. A contaminated plant transferred from the propagation area to the 
production area could transmit contaminants to the rest of the crop. It also may be 
genetically weak and draw undesired attention from pests to an otherwise healthy crop. 
In order to prevent spread of contamination and the contamination itself all plants will be 
inspected and treated as necessary prior to moving from one cultivation area to another. If 
a plant is found to be infected to a point that is irreversible that plant will be thrown 
away, rendered unusable, and noted in the inventory management system. If a plant is 
found to have an issue that is reversible then special care will be taken to treat this plant 
and quarantined if necessary. The HVAC systems as well as the facility layout will 
provide a mechanism in itself of preventing contamination and spread of unwanted 
organisms in the crop. Beyond this all cultivation areas will be cleaned regularly and 
thoroughly ensuring special care is given to remove any plant debris which may harbor 
unwanted disease or insects. 
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1.3 Strain Selection 

To treat a wide range of the current qualifying chronic diseases The Company will produce 
a wide variety of marijuana strains with varying ratios of THC and CBD levels (the two 
most influential cannabinoids). We detail the different profile levels and the corresponding 
diseases they are best suited to treat in the figure below. 

 

Target Therapeutic Group for Different Ratios 

 

Product group Ratio 
THC: 
CBD 

Target Therapeutic Area 

High THC >95:5  Cancer pain, Migraine, Appetite, 
Stimulation 

Even ratio  50:50 Multiple sclerosis, Spinal cord injury, 
Peripheral neuropathy, other 
neurogenic pain 

Reverse/Broad CBD 
<25:75  

Rheumatoid arthritis and 
Inflammatory bowel diseases 

High CBD   Psychotic disorders (schizophrenia), 
Epilepsy & movement disorders, 
Stroke, head injury, Disease 
modification in RA and other 
inflammatory conditions, Lupus, and 
Appetite suppression 
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1.3.2  Strain Selection 
 
 

 

Flowering Zone Component Data Medicinal Treatment  (Anecdotal ) 

1 Strain Grape Ape This strain is able to treat those suffering from 
loss of appetite, insomnia, chronic or 
debilitating pain. Provides intense stress relief. 
Specifically good for ailments where stress can 
cause chronic pain such as , severe 
fibromyalgia, spinal cord disease, including but 
not limited to arachnoiditis, Tarlov cysts, 
hydromyelia, syringomyelia, spinal cord injury, 
Reflex Sympathetic Dystrophy, RSD (Complex 
Regional Pain Syndromes Type I), Causalgia, 
CRPS (Complex Regional Pain Syndromes 
Type II) 

Genetics High THC 
Type Granddaddy Grape 

(which was a phenotype 
of Granddaddy Purple) x 
Skunk #1 

THC % 20 -24 % 
CBD 1.09% 
CBN 2.10% 
Flowering State 56 days after flower 

initiation 

2 Strain Tahoe OG KUSH This strain is able to treat those suffering from 
loss of appetite, insomnia, chronic or 
debilitating pain. Provides intense stress relief. 
Specifically good for Illinois approved 
qualified conditions where stress can cause 
chronic pain such as , severe fibromyalgia, 
spinal cord disease, including but not limited to 
arachnoiditis, Tarlov cysts, hydromyelia, 
syringomyelia, spinal cord injury, Reflex 
Sympathetic Dystrophy, RSD (Complex 
Regional Pain Syndromes Type I), Causalgia, 
CRPS (Complex Regional Pain Syndromes 
Type II) 

Genetics (SFV OGK F3 x OG 
KUSH) 

Type Indica 
THC % 20 – 24% 
CBD 0.21% 
CBN 0.53% 
Flowering State 70 days after flower 

initiation 

3 Strain OG KUSH #18 This strain is highly useful for combating 
symptoms of Alzheimers’ as well mitigate 
effects of migraine headaches, vomiting, 
depression, Parkinson’s disease, chronic pain, 
AIDS, cancer, and rheumatoid arthritis. 

Genetics (Chemdawg x Lemon 
Tai) 

Type Hybrid Sativa heavy 
THC % 20 – 24% 
CBD 0.25% 
CBN 0.11% 
Flowering State 72 days after flower 

initiation 
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4 Strain Lemon Diesel This strain is ideally for ailments where stress 
can cause chronic pain such as , severe 
fibromyalgia, spinal cord disease, including but 
not limited to arachnoiditis, Tarlov cysts, 
hydromyelia, syringomyelia, spinal cord 
injury, Reflex Sympathetic Dystrophy, RSD 
(Complex Regional Pain Syndromes Type I), 
Causalgia, CRPS (Complex Regional Pain 
Syndromes Type II) 

Genetics California Sour 
(Mexican sativa x 
Afghan) Mother x Lost 
Coast OG Kush 

Type Indica Heavy 
THC % 20 – 24% 
CBD 0.23% 
CBN 0.53% 
Flowering State 70 days after flower 

initiation 
5 Strain 818 headband (Sour OG 

Kush) 
This strain is able to treat those suffering from 
loss of appetite. Specifically good for ailments 
where stress can cause chronic pain such as , 
severe fibromyalgia, spinal cord disease, 
including but not limited to arachnoiditis, 
Tarlov cysts, hydromyelia, syringomyelia, 
spinal cord injury, Reflex Sympathetic 
Dystrophy, RSD (Complex Regional Pain 
Syndromes Type I), Causalgia, CRPS 
(Complex Regional Pain Syndromes Type II) 

Genetics (Original Sour Diesel x 
SFV OGK IBL) 

Type Indica & Sativa 
THC % 20 – 24% 
CBD 0.21% 
CBN 0.53% 
Flowering State 70 days after flower 

initiation 
6 Strain Girl Scout Cookies Therapeutic medicinal effect capable of 

relieving pain, neuropathy, and muscle spasms. Genetics (OG Kush x Cherry Pie x 
Durban Poison) 

Type Hybrid Indica 
THC % 25 – 30% 
CBD 0.21% 
CBN 0.53% 
Flowering State 63 days after flower 

initiation 

7 Strain Blue Dream This strain is able to treat those suffering from 
loss of appetite, insomnia, chronic or 
debilitating pain. Provides intense stress relief. 
Specifically good for ailments where stress can 
cause chronic pain such as , severe 
fibromyalgia, spinal cord disease, including but 
not limited to arachnoiditis, Tarlov cysts, 
hydromyelia, syringomyelia, spinal cord 
injury, Reflex Sympathetic Dystrophy, RSD 
(Complex Regional Pain Syndromes Type I), 
Causalgia, CRPS (Complex Regional Pain 
Syndromes Type II) 

Genetics Blueberry x Haze 
Type Hybrid which is Sativa 

dominant 
THC % 20 – 24% 
CBD Up to 1% 
CBN 0.05% 
Flowering State 68 days after flower 

initiation 

8 Strain Purple Diesel This strain provides patients suffering from 
lethargy and drowsiness boost of energy and 
help uplift as well and mitigate depression 
symptoms. 

Genetics (Purple Kush x Sour 
Diesel) 

Type Sativa 
THC % 18% 
CBD 0.55% 
CBN 0.72% 
Flowering State 55 days after flower 

initiation 
9 Strain Lambs Bread This strain is ideal for disorders effecting a 

patient’s mental condition and any pain 
specifically located in the cranium region such 
as traumatic brain injury or post-concussion 
syndrome 

Genetics Jamaican Sativa 
Type Sativa 
THC % 20 – 24% 
CBD 0.61% 
CBN 0.37% 
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4 Strain Lemon Diesel This strain is ideally for ailments where stress 
can cause chronic pain such as , severe 
fibromyalgia, spinal cord disease, including but 
not limited to arachnoiditis, Tarlov cysts, 
hydromyelia, syringomyelia, spinal cord 
injury, Reflex Sympathetic Dystrophy, RSD 
(Complex Regional Pain Syndromes Type I), 
Causalgia, CRPS (Complex Regional Pain 
Syndromes Type II) 

Genetics California Sour 
(Mexican sativa x 
Afghan) Mother x Lost 
Coast OG Kush 

Type Indica Heavy 
THC % 20 – 24% 
CBD 0.23% 
CBN 0.53% 
Flowering State 70 days after flower 

initiation 
5 Strain 818 headband (Sour OG 

Kush) 
This strain is able to treat those suffering from 
loss of appetite. Specifically good for ailments 
where stress can cause chronic pain such as , 
severe fibromyalgia, spinal cord disease, 
including but not limited to arachnoiditis, 
Tarlov cysts, hydromyelia, syringomyelia, 
spinal cord injury, Reflex Sympathetic 
Dystrophy, RSD (Complex Regional Pain 
Syndromes Type I), Causalgia, CRPS 
(Complex Regional Pain Syndromes Type II) 

Genetics (Original Sour Diesel x 
SFV OGK IBL) 

Type Indica & Sativa 
THC % 20 – 24% 
CBD 0.21% 
CBN 0.53% 
Flowering State 70 days after flower 

initiation 
6 Strain Girl Scout Cookies Therapeutic medicinal effect capable of 

relieving pain, neuropathy, and muscle spasms. Genetics (OG Kush x Cherry Pie x 
Durban Poison) 

Type Hybrid Indica 
THC % 25 – 30% 
CBD 0.21% 
CBN 0.53% 
Flowering State 63 days after flower 

initiation 

Flowering State 73 days after flower 
initiation 

10 Strain LA  Confidential Extremely helpful to treat spastic ailments such 
as Multiple Sclerosis, Parkinson’s Disease, 
Spinal Cord Injury, Amyotrophic Lateral 
Sclerosis (ALS),  and Epilepsy. 
 

Genetics O.G. LA AFFIE x 
Afghani 

Type 100% indica 
THC % 24 – 27% 
CBD 0.20% 
CBN 0.15% 
Flowering State 69 days after flower 

initiation 
11 Strain Charlotte’s Webb Extremely helpful to treat spastic ailments such 

as Multiple Sclerosis, Parkinson’s Disease, 
Spinal Cord Injury, Amyotrophic Lateral 
Sclerosis (ALS),  and Epilepsy.  This high CBD 
strain is also useful for Lupus and Rheumatoid 
arthritis 

Genetics  
Type Sativa 
THC % 0-5% 
CBD 15-20% 
CBN 0-10% 
Flowering State 55 days after flower 

initiation 

12 Strain The Cornerstone Extremely helpful to treat spastic ailments such 
as Multiple Sclerosis, Parkinson’s Disease, 
Spinal Cord Injury, Amyotrophic Lateral 
Sclerosis (ALS),  and Epilepsy.  This high CBD 
strain is also useful for Lupus and Rheumatoid 
arthritis 

Genetics  
Type Sativa 
THC % 0 – 10% 
CBD 15 – 20% 
CBN 0.53% 
Flowering State 55 days after flower  
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4 Strain Lemon Diesel This strain is ideally for ailments where stress 
can cause chronic pain such as , severe 
fibromyalgia, spinal cord disease, including but 
not limited to arachnoiditis, Tarlov cysts, 
hydromyelia, syringomyelia, spinal cord 
injury, Reflex Sympathetic Dystrophy, RSD 
(Complex Regional Pain Syndromes Type I), 
Causalgia, CRPS (Complex Regional Pain 
Syndromes Type II) 

Genetics California Sour 
(Mexican sativa x 
Afghan) Mother x Lost 
Coast OG Kush 

Type Indica Heavy 
THC % 20 – 24% 
CBD 0.23% 
CBN 0.53% 
Flowering State 70 days after flower 

initiation 
5 Strain 818 headband (Sour OG 

Kush) 
This strain is able to treat those suffering from 
loss of appetite. Specifically good for ailments 
where stress can cause chronic pain such as , 
severe fibromyalgia, spinal cord disease, 
including but not limited to arachnoiditis, 
Tarlov cysts, hydromyelia, syringomyelia, 
spinal cord injury, Reflex Sympathetic 
Dystrophy, RSD (Complex Regional Pain 
Syndromes Type I), Causalgia, CRPS 
(Complex Regional Pain Syndromes Type II) 

Genetics (Original Sour Diesel x 
SFV OGK IBL) 

Type Indica & Sativa 
THC % 20 – 24% 
CBD 0.21% 
CBN 0.53% 
Flowering State 70 days after flower 

initiation 
6 Strain Girl Scout Cookies Therapeutic medicinal effect capable of 

relieving pain, neuropathy, and muscle spasms. Genetics (OG Kush x Cherry Pie x 
Durban Poison) 

Type Hybrid Indica 
THC % 25 – 30% 
CBD 0.21% 
CBN 0.53% 
Flowering State 63 days after flower 

initiation 

13 Strain Harlequin Extremely helpful to treat spastic ailments such 
as Multiple Sclerosis, Parkinson’s Disease, 
Spinal Cord Injury, Amyotrophic Lateral 
Sclerosis (ALS),  and Epilepsy.  This high CBD 
strain is also useful for Lupus and Rheumatoid 
arthritis 

Genetics  
Type Sativa 
THC % 0 – 5% 
CBD 17% 
CBN 0.53% 
Flowering State 55 days after flower 

initiation 
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1.4 Cultivation Controls 
 
1.4.1 Environmental Control System 

 
The heart of the control of the total facility will be a Priva BMS Blue ID computer.  

The facility will require a very extensive control program given the complexity of control 
that is required.  The choice for BMS versus the standard horticulture solutions is for the 
following reasons: 

 Bespoke programming is available so that it can be tailored specifically to 
our facility 

 Extensive use of graphics allow for an easy operator interface 
 The use of BMS allows for very high level of interactive design interfaces 
 Licensing costs are cheaper than those for a more rigid structure that exists 

within the Priva Hort Products.  Also rather than having to adapt programs 
as would be the case with a Priva Hortisystem, the Priva BMS allow fully-
bespoke programs to be developed.   

 Installation for communication between the Host PC and remote control / 
access points can be daisy chained with a simple pair of cables as opposed 
to wiring many I/O’s back to a central location 

 The use of the Priva BMS system will allow a local Priva Partner to support 
an installation.  We have been advised against in-house PLC control 
because of the dependence on the programming organization, creating 
vulnerability, and the precise and inflexible nature of the program. 

 
 

The BMS system consists of a series of networked controllers that share the 
common information.  These controllers all report back to a supervisory PC, where the 
operator can see the state and operation of the whole installation through an easy-to-use 
graphical interface.  The supervisory PC will run “TC-integration”.  This software package 
not only gives a graphical representation of the equipment controlled by the Priva BMS 
but also allows integration with third-party equipment, such as CCTV.  Therefore, a live 
image of the process can be superimposed with the BMS controls associated with it.  TC-
Integration also allows equipment from other vendors to be integrated, so the software can 
evolve as the facility develops and requirements change. 

The controlled indoor cultivation area temperatures and lighting conditions will 
be controlled by a Priva control system. Chilled air will be supplied via a rapidly 
responding air handling system to ensure that a target temperature is achieved within 
a +/- 3F differential.  Lighting will be programmed to turn on at the desired times of the 
day to control photoperiod.  Lastly Decagon sensors can monitor the temperature, 
humidity, and CO2 levels. Photoperiod sensors can monitor the canopy level Daily light 
integral (light levels) provided by the lighting. In addition Decagon substrate sensors can 
monitor individual plant’s root temperature, water pH, and nutrient levels. 
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1.4.2 Climate 

To ensure quality control and healthy plant growth, proper environmental 
conditions including air temperatures, humidity, and root zone temperatures will be 
maintained through all cultivation stages. Healthy plants with strong immune systems 
have higher resistance to pests and disease, and therefore require fewer adulterants and 
as a result are less likely to acquire natural contaminants. Throughout the production 
lifecycle there are a few benchmark conditions at each stage of development.  Below lists 
in order the target temperature and relative humidity of the cultivation area for each 
process. A temperature differential of no more than +/- 3 degrees will be maintained at all 
times (Exhibit B). 

The growth chamber was designed with a series of relatively small zones to provide 
more climate control capacity.  To maintain this high level of climate control in the hybrid 
greenhouse zones, an evaporative cooling system combined with a supplemental HVAC 
system will be installed to insure near exact climate control 12 months per year no matter 
what the weather is outside.  The filtered HVAC system will be used to control the climate 
of all non-greenhouse rooms and areas as well. 

Storage of products used for marijuana cultivation also require a specific 
climate. For example, beneficial bacteria, beneficial insects, and microbial teas all have 
optimal temperature and humidity ranges. If the proper conditions are not met, aerobic 
bacteria can turn anaerobic and cause disease. Products can spoil and grow mold. 
Sanitation and cleaning chemicals will be isolated in their own janitorial closet to prevent 
cross contamination of plant nutrients. 

1.4.3 Crop Layout 
 

The propagation area will be outfitted with rolling benches. This will facilitate an 
efficient use of space and allow batches and/or strains to be kept separate for purposes of 
sanitation. For each square foot of useable bench space the propagation tables will hold 
approximately 25 seedlings/clones.  
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The vegetative growing areas will also be outfitted with rolling benches. This will 

facilitate an efficient use of space and allow batches and/or strains to be kept separate for 
purposes of sanitation. For each sq. ft. of useable bench space the vegetative tables will 
hold approximately 4 juvenile plants. 

 
The flowering growing areas will be outfitted with hanging gutters this will provide 

ideal crop concentration while maintaining four foot of separation between gutters. This 
four-foot spacing would create plant canopies just touching at maturity between rows and 
proper planting density will create plant canopies just touching at maturity within rows. 
Each flowering plant will take up approximately 25 sq. ft. of the usable greenhouse space. 
This arrangement ensures workers can easily get to all areas of the plants and that all the 
useable growing space is utilized further ensuring the supply chain. 

 
1.4.3 Plant Stress 

Due to its illegality and value, marijuana has been grown under conditions that 
no legal consumable plant would ever be subjected. There is a threshold where the 
plant can become vulnerable to pest and disease due to stress. Many high-performing 
marijuana gardens fall prey to pests and disease simply because the conditions are too 
intense, thus weakening the immune responses of the plants. Measuring the stress on a 
plant requires subtle observations of the plant’s general health and knowledge of what 
historical stressors the plant is still carrying.   Color, vascular pressure, the orientation 
of the leaves as they track the light, water consumption, fertilizer consumption, growth 
rate, stem diameter, and plant structure are all indicators of general plant health. The 
company will utilize automated fertigation systems coupled with a series of digital sensors 
to ensure plants receive the precise the amount of water, nutrients, CO2, and light need to 
optimize each individual cultivar. 

 
1.4.4 Plant Health 
 
 Air flow is principally important for proper transpiration and prevention of a 
hospitable environment for pests to develop.  A strong air-flow pushing against the plant 
forces it to build branch strength resulting in healthier plants.  The Company has designed 
the controlled environment with air handling units to ensure even consistent air flow 
throughout each cultivation zone.   
  
 How the plants are arranged, pruned, and trained plays a role in the airflow through 
the plant canopy.  Typically, pests will start on a weak plant and travel as their populations 
and colony matures, so it is very important to have individual plant inspection and 
quarantines.   
 
1.4.5 Integrated Pest Management (IPM) 
 

1. Adequate pest control will be provided. 
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a. Animals or pests will not be allowed in any area of the facility, except that 
guard or guide dogs may be allowed in some areas of the facility if the 
presence of the dogs will not result in contamination of components, 
packaging components, in-process materials, marijuana or marijuana-derived 
products, or contact surfaces; 

b. Effective measures will be taken to exclude pests from the facility and to 
protect against contamination of components, packaging components, in-
process materials, marijuana or marijuana-derived products, and contact 
surfaces on the premises by pests; and 

c. Insecticides, fungicides, or rodenticides will not be used in or around the 
facility, unless they are registered with EPA and used in accordance with 
the label instructions, and effective precautions are taken to protect against 
the contamination of components, packaging components, in-process 
materials, marijuana or marijuana-derived products, or contact surfaces. 

IPM is an integrated system if monitors and controls used as a means to 
understanding pest threats and developing a proper prevention plan.  The UN’s Food and 
Agriculture Organization defines IPM as “the careful consideration of all available pest 
control techniques and subsequent integration of appropriate measures that discourage 
the development of pest populations and keep pesticides and other interventions to levels 
that are economically justified and reduce or minimize risks to human health and the 
environment.” IPM emphasizes the growth of a healthy crop with the least possible 
disruption to agro ecosystems and encourages natural pest control mechanisms.” 

Redacted pursuant to N.Y. Public Officers Law, Art. 6
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Redacted pursuant to N.Y. Public Officers Law, Art.6
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Redacted pursuant to N.Y. Public Officers Law, Art.6
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1.4.8 Yield vs. Health 

Healthy plants have strong immune responses and require far less if any chemical 
intervention.  Naturally, marijuana cultivators strive for high yields, however pushing the 
plant to produce a higher yield can add stress a n d  may result in lower quality. Many 
cultivators ‘push’ their plants with heavy fertilization, special additives, foliar feeding, 
extra lighting, enriched carbon dioxide, extra water, aggressive pruning and training, 
and high transpiration rates. These techniques may result in higher yields but may degrade 
the finished product. The health of the plant has a direct relationship with quality as it 
will only grow to its true genetic potential if it is vigorous.  The company will strive to 
keep the plant’s life path as close to its natural state while gently optimizing its growth 
environment to create an optimal balance between maximum yield and avoiding the 
presence of artificial adulterants in the final product. 

1.5 Cultivation Plan 
 

The company intends to employ a team of expert growers and scientists, as well as 
train the support staff to the fullest extent practical. We intend to build a pharmaceutically 
modeled manufacturing facility which will employ high tech solutions to supply safe, high 
quality, uniform products. We will offer a wide array of solutions for all qualifying patients 
and the key to maintaining our supply of these products will be planning.  

 
We have hired experts in plant production with years of experience maintaining a 

plant supply chain. We also have in our employ a consultant whom has the expert 
specialized knowledge required to know the subtleties of each plant, growing environment 
and processes to complete the seed to sale loop and consistently solve any problems which 
may arise. 
 

Because of our highly skilled team the plan will be executed in a reverse 
engineering process. We will plan the first harvest on the earliest possible track to provide 
high quality products to market. This early first harvest will strictly be based on licensing 
and regulation compliance to begin production as soon as our facility is approved for 
production by the state.  
 
 
1.6 Product Flow Overview 
 

To reduce the risk of contamination increases to a developing plant and the 
product an efficient product flow is key. This has lead the company to design a scalable 
commercial facility; this will prevent contamination of younger material by older 
material as well as allow for efficient movement of plants and product without any chance 
of process bottle necks. As demonstrated in detail in the cultivation plan, the tightly 
climate controlled growth chambers in the cultivation facility will handle all plant 
propagation and plant testing. These chambers will be completely isolated from outdoor 
exposure.   
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Additionally, Mother plants will be i sola ted  from younger plants in its own 
growth chamber, this will protect against the risk that they could spread any acquired 
disease. The growth chamber will allow newly finished propagation plants to exit the head 
house area in batches of 1,200 plants free of pests, diseases and fungus, these will be 
tagged with a unique RFID tag prior to leaving the propagation area. The plants will be 
moved to the individual vegetative zones without ever passing through the flowering 
zones in order to not compromise older plants which may be more susceptible to 
contamination. As the plant matures to the desired height, it will be moved into a 
flowering zone, where once fully mature and ripened will be harvested and physically 
flow “downstream” to each of the compartmentalized, secure rooms quickly and 
efficiently to prevent mold and fungus from developing. 

Trimming will occur once the plants are removed from the growth areas and will 
consist of mechanical trimmers to remove large fan leaves and unusable leaf material.  All 
fine leaves, sepals, will be left and removed with the buds and bottled for freezing.  
Specialized laborers designated as trimmers will manually pull the plant material from the 
stems by hand and with scissors.  The bare branches will be placed in bins marked for 
waste.  The buds and sepals will be placed into a 2.5 gallon glass apothecary jar to be stored 
in the designated freezing section of the climate controlled vault.    

From propagation to the secure shipping bay, all compartmentalized rooms will 
be equipped with automated “State Selected Software” compatible RFID sensors above 
the doorway to automatically track each plant and gram throughout the entire 
manufacturing process. 

Redacted pursuant to N.Y. Public Officers Law, Art. 6
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Section 2:  Transport and Distribution 
Redacted pursuant to N.Y. Public Officers Law, Art.6
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Section 3:   Dispensing and Sale 
 
3.1 Overview  
Kinex Supportive Pharmaceuticals believes that a balance can be struck between a 
secure welcoming patient care environment and a high level of security.  Our design 
guidelines, patient counseling protocols, and security operations are all created to 
reflect our commitment to the patient experience.  
This experience will potentially be disorienting to our patient base, and our role is to 
provide them with a safe and secure environment to familiarize themselves with a 
new therapeutic alternative. We refer to this as the “patient journey”.  The patient 
journey involves significant barriers to accessing this therapy. While it has not been 
completely articulated from the state as to how Kinex Supportive Pharmaceuticals 
can intercede on a patients behalf, we will be working with DOH to establish clear 
areas where as a company we can decrease the barriers to access.  Examples could 
include such things as Compliance and Adherence programs, financial assistance, 
and future delivery options.  Our commitment as a pharmaceutical company is to 
ensure the patient receives the right drug, at the right time and with the proper 
understanding of the therapeutic value.   
Our dispensary operations will be built and operated based on the NYS Pharmacy 
board retail pharmacy license.  We intend to apply the “Department within” rules 
when designing our dispensary’s to allow for the most flexibility for our operations.  
This will allow for security personal to open and secure the facility prior to the 
Pharmacist (PIC) or supervising pharmacist to open the facility.  Additionally the 
facility can remain secure with dispensing services shut down when the pharmacist 
would need to step out, a very common occurrence in pharmacy operations today in 
NYS. 
Our dispensary team will be led by our COO who has developed a number of 
successful specialty pharmacies in the U.S., and two ongoing SP’s in NY.  His 
understanding of the NY pharmacy laws and how they can be applied to this new 
venture will be helpful in working with the DOH, and the board of Pharmacy when 
Pharmacists are involved.  We understand the nuances of the pharmacists role in 
this social experiment and will work to ensure compliance at all times with all 
involved regulatory agencies.  
 
3.2 Operations- Opening and Closing procedures 

Dispensary management starts with employee safety. So before leaving for work, the  
security guard will securely log into the Company's security system to view a fast-
forward rendering feed  from all strategically located cameras running 24/7 throughout 
the inside areas of the dispensary and the dispensary parking lot. Full visual access will 
be available on the security guard's smart phone, home computer, or digital tablet. 
Video data captured and reviewed will be from the last store-closing day/time to 
present time. 
The security guard will arrive at the Company's dispensary 45- 60 minutes before 
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opening to prepare for the day. He/she will check all areas for any disturbances; make 
sure the premises are clean and tidy, and review the daily operations email from our 
Director of Security. 
A Pharmacist will arrive 15-30 minutes before opening. Together, the security guard 
and Pharmacist will access the Restricted Access Area (Restricted access Area) and 
pull the cash drawer(s).  Together the security guard and pharmacist will count and 
verify the cash and then place it in the point-of-sale (POS) cash   register. 
The remaining dispensary staff if any: cashier, receptionist additional security guard, 
etc., will all arrive 15 minutes before opening. 

Closing procedures will involve returning all cannabis products to the secure storage 
area if they have been brought out by pharmacist, transferring all cash proceeds to the 
dispensaries vault inside the Restricted access Area, cleaning the dispensary, and 
activating all alarm systems prior to leaving the dispensary. 
 
3.3 Patient Engagement 

 
Our patient-verification system will be handled by the “State Selected Software” 
software system, a powerful tool for tracking patients, purchases, and more. Once a 
patient is logged into “State Selected Software”, all pertinent records will be on file, 
and only current card-carrying patients will be permitted to purchase product. This is 
ensured through “State Selected Software’s” patient check-in feature. The system 
automatically looks for expired documentation upon patient arrival. 
Furthermore, the system will allow the Company's employees to notify patients with 
expired or soon-to-be-expired documentation via email or text message. 
Purchases will be processed through “State Selected Software’s” point of sale (POS) 

system, as   follows: 
 
(1) Prior to entrance to the  dispensary, and then again at the sale of medical cannabis to 
a patient, the Security Staff, and then pharmacist will physically inspect the patient's 
driver's license (or state issued ID), verify the identity of the patient and confirm the 
validity of the card; (2) The Pharmacy Technician shall then go to the patient 
Management Page of the “State Selected Software” system and pull up the applicable 
patient profile by entering the patient's name, driver's license, or registration number; 
(3) If the patient's name or driver's license is not found in the  System's patient Profile 
page, the Pharmacist will create a new patient Profile; (4) If the “State Selected 
Software” System flags any patient with invalid information showing on his/her patient 
Profile, the log-in will terminate. If a patient is flagged, the System notifies the agent as 
to which information is invalid so it can be corrected (if possible); (5) In the event that 
the patient is unqualified,  invalid, or  banned and the System blocks the sales process, 
the agent will notify the patient of the reasons for the denial of the sale, and offer 
suggestions for compliance (if available); (6) In the event the System permits the 
transaction, the cashier will pull up the patient's information from the POS and begin 
the transaction. The POS will include a list of the customer's previous purchases, as 
well as symptoms, ailments, or disabilities; (7) The POS system will also assure 
compliance with regulatory controls and limitations placed on patient cannabis 
acquisition and will verify that the amount of product the patient or designated primary 
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caregiver is requesting does not exceed the time allowances under NYS law; (8) The 
pharmacist will enter the following information directly into the POS database: (i) name 
and number of the registry  identification  card of the patient or of the designated 
primary caregiver of the patient; (ii) the amount of the medical cannabis dispensed; (iii) 
whether the medical cannabis was dispensed to the patient or to the designated 
caregiver; (iv) the date and time at which the medical cannabis was dispensed; (v) the 
number of the medical  cannabis  dispensary  registration  and (9) The pharmacist will 
then process the order, retrieve the product and provide it to the patient. (NOTE: It is 
unclear in the application as to whether a pharmacist can hand the patient the 
product. Clarifying discussions with DOH and BOP will need to be initiated to 
determine pharmacist restrictions)  
All  patient records, including demographic information; registry number and 
expiration date; limitations on purchases; purchases and denials of sale, and other 
pertinent information will be maintained on the “State Selected Software” system. 
Once a patient's record is created in that system, any subsequent modification must 
be logged with details of the changes made, username, and timestamp. State-issued 
identification cards, recommendations, intake forms, and all paperwork relating to 
the intake process will be attached to each patient profile for easy viewing at any 
time. All such information will be kept strictly confidential and will be stored in 
accredited, HIPPA- compliant servers. The System contains comprehensive 
protections for patient privacy and confidentiality of patient information. All 
patients will be advised of their right  to confidentiality, including rights under The 
Health Insurance Portability and Accountability Act of 1996 (HIPAA), to include 
the Hitech act, additionally the company will have all applicable privacy forms 
reviewed and executed by each patient 
 
3.4 Storage and Handling within the Dispensary  

Several 12-inches x 12-inch signs with 1 -inch lettering will be posted on the wall 
area outside the Restricted access Area room and on the Restricted access Area wall.  
Signs will say, "Do Not Enter, Restricted Access Area to Authorized Personnel 
Only." 

The pharmacist will manage all Restricted Access Area functions, including cultivation 
center delivery of product, manifest recording and reconciliation, and inputting all 
receipts into the “States Selected Software” inventory system. Once the product, dose, 
delivery system, and quantity is determined and agreed upon, the pharmacist will bring 
product into the dispensing room. The pharmacist will be the Company's primary 
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employee who will access the Restricted access Area and vaults and bring cannabis-
based product from the Restricted access Area to the Pharmacist or Pharmacist 
Technician to fulfill purchase orders. Purchase orders which will be delivered through a 
secure pass-through from the Restricted access Area to the Pharmacist or Pharmacist 
Technician area. The Pharmacist is responsible for confirming that the correct product is 
brought from the Restricted access Area to the Dispensing room and that it matches the 
order generated. 

Upon sale of the product to the patient, the Pharmacist or Pharmacist Technician 
will enter and digitally sign this transaction into “States Selected Software’s” patient 
log and inventory system. The patient will receive a receipt generated by the “States 
Selected Software” system showing the following "prescription"  information: patient 
name, address, prescription number, date, time, brand, type (Sativa, Indicia, hybrid), 
dosage form, quantity (milligrams, milliliters, total weight/active ingredient weight), 
chemical content and percentage (e.g., THC 8%, CBD 43% CBN 2%, THCA 6.5%, 
etc.), dosing directions, doctor's name and phone number, refill quantity remaining 
per 2-week limit, retail price, company's name/logo, address and phone number, the 
manufacturer (cultivation center registry number), educational content (uses, effects, 
warnings,  and general medical-use  strain information).  Important Note:  It is 
customary for the BOP to approve labels in NYS.  We stand prepared to implement 
standards as promulgated. 
 
An internal chain-of-custody process will be in place. All products removed from the 
Restricted access Area will be logged into “States Selected Software” inventory system 
and digitally signed by the Pharmacist or Pharmacist Technician who conducted the 
transaction. 
 
3.5 Product Offerings 

The Company will offer the highest quality and widest variety of cannabis-based 
medicines available in order to meet our customer's medical needs and preferences. 
We will also provide high quality, functional, and safe method-of-delivery products 
and ancillary products for storing and cleaning them. The Company will only be able 
to offer patients those medical-cannabis products produced by the manufacturing site. 
We will continuously update the Company's comprehensive medical-cannabis 
database as new products become available from the cultivation center, as approved by 
the State.  The database will contain tested values of each product batch (THC, THCa, 
THCv, CBD, CBN, CBC, THC/CBD ratio and any other test values available), which 
will effectively  address the  symptoms of NYS approved  conditions. 
Patients often want to choose their products on the basis of the delivery method.   
Patient options for delivery include: vaporizing, sublingual spray or strips, oral 
mucosal sprays, gelcaps, and oral syringes. It will be the physician’s choice in the 
beginning of therapy, however patients once educated will be interested in alternative 
delivery options 

With all the available options, patients are bound to be interested in their options.   To 
help patients make their choices among the many products and delivery systems, our 
pharmacists will assist patients in understanding our educational material, which 
contains a wealth of information about products and strains and their various methods 
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of delivery, conditions for which they are used, dosage, side-effects, and other 
information.  Patients will then be able to make educated choices among Sativa, 
Indica, and Hybrid varieties of various strengths and ratios of the active components.  
 

3.6 Recordkeeping 
 
The State Selected Software will be the primary holding site for relevant 
information.  However certain hardcopy documents may be stored.  Kinex 
Supportive is committed to storing that information at a length of time that is 
dictated by the type of document. For paper records, the following process will be 
implemented. 

 At the end of each day, hard copies of all patient documents successfully scanned and 
entered into the system will be shredded.  For any paper records needed  in hard copy, 
any patient files will be created with last name, first name in alphabetical  order and be 
stored in fire safe, locked file cabinets in a secured metal caged area within the 
Company's restricted  access area.   
The Company's procedures to ensure all records are properly updated as new 
information becomes available include direct inquiry and interview with each patient 
at each visit or phone consultations to determine any change in their medical status or 
response to treatment. Entry of the information will be prompted into the “State 
Selected Software” system. As new products become available, that information will 
be entered into the “State Selected Software” system.  
To ensure accurate records are created, properly maintained, and updated regularly, the 
Company will extensively train its staff on all technology and systems appropriate to 
their level of security clearance. This includes the “State Selected Software” patient and 
inventory dispensing and POS system, the security systems, internal financial reporting, 
and audit processes and systems. The Company will ensure that all employees' 
educational training includes The Health Insurance Portability and Accountability Act 
of 1996 (HIPAA) and the Hitech provisions. In addition to HIPAA training, all 
Company employees will receive compliance training that will include, but is not 
limited to, the mission and vision of the Company to provide the highest levels of 
attention to professionalism and integrity with a focus on the patient and caregiver, 
public safety, Federal and State laws and regulations regarding medical cannabis, 
patient rights to privacy and confidentiality and confidentiality of the Company's 
information and operations. 
 
3.7 Diversion identification  
 
Overseen by the Company's Pharmacist in Charge, our staff will use the State Selected 
System to track the patient's purchasing history to minimize the risk of diversion by 
patients. To prevent diversion, the Company will follow state guidelines exactly.  
 

Notwithstanding these safeguards, if the Company discovers that a patient has diverted 
medical cannabis, that patient will be immediately barred from purchasing medical 
cannabis from our dispensary, and reported to authorities.  The Company maintains a 
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zero tolerance policy regarding employee drug or cash diversion. In the event 
Company discovers that one of its dispensary employees has diverted medical 
cannabis or cash, Company will immediately terminate the employee.  Company will 
notify local law enforcement authorities and the DOH immediately in both cases. 
 
3.8 Audit Considerations 
 
The Company will, at all times, comply with all audit requirements. In addition, the 
Company will have our regulatory compliance officer with extensive knowledge of 
regulatory matters. Our compliance officer will ensure that our methods of record-
keeping meet the highest standards. 
We will maintain most records (patient, inventory, audit, inspection, business plans and 
processes, employee records, management reports, and State Licenses and 
Registrations, etc.) electronically in the “State Selected Software” system and make 
them immediately available for inspection and/or copying by the Division upon request. 
Those records that require a paper back-up will be stored on-site or at a sister site 
depending on the volume of paper generated and the available space at the dispensary. 
All paper records will be made available for audit upon request within a reasonable 
amount of time. Company will provide private office space for the DOH to use for this 
purpose. 
In particular, the Pharmacist in Charge will conduct and document an audit of the 
dispensary's inventory according to Generally Accepted Accounting Principles 
(GAAP) once every 5 days. In our files, the Company will also maintain evidence of 
all training provided for every agent in the event that such agents might be subject to 
inspection and audit by the Division. We will also maintain copies of the policies and 
procedures on our premises and provide copies to the DOH whenever requested. These 
policies will be reviewed throughout each fiscal year and modified to comply with all 
rules and regulations as they are promulgated. The Company will also respond to all 
notices required by the DOH, e.g., reporting a change in management or a pharmacist 
in charge. 
The Company understands that it may/will be subject to random and unannounced 
dispensary inspections and cannabis testing by the DOH and we will fully cooperate 
with any inspections or testing. 
 
3.9 Record Inspection 
 
The Company's Pharmacists are accustomed to State and Federal inspections. Because 
of this valuable "inspection" familiarity, the Pharmacist knows how to store and maintain 
confidential files and records to provide easy, efficient and immediate access for State 
inspectors. The “State Selected Software” system will keep all of the Company's 
procedures, policies, registration information, patient and inventory, and compliance and 
audit records digitally  on the HIPAA compliant server and organized by folder for easy 
accessibility to State inspectors. The “State Selected Software” system will also provide 
task creation and milestone tracking to monitor every aspect of the dispensary facility's 
operations. Hard copy documents not digitalized will be organized by folder and filed in 
a locked file cabinet stored in the restricted access area. Hard copy data will be readily 
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accessible to State inspectors. 
 
 
 
3.10 Inventory Controls:   
 
Inventory Controls are a key part of any pharmacy operation. Kinex Supportive 
Pharmacists will follow the corporate inventory schedule, and we will utilize corporate 
accounting staff to validate the inventory counts at least monthly.  The inventory system 
will be balanced against at least, patient purchasing histories, patient medical cannabis 
card records including activation and expiration dates, and prior inventory reports. The 
application and oversight of the Company's inventory control system will be the 
responsibility of the Chief Operations Officer, and Chief Security and Compliance 
Officers. The Company's inventory control system through “State Selected Software” 
manages the complete chain of custody timeline of the Company's medical cannabis from 
its initial purchase from a cultivation center to point of sale to the registered patient or 
caregiver. The Company's inventory control system uses state-of-the-art technology to 
ensure that it is compliant with NYS state law and regulations throughout the dispensary 
inventory tracking and sales process. The “State Selected Software” inventory system 
creates a real-time inventory report which is web-accessible to the Department at all 
times. 
The pharmacist in charge will be responsible for inventory and entering their findings 
directly into a hand-held barcode scanners supported by the software. The “State 
Selected Software” system will provide the Company with an end-of-day cannabis 
purchase history by product. The system will reconcile daily purchases to an end-of-day 
cannabis inventory report. This end-of-day inventory report will represent all product 
removed from the restricted access area. Daily, weekly, monthly, and annual 
reconciliation will compare inventory in the restricted access area to patient purchase 
records. In addition, physical inventories of product will be conducted on at least every 
five days by the Pharmacist in Charge, with monthly counts by the Director of Security. 
The “State Selected Software” system will log all products sold to patients. System 
records will retain all details of product transactions product, amount, date and time of 
sale, seller, and price. 
In the event of a discrepancy between cultivation center received product(s), disposal 
product(s), and total cannabis dispensed/sold to patients, the Company shall 
immediately perform an internal audit to determine the reason for the discrepancy. 
Immediate access to video surveillance camera feedback to assist with an issue will be 
used if necessary. If the pharmacist determines that there is an error or inaccuracy in its 
inventories, then it will investigate the cause and immediately put into place corrective 
operational measures to avoid such error or inaccuracy in the future. If the discrepancy 
cannot be resolved (sales, vs. on-hand, vs. received inventory product(s)), the DOH and 
local police will be notified within forty eight hours of the discovery of the 
discrepancy. In the event that the Company determines or suspects that criminal 
activity may have been involved, the Company shall submit a report to the DOH and 
the NYS State Police identifying the circumstances surrounding the discrepancy. 
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3.11 Ongoing Training Requirements 
 
Each Company employee will receive compliance training upon hire and on at least an 
annual basis thereafter. The compliance training ensures the employee understands the 
following: (1) the Company's mission and vision-to provide the highest quality of 
medical cannabis in accordance with the highest levels of attention to professionalism 
and integrity, with a focus on the patient, caregiver and public safety, (2) Federal and 
State laws regarding medical cannabis, (3) patient rights to privacy and confidentiality, 
(3) confidentiality of the Company's information and operations, (4) the Company's 
policies and procedures regarding security and (5) the Company's policy and procedure 
on emergency preparedness. All employees' educational training will include detailed 
information on, and how to comply with, the Health Insurance Portability and 
Accountability Act of 1996 (HIPAA) and the Hitch provisions. 
 
3.12 Returns 
 
The Pharmacist in Charge will be responsible for determining when products need to 
be destroyed, or quarantined for recall issues.  All products deemed to be destroyed or 
stored for further study must be returned to the manufacturing center to be managed as 
per the recall plan. Company will not dispose of any product at its facility. Through the 
“State Selected Software” system, company will maintain a log that will include: 
product that was returned to the cultivation center for destruction, description of the 
product, the circumstances, and other pertinent details. The pharmacist in charge and 
the security staff transporting products will sign the destruction manifest. The security 
driver will sign a receipt. Dispensary product to be returned to the manufacturing 
center will be placed in the vehicle safe and well-marked bag/box sealed with a thick 
plastic chain-of-custody security tie. Company will dispose of unusable product bi-
weekly and provide appropriate notice to the DOH. Company will also keep a log that 
describes the product and the reason for its disposal, along with any other pertinent 
information. 
Company will use the inventory-adjustments module of the “State Selected Software” 
system to record manual inventory adjustments through a detailed notes section. The 
reason for disposal and disposal process can be recorded and archived up to a 16-digit 
barcode associated with the disposed cannabis. We will maintain and save hard-copy 
product destruction manifests and destruction digital records from “State Selected 
Software” will be for 7 years. 
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Section 4:  Devices 
 
 
MANUFACTURING AND PRODUCTION 

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



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



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



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



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



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



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



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



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



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



Redacted pursuant to N.Y. Public Officers Law, Art.6
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Section 5:   Security and Control 

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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



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



Redacted pursuant to N.Y. Public Officers Law, Art.6
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Section 6:   Standard Operating Procedures  
Manufacturing and Cultivation 
 
     Starting materials that are used to produce a botanical drug substance will be evaluated 
for quality during the receiving process to determine if they meet the basic criteria to be 
utilized in the production process. The use of appropriate starting materials and the ability 
to control the source depend on appropriate specifications (tests, analytical procedures, and 
acceptance criteria). In addition to establishing specifications, the Quality Assurance 
officer will achieve adequate quality control of starting materials by applying the principles 
outlined in FDA’s botanical guidance and by following good agricultural practices.   
 
     Upon receipt of the starting materials at a processing facility, the Quality Assurance 
Officer’s responsibility is to determine the suitability of these raw materials before use. 
This will be accomplished by examining and/or testing to ensure that the acceptance criteria 
are met and by documenting the quality control for the processing of the starting materials.  
 

6.1.1 Manufacturing Component Control Requirements 
(a) ) Manufacturing operations will have written procedures describing in sufficient 

detail the receipt, identification, storage, handling, sampling, review, and approval 
or rejection of components. 

(b) Each container or grouping of containers for components will be identified with a 
distinctive code (i.e. lot number) for each lot in each shipment received, which 
allows the lot to be traced backward to the supplier, the date received, and the name 
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of the component; and forward to the marijuana-derived product batches 
manufactured and distributed using the lot. This code will be used in recording the 
disposition of each lot. 

(c) Specifications for each component will be established as follows, to the extent they 
are necessary to ensure that manufactured batches of marijuana-derived product 
meet specifications. 

(1) An identity specification for the component will be established; 

(2) Specifications for the strength and composition of the component will 
be established as necessary to ensure the strength and composition of 
marijuana-derived products manufactured with the component; 

(3) Specifications for the purity of the component will be established as 
necessary to ensure the purity of marijuana-derived products manufactured 
with the component, including limits on those types of contamination that 
may adulterate or may lead to adulteration of marijuana-derived products 
manufactured with the component, such as filth, insect infestation, 
microbiological contamination, or other contaminants. 

(d) Components will be received and stored pending approval as follows: 

(1) Upon receipt in the receiving area and before acceptance, each container or 
grouping of containers will be examined visually for appropriate labeling as 
to contents, container damage or broken seals, and contamination, to 
determine whether the container condition may have resulted in 
contamination or deterioration of the components. 

(2) The supplier’s documentation for each shipment will be examined to ensure 
the components are consistent with what was ordered. 

(3) Components will be stored under quarantine until they have been sampled, 
reviewed, and approved or rejected by the Quality Control Officer. 

(e) Components will be approved or rejected as follows: 

(1) Each lot of components will be withheld from use until the lot has been 
sampled, reviewed, and released for use by the Quality Control Officer. 

(2) Compliance of the lot with established specifications will be ensured either 
through review of the supplier's certificate of analysis or other 
documentation, or through appropriate tests and/or examinations. Any tests 
and examinations performed will be conducted using appropriate 
scientifically valid methods. 

(3) Any lot of a component that meets its specifications may be approved 
and released for use for use by the Quality Control Officer. 

(4) Any lot of a component that does not meet its specifications will be 
rejected by the Quality Control Officer, unless The Quality Control 
Officer approve a treatment, process adjustment, reprocessing, or other 
deviation that will render the component or packaging component 
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suitable for use, and will ensure the finished marijuana product batches 
manufactured with the affected lot will meet all specifications for 
identity, purity, strength, and composition and will not be otherwise 
contaminated or adulterated. Any such treatment, process adjustment, 
reprocessing, or other deviation will be documented, justified, and 
approved by the Quality Control Officer 

 
(f) All components will be received in the receiving area and inspected prior to being 

authorized to be taken to the proper storage area. 
 
(g) “State Selected Software” incorporates extensive financial tracking within 
purchases and cost can be tracked for everything ranging from lighting, nutrients, 
packaging, etc. Purchases of any kind can be tracked as bills, which include the vendor 
information, time and date of purchase, as well as the financial details of the transaction. 
This information can be exported to QuickBooks or included in financial reports. Any 
financial transaction can be populated and tracked as a one-time or automatically recurring 
bill.  These expenses can be exported to QuickBooks.  “State Selected Software” allows 
for supporting documents to be scanned and attached to transactions, ensuring that financial 
records are complete. 
 
 
6.1.2 Components to be received:  
 
Once a component is approved by the Quality Control Officer it will be taken to its 
designated storage area. 
 
 

a) Receiving Area Racks and Rooms 
1) Rockwool 
2) Grodan Slabs 
3) Seeds 
4) Seed Sowing Pipette 
5) Cultivation Utensils 
6) Canopy Netting and Poles 
7) RFID Tags 
8) White display trays 
9) Reverse Osmosis Filters 
10) Replacement HPS, MH, and LED Lights  
11) Protective Gloves 
12) Protective Uniform jumpsuits. 
13) Composting soil 
14) Pesticides (Pesticide Room) 
15) Fertilizer (Fertilizer Room) 
16) DFE Cleaning Chemicals (Janitorial Closet) 
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b. Extraction Laboratory 

1) CO2 tanks 
2) Extraction Utensils 
3) Extraction Chemicals 

a. Ethanol 
b. Glycol Alcohol 

4) Testing Utensils 
a. Petri dishes 
b. Pipettes 
c. Filter Paper 
d. X-Ray Cups 
e. 2 ml Microfuge tubes 
 

5) Chemicals 
a. Methanol 
b. 2-Propenol 
c. Acetonitrile 
d. Glacial Acidic Acid 
e. Hydrochloric Acid 

 
c. Trimming Area 

1) 2 Gallon glass Jars 
2) Wax Paper 
3) Garbling Utensils 

 
 
d. Packaging Components 

1) Pharmaceutical Bottles 
2) Lids 
3) Gauze 
4) Labels/ Shrink Sleeve 
5) Tamper Evident Bands 

 
 
 
6.2 RFID Tag Tracking & Printing 
 

Inventory control is one of the most critical components in running a successful 
and fully-compliant pharmaceutical business. Inventory management threads through the 
entire operation and touches all the areas that are important to the operation and to those 
that regulate it. Without good inventory management, there is risk of security breaches, 
diversion, loss of quality, theft, and lack of accountability by the staff. The Company’s 
inventory control plan is designed to ensure safekeeping of marijuana throughout the 
lifecycle of the product. 
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At the foundation of the Company’s inventory control plan is “State Selected 

Software” a robust enterprise software platform designed specifically for the highly-
regulated marijuana industry. This technology enables The Company’s to track every 
action performed on every plant from its creation (whether from seed or clone) to 
finished marijuana product, every movement of the inventory, and every wholesale and 
retail sale, capturing batch and lot numbers throughout and ensuring the security and 
traceability of all inventory at all times. This all-encompassing process is commonly 
referred to as “seed to sale” tracking. 
 
6.2.1  Manufacturing & Dispensing Functionality 

 
“State Selected Software” offers seeds to sale features to enable the company to 

track and record all necessary manufacturing and dispensing operations and retain 100% 
compliance with Department guidelines. 

 

6.2.2  Tracking Plant 
Batches
  

a) Upon creation, groups of plants propagated together and of the same strain will 
be identified as a batch.  A batch is defined as a combination of plants of the same 
cultivar(strain) that were planted at the same time, under identical conditions, and 
harvested at the same time. While on average 1,200 seeds/clones will be propagated 
approximately every week in a Green Pod propagation chamber, to assure 
homogenization and accurate batch lab testing, a batch will consist of no more than 250 
plants or approximately 25 pounds. This is based upon the approximate flower yield 
from 250 square foot greenhouse zone area (average yield estimated at 50 grams of 
flower per plant).  

b) Batches of plants are kept together in the same physical location and are treated 
identically throughout their lifecycle, including their stage in cultivation, applied nutrients 
and additives, and labor processes. This data is captured in “State Selected Software” 
module and tracked throughout the entire growth process. Details such as genetic line, 
plant health, growth rate, cost of equipment used in each growth phase, and cost of 
nutrients and additives applied throughout all stages of growth are also tracked. Most 
importantly it allows a physical inventory to be performed of all plants and medical 
marijuana containers on a weekly basis. 

 

c) Everything that happens to the plant during its lifetime is recorded and tracked by 
its RFID tag for a period of 5 years, including: 
 

1. genetic history and mother plant (the plant from which the cuttings are taken) 
2. cultivar (strain) 
3. schedule and stage (including creation date and forecasted time until another   
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4. change occurs in the lifecycle) 
5. watering and light cycles 
6. nutrient application 
7. staff identification (at each step) 
8. physical location of the plant at all times 

 
6.2.3  Plant Inventories 

 
a)  An inventory of all plants is performed by the Cultivation Manager on a daily 

or weekly basis.  
 
b)  “State Selected Software” automatically assigns a globally unique and non-

repeatable 16-digit barcode number to every plant. The system auto-generates a globally 
unique and non-repeatable 16-digit barcode number at every stage where marijuana must 
be separately identifiable from the original plant due to processing and packaging. These 
serial numbers, once generated are assigned, cannot be changed 

 

c) Batches of plants are inventoried by scanning barcodes of each plant, at which 
point “State Selected Software” has the ability to compare current physical plant inventory 
versus last recorded (expected) plant inventory. In the propagation phase, this takes into 
account any plants that have been added to inventory, which in this phase would be by 
creation from seedling or clone, any plants that were removed from inventory or moved 
to another phase of its lifecycle, and any plants that have been destroyed. Any 
discrepancy in physical plant inventory is traced to the source of the discrepancy, 
documented, and reported to the Quality Control Officer and as regulations require. After 
further investigation, any appropriate corrective measures are taken. 

 

6.2.4  Tracking Actions of Plants 

 
a) The Cultivation Agent-In-Charge oversees the propagation process and 

monitors the cuttings daily. Well-documented propagation procedures ensure that 
cuttings taken, as well as actions performed during the propagation phase, are tracked. 
The staff person performing any activity is recorded in “State Selected Software”. The 
entire cultivation facility is monitored through video surveillance. 
 

b) Actions performed on plants are tracked by scanning individual plants or by 
scanning entire batches of plants and recording the action taken. This includes watering, 
feeding, plant movement from one physical location to another, plant destruction due to 
plant sickness or pest infestation, plant progression through different stages of cultivation, 
changes in light cycles, changes in nutrient application, and so on. 
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6.2.5  Security 

a)  “State Selected Software” is available as a cloud-based; meaning the program 
is run, and data is stored, on remote, highly-secure servers. This offers an added layer of 
security and redundancy should there be a failure on a hardware device or an interruption 
in power. Cellular connections ensure that communication is intact if the internet 
connection is lost. 

 

b) “State Selected Software” is a secured program that is password protected and 
also can be set for Biometric Fingerprint scanning to ensure only authorized personnel 
will be able to access secure documentation within the system. All the information is 
stored on a local server that is firewall protected from any outside presents. 

 

c) Users access the software with unique identification which is linked to specific 
roles and permissions within the software. This ensures accountability for, and oversight 
of, the business activities which can be monitored by upper management, owners, and 
regulators at any time, from anywhere. 

6.2.6  Diversion Prevention Functionality 

a) “State Selected Software” has a biometric chain of custody module that logs every 
action in real time and the user who performed that action. “State Selected Software” has 
the ability to integrate with scales to deter employee theft and human error. Every piece 
of data is captured with a time and date stamp by user, ensuring a clearly documented 
chain of custody at all times. Because every action is time stamped it can be cross 
referenced with security cameras. All of these functions prevent diversion, abuse, and 
illegal or unauthorized conduct relating to medical marijuana. 

 
6.2.7  Recall Functionality 
 

a) Each receipt that “State Selected Software” produces at the conclusion of a sale has 
a unique barcode that can easily be scanned to view the details of that sale. After a refund 
the items are returned to the inventory count. You have the ability to separate your 
inventory in the system in order to quarantine the returned items. “State Selected 
Software’s” reporting abilities allow you to track and monitor these actions. It also has 
the ability to contact patients via email or SMS text message that have purchased a 
particular product in the past. 
 

b) “State Selected Software” can adjust inventory and always require a reason for 
removal when utilizing the inventory adjustment feature, also it has an auditing feature 
that can be used to track loss of product due to diversion or theft. Although the inventory 
can be adjusted or voided, at no time is any data ever fully deleted as “State Selected 
Software” maintains a log of every action, including adjustments and voids, so that the 
entire history of the system may be reconstructed. The availability and report ability of 
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the system data enables the said entity to produce any information necessary for the 
Department during an inspection or at the Department’s request. 
 
6.2.8  Reporting Functionality 
 

a) The reporting engine within the software suite is robust and can bring key business 
process information to light to the owners/managers of the business including: 
 

1. inventory-level planning  
2. cost tracking 
3. in-depth sales analysis  
4. vendor purchase orders   
5. inventory analysis 
6. patient/customer order history  
7. staff productivity 
8. compliance reporting 
9.  employee identity and badge number  
10. vehicle vin number  
11. time stamped batch/lot number  
12. total quantity being transported  

 
b) “State Selected Software’s complete tracking of every plant and inventory item 

within a facility and the ability to notate the exact location of any individual item will 
streamline any inspections, allowing you to do what is important like running your 
operation to maximum potential. 
 

c) With “State Selected Software’s robust real-time reporting infrastructure any 
required records can be retrieved at any time. The system enables the business to collect, 
store, and retrieve all data and activity. Though system actions can be adjusted or voided, 
at no time is any data ever fully deleted as “State Selected Software” maintains a log of 
every action, including adjustments and voids, so that the entire history of the system 
may be reconstructed. The availability and report ability of the system data enables the 
said entity to produce any information necessary during an inspection or at a 
Department’s request. 
 

d) Within “State Selected Software” there are numerous sales and inventory reports 
that can identify that exact time a sale was made, the items dispensed and the employee 
that made the transaction. Additionally “State Selected Software” requires that each 
patient be added to the system with all relevant information before a sale can be made. 
This information includes the quantity that that patient is allowed to purchase. Patient 
sales amounts can be automatically set within the system to prevent any transaction 
outside of permitted limits. The time sales occur can be set in the system to prevent sales 
outside of hours of operation. 

6.2.9  Record Retention Functionality 
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a)  “State Selected Software” enables the business to collect, store, and retrieve all 
data and activity. All inventory records, patient records, recall reports, sales/transaction 
records, product disposal records, and all scanned documents can be accessed at any time 
(real time), either in-system or through the report creation tool. Though system actions 
can be adjusted or voided, at no time is any data ever fully deleted as “State Selected 
Software” maintains a log of every action, including adjustments and voids, so that the 
entire history of the system may be reconstructed. The availability and report ability of 
the system data enables the said entity to produce any information necessary for the 
Department during an inspection or at the Department’s request. 
 

b) Reports are retained beyond the five year requirement and can be accessed 
indefinitely. In addition to storing information, the system also has the ability to create 
custom labels for cultivation, manufacturing and testing results. 
 
 
6.2.10 Product Label Creation Functionality  
 

a)  “State Selected Software’s label creation tool enables the company  to create 
custom container-client labels with any fields necessary to comply with applicable law. 
The easily readable patient specific dispensing label approved by the department will 
easily affix to the approved medical marijuana product package.  The company can add 
custom disclaimers and warnings. The system will automatically print the container-
client specific label upon completion of the sale. 
 

b) The “State Selected Software” label creation tool allows generates transaction 
specific information including; 
 

 (1) the name and registry identification number of the certified patient and 
designated caregiver, if any;� 
(2) the certifying practitioner’s name; 
(3) the dispensing facility name, address and phone number; � 
(4) the dosing and administration instructions;� 
(5) the quantity and date dispensed; and� 

 
(6) any recommendation or limitation by the practitioner as to the use of medical 
marijuana 
 
 
6.2.11 Sampling & Lab Testing Functionality 
 

a) Within “State Selected Software” there are a number of functions designed 
specifically for use with laboratory testing. This includes but is not limited to the 
following: 
 

(1) Laboratory facility detail information options to notate lab credentials  
(2) Log and directly associate lab results with a specific lot or batch of 
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product. 
(3) Inventory adjustment logging for testing sample removals  
(4) Ability to separate products pending testing from available inventory  
(5) Direct porting of lab results to product labels  

 
 
 
6.2.12 Waste Disposal and Destruction Functionality 
 

a) Marijuana plants and products that do not meet standards for health, quality, and 
viability are destroyed. This includes any plant that may be diseased, damaged, or 
otherwise substandard. Only a limited number of authorized staff will be permitted to 
destroy plants. These staff members record the destroyed plant weight and the reason for 
destruction in “State Selected Software”. All compostable material is composted on-site 
to reduce the amount of waste for disposal. All plant waste is mixed, fifty-percent (50%) 
by volume, with an approved inert material, and disposed of by an approved and licensed 
waste management company. 
 

b) “State Selected Software” can adjust inventory and always requires a reason for 
removal when utilizing the inventory adjustment feature. Product in need of quarantine 
can be separated from bulk and placed in the designated area.  The system has the ability 
to separate and quarantine products that do not meet the minimum standards for Safety 
and Brand consistency. If a product must be destroyed the system will document the 
destruction in accordance with the registered organization’s approved operating plan. 
 

c) Inventory destruction can be initiated through the system requiring 
documentation of destruction purpose and/or approved method as well as the employee 
performing the action. Although the inventory can be adjusted or voided, at no time is 
any data ever fully deleted as “State Selected Software” maintains a log of every action, 
including adjustments and voids, so that the entire history of the system may be 
reconstructed. The availability and report ability of the system data enables the said entity 
to produce any information necessary for the Department during an inspection or at the 
Department’s request. 
 
6.2.13 Transport Functionality 
 

a) Upon preparing an order for transport the company will create a standardized 
shipping manifest. This action must be completed before the system will allow 
documented transportation. The report will contain, but not limited to, the following 
information. 

1) employee identity and badge number  
2) vehicle vin number  
3) time stamped batch/lot number  
4) total quantity being transported. 
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b) A shipping manifest will be generated by the system that can be electronically 
transferred to the department and the dispensing organization. This information will be 
retained in the system beyond the 5 year requirement and will be available indefinitely 
for the department to request. 
 

c) To track that the company’s authorized employee travels directly from the 
manufacturing facility to the dispensing facility without unnecessary stores, the “State 
Selected Software” system will generate point-to-point directions and estimated travel 
times using the predetermined addresses of the manufacturing facility and the dispensing 
organization. GPS locators and 3g cameras embedded in the transport vehicle are 
discussed in greater detail in the transportation section. 
 
6.2.14 Dispensary Functionality 
 

a) To ensure the Dispensing facility never operates without a licensed New York 
Pharmacist on Duty, the system has the ability to implement a “pharmacist on duty” 
parameter. Specified hours of operation can be put in place to prevent sales from 
occurring outside of these hours. 
 

b) Prior to any transaction taking place a certified patient or designated caregiver 
must be verified and checked in to the system in order to assure a medical marihuana 
product is not sold to anyone other than a certified patient or designated caregiver. 
 

c) To prevent a certified patient from exceeding its 30 day supply limit or making 
a purchase before said patient has exhausted all but a seven day supply provided pursuant 
to any previously dispensed medical marihuana product by any registered organization; 
the software assigns each registered patient a revolving 30 day limitation. The system 
tracks all items dispensed for a patient and automatically deducts from said limit. If a 
patient attempts to purchase any products beyond their limitations the system will prevent 
the sale from occurring. 
 

d) “State Selected Software” maintains a patient history log that can be accessed 
either directly from the patient profile or from the backend reporting. This enables the 
company to track patient specific usage of marihuana products, i.e brand, administration 
form, and dosage, and dates dispensed and any return of product which can be shared 
with a patient’s designated caregiver, if applicable, or the patient’s practitioner upon 
request; 

 
e) To ensure the company’s dispensing facility shall ensure that each patient 

receives approved medical marihuana product from no more than two distinct lots for any 
30-day supply dispensed, each plant grown, as well as products created can be assigned 
to a specific patient within the system. The 16 digit identifier for any given product can 
be selected upon fulfillment of an order. This allows for compliance with the two distinct 
lot rule. 
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f) “State Selected Software”’s  sales ticket reporting feature allows a record of all 
approved medical marihuana products that have been dispensed to exported electronically 
to the department, not later than 24 hours after the marihuana was dispensed to the 
certified patient or designated caregiver. 
 

g)  The information filed with the department for each approved medical 
marihuana product dispensed will include but not be limited to:� 

 
(1) a serial number that will be generated by the dispensing facility for each 
approved medical marihuana product dispensed to the certified patient or 
designated caregiver; 
 
(2) an identification number which shall be populated by a number provided by 
the department, to identify the registered organization’s dispensing facility;� 
 
(3) the patient name, date of birth and sex;� 
 
(4) the patient address, including street, city, state, zip code; 
 
(5) the patient’s registry identification card number; 
� 
(6) if applicable, designated caregiver’s name and registry identification card 
number; 
� 
(7) the date the approved medical marihuana product was filled by the dispensing 
facility;� 
 
(8) the metric quantity for the approved medical marihuana product; 
� 
(9) the medical marihuana product drug code number, which shall be populated 
by a number provided by the department, to represent the approved medical 
marihuana brand that was dispensed to the certified patient or designated 
caregiver, as applicable;� 
 
(10) the number of days supply dispensed;� 
 
(11) the registered practitioner’s Drug Enforcement Administration number;� 
 
(12) the date the written certification was issued by the registered practitioner; 
 
(13) the payment method. 

 
h) When applicable and requested by the Department, the company shall utilize 

the software that captures all patient product sale information as well as all necessary 
static fields, to file a zero report with the department no later than 14 days following the 







 

140 
 

   
 

6.3.2  Serialization 
The “State Selected Software” system supports printing and verifying serialized GTIN 

labels (SGTIN) for application to previously non-serialized saleable goods. 

a) The “State Selected Software” system is based on the following Serial Number 
assumptions: 

1. Serial Number ranges may be electronically downloaded from the Serial 
Number Management System (SMS) 

2. “State Selected Software” automatically assigns a globally unique and non-
repeatable 16-digit barcode number for every plant 

3. The system auto-generates a globally unique and non-repeatable 16 digit 
barcode number at every stage where dried marijuana must be separately 
identifiable from the original plant due to processing  and packaging. 

4. These serial numbers, once generated are assigned, cannot be changed. 

5. Serial number ranges are provided in advance and manually input into the 
“State Selected Software” system for the use in the printing process 

b) “State Selected Software” supports separate User Permissions for the Print and 
Verify functions.  This feature enables The Company to grant access to only 
authorized personnel for specific production areas. 

6.3.3 Print function. 
a) The “State Selected Software”  tags printed conform to RFID Standards 

b) It allows the user to initiate the print by scanning or manually entering the 1D 
product barcode label utilizing a handheld device 
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c) It shows the GTIN in read only mode if there is only one GTIN associated with the 
product in the product master 

d) It provides a drop down of the GTIN for selection based on the Product Master if 
there is more than one GTIN associated with the product 

e) It allows users to scan a 1D linear barcode label for Lot and Expiry or manually 
enter the Lot and Expiry  

f) It requires users to manually enter a print quantity  

g) It performs the following tasks when a user selects ‘Print’ 

1. Allows the user to change the printer selection prior to initiating the print 
job 

2. Confirms that the selected printer is in a ‘Ready’ state and sends the print 
job to the printer. 

h)  It prompts the user that the print job has been submitted and allows them to 
continue to print additional tags for the lot or complete printing for the lot 

i)  It communicates EPCIS Object XML events to the SMS with the following data 
elements once a print job has successfully been submitted to the printer. All S/Ns 
associated with the print job are communicated  

1. Serial Number(s) 

2. GTIN 

3. Lot  

4. Expiry 

6.3.4 Correct Labeling Assurance 
Listed below are the key business processes and solution design assumptions that 

pertain to the Verify function which ensures the labels are applied to the correct product. 

a) “State Selected Software” allows the user to scan 2D serialized bar code labels 
created in the “State Selected Software”  system once the Product Details are 
established for the verification process 

b) It verifies the product, lot and expiry from the printed tag against the Product 
Details input by the user  

c)  It only commissions tags that have been verified  

d) It communicates EPCIS Object XML events to CSC for S/N’s upon user 
completion of the Verify process containing the following information 

1. Serial Number(s) 
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2. GTIN 

3. Lot  

4. Expiry 

6.3.5 Tag Creation Station 
“State Selected Software”  supports the printing and commissioning of RFID tags. 

a)  Tag Creation stations will be located across the facility in the following locations 

1. Propagation 

2. Outside of the Vegetative Greenhouse prior to the Flowering zones 

3. Trimming/Manicuring Room 

4. Lab Extraction 

5. Curing vault 

6. Packaging 

7. Disposal area 

b) “State Selected Software”  provides the ability to select the desired printer from a 
list of available/configured printers.  

c) It supports printing tags based on both a serial number range and a randomized list 
of serial numbers 

d) It supports the input of the following data attributes to initiate the tag creation 
process 

1. Product 

2. Lot 

3. Expiry 

4. GTIN or Container Hierarchy 

e) It supports printing tags to a printer including all information based on the print 
template associated with the GTIN(s) and/or SSCC 

f) It supports printing tags to both a printer and a PDF file for a given tag creation job 

g) It provides the capability to print tags for a specific GTIN (no aggregation) 

h) It provides the capability to print tags for a specific container hierarchy, including 
the capability to: 

1. select and deselect what levels to print in a hierarchy 
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2. print tags in Hierarchy sequence (i.e. Plant Batch, Group A, all plants in 
Tray A, Tray B, all plants in Tray B, etc.) 

3. aggregate printed serial numbers based on the container hierarchy selected 
and transmit serial number aggregation information to the external SMS 

i) It  provides the option to configure receiving of parent serialized containers in Audit 
Mode 

1. The solution allows a configurable percentage of child 
containers(individual plants/products) required to be scanned to be 
specified for parent containers(batches) 

2. The solution calculates an Audit Count based on the contents of the 
container and the configurable audit percentage 

3. The solution tracks the receipt scans against the Audit Count 

4. The solution considers the parent container contents fully received when the 
required Audit Count of child containers is successfully completed in Audit 
Mode 

5. The solution reverts to ‘full scan’ mode if an error (e.g. an unexpected 
serialized child container is encountered based on the parent container serial 
number hierarchy downloaded from the SMS) is found on any of the child 
container scans in Audit Mode 

j) It provides the capability to suspend and resume receipts 

 

 

6.4 Mother Room: 

All marijuana plants will begin their life cycle in the Mother Room. After the first crop of 
plants developed from seeds completes the vegetative cycle, the 500 square foot growth 
chamber designated for mother plans can begin to be populated. Mother plants require 
constant environmental conditions to sustain a healthy, vegetative state in order to provide 
healthy cuttings for clones over periods of months or years. Metal halide lights emitting 
400-500 umols will maintain the plants in the desired vegetative state. The climate will be 
maintained at a constant temperature between 70-78 F and relative humidity between 40-
50%. Exhibit E shows a sample image of a controlled environment growth chamber that 
can be utilized as a mother room. 
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Exhibit E: Climate Controlled Mother Room 

 

 

6.5 Seed sowing and transplantation of seedlings: 

Upon completion of the cultivation area, cultivation will commence from seeds 
initially. Seeds and eventually all clones will be propagated in Green Pods (Exhibit F). 
A Green Pod is a self-contained, 4 tiered, highly environmentally controlled growth 
chambers that will provide the optimal growth environment for up to 1,200 juvenile plants 
at a time.  Seeds will be sown in sterile Rockwool plugs. Seeds will be  sown uniformly 
approximately 1 cm deep and at least 1cm apart by the Plant Breeder utilizing a 
laboratory grade seed sowing pipette (Exhibit G). The Rockwool will be of  sufficient 
volume (> 2 in3) to enable natural downward and lateral root development prior to 
replanting. The Rockwool will be maintained at an even moisture content of 
approximately 70% until roots have developed. This is the only portion of our facility 
where the plants are not maintained by the centralized irrigation system. The propagation 
section will utilize the skill of a grower in knowing how to encourage root development. 
Rooting is typically the most difficult action for beginner growers and that is why we 
choose to employ growers with experience and education for these skilled areas. The 
temperature will be maintained at 70-80F with a relative humidity between 60-99%.  
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LED lighting will provide 300 umols of light 18 hours per day. Misting of pure water 
may be necessary until seedling emergence to reduce surface drying of the Rockwool. 

Ideally seedlings will be ready for transplanting approximately 14 days after 
sowing. At that time hypocotyls are usually around 6 in tall and multiple pairs of true 
leaves well formed. A sterile Rockwool block will be prepared according to 
manufacturer’s instructions using ph’ed water and the plug will be inserted into the 
predrilled hole, this ease of transplant will prevent physical damage to the root system as 
well as prevent transplant shock and further stress to plant. The growth medium will  be 
sufficiently watered and fertilized to maintain moisture around the seedling and encourage 
growth rate increases. At this point a unique, water-proof RFID tag will be printed out 
and placed around the young planting to track its progress as a  as a part of a batch 
number until it reaches the height of 18 inches in vegetation when it will be assigned a 
unique numerical plant identification number in conjunction with its plant batch number. 
This will enable the tracking of the plant from seedling to store. 
 
 
 
 
 
 
 
 
 
 
 
 
 

Exhibit F: Propagation Green-Pod Chamber
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Exhibit G: Seed Sowing Process 
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6.6   Production of Cuttings (Clones):  

Once a single harvest from seed derived plants reaches the end of the vegetative 
cycle, clones can begin to be harvested to become mother plants and future plants. 
Branches of vegetative material will be removed from plants producing ample numbers 
of axial branches. These branches will be cut into sections, each carrying one or more 
nodes and at least one internode. The lowest part of the stem will then be dipped in rooting 
liquid containing 0.24% 1-Napthaleneacetic acid and 0.013%  3-Indolebutyric acid and 
then promptly into a very moist Rockwool  plug (Exhibit H). 

The plugs will be inserted into a tray and taken to the Green Pod. They will be 
grown in the same self-contained environment as the seedlings with identical irrigation 
strategy, light levels, and climate. Successful cuttings will typically produce sufficient 
roots within fourteen days to enable transplanting. During propagation a unique, water-
proof RFID tag will be attached to the propagation flat of each batch of clones to track its 
progress as a  as a part of a batch number until it reaches the height of 18 inches in 
vegetation when it will be assigned a unique numerical plant identification number. At 
this point a unique, water-proof RFID tag will be placed around each individual clone to 
track its progress as a single plant in conjunction with its plant batch number allowing the 
batch to be tracked from seed to sale. 
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Exhibit H: Cuttings (Clone) Transplanting Process 
 

 
A) Vegetative Marijuana Branch: 
B) Is cut into sectionals  
C) Each cutting has been cut leaving approximately five 

centimeter of stem below a single axial bud up to one 
centimeter above. 

D) The base of the cutting is dipped into the rooting powder. 
E) And placed into the Rockwool plug which is then placed into 

the tray. 
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F) After two weeks roots are protruding from the Rockwool plugs 
and the cutting is ready to be planted. 

6.7 Nurturing Vegetative Growth of Seedlings and Cuttings:  

Once seeds/clones complete the propagation phase, they are transplanted in the 
potting area and from there they are rolled on carts to the corresponding vegetative zones.  
Normally, all high-THC plants will be planted in 4” blocks (64 in3) of an inert Rockwool 
growth medium. High CBD plants varieties will be planted in 3” (27 in3) blocks of the 
same medium. The climate of the vegetative zones will be maintained between 70-80F and 
relative humidity between 40-50% to ensure plant health and mitigate the risk of 
contamination. 

 
 
 
 
6.8 Induction and Maintenance of Flowering 

Plants are then placed on rolling carts and wheeled into a flowering room and 
placed into Flowering Zone Gutter system to begin the short day length cycle of 12 hours 
per day. Utilizing a high pressure fog evaporated cooling system, the climate of the 
Flowering zone will be maintained between 65-80F and relative humidity between 30-50% 
to ensure plant health.  

During this period crops will be spaced at a density of 1 plants per 25 square foot 

(THC chemotype) or 1 plant per 16 square foot (CBD chemotype).  Plants will be 
subjected to 800 umols of light from the sun 12 hours a day. The response to this 12 
hour day length change will compel the plants to commence flowering within seven to 
fourteen days, this is known as the stretch period. The short day length will be maintained 
for the entire flowering period, which typically lasts approximately eight to ten weeks 
depending on the cultivar.  Only green lights will be employed when employees will enter 
the crop during the daily dark cycle to conduct work because plants do not absorb the 
green light spectrum therefore it will not impede the flowering process. 
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chambers to avoid heat-induced catabolism. The hanging plant material will then be placed 
into bins sorted by cultivar and weighed for processing. 
 

Harvest is a stage in the product life cycle that is very vulnerable to contamination 
since the plants are being cut from there nutrient and water source, handled heavily, and 
moved around. This time is critical to process the flowers prior to drying as they become much 
more susceptible to damage and contamination once dry. 
Once the entire batch (zone) has been harvested, the area and gutters that will then be 
vacant will be extensively cleaned and sanitized. All harvested products will be taken to 
the drying room for slow dehydration. 
 

All non-usable plant material and growing medium will be placed in bags, 
assembled on pallets in the greenhouse hallway and forklifted to the secure waste storage 
area of the head house. All infested, damaged, moldy or otherwise contaminated or 
unusable product will be sealed an air tight container and quarantined in the head house 
waste disposal area to be weighed, tested, and tracked in “State Selected Software” for 
compliance and audit purposes. Once inventoried all this material will be rendered 
unusable through grinding and mixing with media and other debris as outlined in the 
disposal regulations. 
 
 
6.10 Garbling/Manicuring 
 

Garbling is the first step of the processing and manufacturing process. It begins with 
employees leaving their respective locker rooms in their color coded jumpsuits and pass 
through an air-shower (Exhibit K) to remove all outside contaminates and adulterants from 
entering the controlled environment processing center. Processing is the most labor 
intensive aspect of the entire manufacturing operation because of the need of manual 
trimming to ensure that quality dry flower buds are always made available for the patients 
(Exhibit L). Mechanical trimmers will be utilized to minimize the amount of labor but are 
not used to complete this process. A strong cleaning and sanitation protocol is crucial to 
ensure the processing environment is sterile and the chances of cross contamination are low. 
No processor can be allowed to enter past the locker without a clean suit, shoe covers, 
washed, sanitized, and gloved hands, and only after finally passing through the air shower 
for 30 seconds. 

 
Once all the recently harvested material is weighed in the bins, the plant material 

will be processed in segregated batches of approximately 25 pounds. The first step of 
processing is garbling which is the final step in the preparation of a crude drug and 
involving the removal of extraneous matter such as other parts of the plant, dirt and 
added adulterants. In  company’s  h ighly  b io-containment  fac i l i ty  minimal 
adulteration or contamination with dirt will arrive. More pertinently, the presence of low-
potency stem material such as fan leaves is undesirable and all material assessed as more 
than 2 mm in diameter and possessing no or minimal cannabinoid content will be removed. 
This unusable material will be bagged, weighed, input into “State Selected Software” and 
brought to the head house waste storage room.   
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The next step of the manicuring process involves separating the excess usable trim 

from the flower buds. This step will involve manual trimming using hand tools after the 
plant material is first run through a trimming system to efficiently remove excessive trim 
while not harming the high cannabinoid content trichomes of the flower buds and sepals.  
Once the flower buds finish their pass through the trimming system and are placed into the 
sanitary bin they are brought to the inspection table for final manicuring. 

Exhibit K: Air-Shower 

 

 

Exhibit L: Garbling Process
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6.11 Drying Process 
 

The drying chambers will be constructed as white rooms (also known as clean 
rooms). The nearly air tight room, will be highly climate controlled with a HEPA filtered 
HVAC system controlling the air temperature and humidity. Depending on what stage of 
the 4-10 day drying process, the climate will be maintained at 60-70F and 30-40% relative 
humidity. The dry rooms will be kept dark at all times and only green light (which plants 
do not absorb) will used when employees have to enter the drying rooms. Re-entering these 
environmentally controlled rooms will only be done for purposes of inspecting the progress 
of the drying phase and to remove product from the drying rooms for packaging/curing and 
great care will be taken to prevent contamination. 
 

It is the responsibility of the shift Agent-in-Charge to maintain the  drying rooms 
in clean and sterile conditions. The Agent-in-Charge will ensure the atmospheric controls 
are primed the day of the harvest so the materials go into the room at the proper conditions.  
 

The harvested and trimmed marijuana plants will be moved immediately to the 
primed drying room. Once there, crop drying will commence immediately with most of 
the moisture being pulled from the plant material within the first 24-48 hours. There will be 
no periods of time when warm and wet conditions will be permitted in this area, because 
this can foster growth of bacteria and fungus.  
 

Plants in the drying chambers will be hung to from sanitized stainless steel 
wire as seen in Exhibit M. Industrial dehumidifiers will be used to lower air moisture 
and horticultural fans will be used to maintain air circulation. The air surrounding the 
chamber will be conditioned as appropriate to ensure that waste heat from the 
dehumidifiers does not raise temperatures within the chamber above 70F.   
 
           Freshly harvested material possesses an aqueous content of approximately 80% 
water weight. The first 50% of the plant’s water weight will be removed within 48 hours 
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to lower the chance of mold growth. The crop will be considered dry enough for curing 
when below 15% water weight. At this point, the crop will be clearly crisp to touch, the 
inflorescence tissue closest to the stem feeling dry and the floral material would readily 
pull away from the stem without excessive force. 
 
 This means, the plant material has reached its optimal dryness level and is ready 
to be taken to curing. New Parchment paper will be placed on top of a scale and a processor 
will proceed to lay approximately one pound of dry, botanical material on the scale. When 
one pound is achieved, the parchment paper will be used to easily insert the plant material 
into a 2.5 gallon air-tight glass apothecary jars. Four jars will be filled and then the jars 
will be inserted into a bin with foam protection for support. The bin will be placed on a 
cart and once the cart is full it will be wheeled to the climate controlled vault where the 
bins will be placed on a rack in the curing section of the vault. 
 
 The excess trim obtained during the manual and automated manicuring process 
once dry will be bailed in sanitary plastic bags by batches. This bag will be brought to the 
milling and decarboxylation lab for extraction and infusion into non-smokable products 
such as tinctures and “functional food”. 
 
 At the end of the drying processes all infested, damaged, moldy or otherwise 
contaminated or unusable product will be sealed an air tight container and 
quarantined in the head-house waste disposal area to be weighed, tested, and 
tracked in “State Selected Software” for compliance and audit purposes. When workers 
successfully remove all the plant material from the drying room, a thorough cleaning will 
commence to sanitize the entire drying room to prepare it for the next harvest. 
 

 

6.12 Test Sampling 

6.12.1 Sample preparation for useable marijuana 

Before processing can occur, batch test samples will be taken to assure the plant is 
of the highest quality and will pass all the residual pesticide, microbiological, mycotoxin, 
as well as active ingredient potency test. Established methodologies exist for preparing a 
sample of useable marijuana for testing. These methods vary slightly based on the 
intent of the test (e.g. detecting pesticides, or potency, or microbiological, and 
mycotoxin).  As all inventory transactions are tracked and logged in “State Selected 
Software” samples sent to the lab, or inventory removed from the system for any reason, 
are tracked in un-modifiable log entries. Along with any inventory or plant removal from 
“State Selected Software” notes must be applied. The batch that the inventory is removed 
from is recorded, along with date and time and person authorizing the inventory 
adjustment. 
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6.12.2 Selecting the sample 

Marijuana inflorescence (flower buds) or trim is sampled when performing testing 
for potency, microbiological, and mycotoxin test. The flowers of the plant will be used 
for pesticide testing. Commonly the leaves may be used for pesticide testing however it is 
our goal to ensure patient safety and therefore it only makes sense that we test the actual 
products going to patients 

A test specimen will be comprised of inflorescence taken from a batch of plants, 
and a representative sample of 25 grams per 25 pounds. It’s imperative that samples are 
randomized in accordance to greenhouse area as well from different heights on the plant 
in order to obtain representative results for the batch as a whole. This involves marking 
during the harvest process which plant material will be sampled after drying.   

Samples will be sent to the head house lab to log and be packaged for retrieval by 
the state authorized 3rd party lab or delivery to said lab. Utilizing the company’s own 
HPLC and GC-MS testing equipment, The Company will also conduct its own in-house 
quality control testing in its lab after the first year of production. As described below, once 
the dried plant material is processed and sent to the curing vault it will remain there in 
quarantine until the lab test results are received and reviewed.  

Samples will be collected in accordance with the following procedures: 

(1) The containers selected for sampling will be cleaned when necessary in a 
manner to prevent introduction of contaminants into the component, in-
process material, marijuana or marijuana-derived product. 

(2) The containers will be opened, sampled, and resealed in a manner 
designed to prevent contamination of their contents and contamination 
of other components, in-process materials, marijuana or marijuana-
derived product. 

(3) Sterile equipment and aseptic sampling techniques will be used when 
necessary. 

(4) Where appropriate for the purpose of the sample and the nature of the 
material being sampled, sample portions are removed from the top, middle, 
and bottom of containers. Such sample portions may be composited in 
forming the representative sample, or may be tested separately, as 
appropriate to the purpose. 

(5) Containers from which samples have been taken will be marked to indicate 
that samples have been removed from them. 

(a) Using the “State Selected Software” software labels will be printed and sample 
containers will be labeled with the following information: 

(1) Name of the item sampled; 

(2) Batch number of the item sampled; 
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(3) Container from which the sample was taken, or for samples taken directly 
from the production line, the equipment line and time at which the sample 
was taken. 

(4) Date on which the sample was taken; 

(5) Name of the person who collected the sample; and 

(6) Quantity and unit of measure of the sample. 

(b) Each sample removed from a batch will be recorded in the inventory system. 

(c) The quantity of the sample used for each test will be of sufficient size or number 
to ensure a representative of the batch or lot. While each test requires  

(1) Botanical flower: 25 grams for each 25 pounds of marijuana flower batch. 

(2) Marijuana concentrate: 1 gram of concentrate per concentrate batch from 
the Apeks Sub-critical 5000-20L system. 

(3) Marijuana “functional food”: one finished product per batch 

(d) A reserve sample will be prepared from the representative sample of each batch of 
shelf-stable component, marijuana or marijuana-derived product. 

(e) Reserve samples will consist of at least twice the quantity necessary for tests and 
examinations to determine whether the shelf-stable component, marijuana or 
marijuana-derived product meets established critical quality specifications. 
However, where state law limits the amount of marijuana and marijuana-derived 
product permitted to be kept on hand, operations may keep smaller amounts in 
reserve if necessary. 

 
(f) If a botanical sample of marijuana does not pass the microbiological, mycotoxin, 

pesticide chemical residue or solvent residue test.  
 
1) If the sample failed the pesticide chemical residue test, the entire batch from 

which the sample was taken shall, if applicable, be recalled and disposed of. 
 

2) If the sample failed any other test, the batch may be used to make a CO2 or 
solvent based extract. After processing, the CO2 or solvent based extract will 
still pass all required tests 

 
“State Selected Software” batch sales report allows for any batch to be traced to all 
customers that received product from a batch, in any form. Reporting functionality also 
allows a batch to be traced back to its harvest, and all plants included in that harvest, in 
order to examine any processes carried out with the cultivation or post-harvest process 
relevant to a batch in question. Disposal processes can be documented through “State 
Selected Software’s distribution module. 
 
6.12.3 Manufacturing sampling requirements 
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Batch of component, marijuana, or marijuana- derived product will immediately be 
made available after product drying or prior to manufacturing at the cultivation center for 
an employee of an authorize laboratory to select a random sample, which shall be tested by 
the approved laboratory for; 

1)  microbiological contaminants; 
2) mycotoxins; 
3) pesticide active ingredients; 
4) residual solvent; and 
5) purposes of conducting an active ingredient analysis.  

 
 The approved laboratory most likely will dispose of any marijuana infused 
product upon the completion of the test. 

 
6.13 Third Party Testing 
 

All Product testing will be done by state certified laboratories. Extensive logs track 
each action performed at the cultivation center and with State Selected Software” testing 
results API, testing results can be automatically sent from the testing lab to the “State 
Selected Software’s software, eliminating the possibility of manual data entry errors.  
 
 
6.13.1 Pesticides:  
 

We will ask the lab to take our flower and trim sample and perform an ASAP probe 
screen, followed by a Solid Phase Extraction (SPE) phase, and ending with Liquid 
Chromatography-Mass Spectrometry test to determine that the sample meets 
the acceptable standard for a pesticide residues in any food items set forth in subpart C of 
USEPA’s regulation for Tolerances and Exemptions for Pesticide Chemical Residues in 
Food (40 CFR 180 (2014)). 
 
6.13.2 Microbiological:  
 

We will ask the lab to take our sample, extract the sample in butter, place the extract 
in organism specific trays and once the trays have set the tray colonies are counted to assure 
that the samples meets the recommended microbial and fungal limits for marijuana 
products in colony forming units per gram (CFU/g) set out in the AHP American Herbal 
Pharmacopoeia Monograph. 
 
 
 
6.13.3 Mycrotoxin/Aflatoxin:  
 



 

158 
 

We will ask the lab to run our sample through an aflatoxin column to trap the 
aflatoxins for analyze in a fluorometer to determine that sample meets the following 
standard; 

 
6.13.4 Potency 
 

Ultra-High Performance Liquid Chromatography (UPLC) will be asked to be used 
to test and analyze nine of the known cannabinoids and most importantly the following 
cannabinoids; 

i. delta-9-tetrahydrocannabinol (THC); 
ii. tetrahydrocannabinolic acid (THCA); 

iii. cannabidiol (CBD); 
iv. cannabidiolic acid (CBDA); 

 
 

6.13.4 Residual Solvent:  
 

We will ask the lab to take our marijuana concentrate sample extract and 
homogenize the sample, place it in a Headspace-gas chromatography system to assure the 
sample solvent is less than 10 ppm. 

 
 

6.14 Curing in Climate Controlled Vault Storage 
 

Curing and finished packaged product is all done in the DEA Schedule 1 Climate 
Controlled Vault (Exhibit N). Curing is one of the most vital stages of the entire 
manufacturing process and plays a critical role in determining the cannabinoid make-up of 
each flower. Curing conditions will ensure that the product neither dries nor moistens 
while temperatures are between 50-70F  with a relative humidity between 30-40%. 
Because some cannabinoids are sensitive to photo degradation the vault’s main source of 
light will be green bulbs and the glass jars will be opaque. 
 
Post-drying curing will commence at a moisture level between 8-15% when the product 
is near dry. Curing will finish at a product moisture content that is desired for 
packaging which is between 6-10%. This process typically takes an additional 7-14 days 
after drying depending on the cultivar. 
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Exhibit N: DEA Schedule 1 Vault   
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6.15 Packaging Process 

The processing stage, like harvest, is vulnerable to contaminants. The climate of the 
processing and packing rooms will mimic the ideal conditions for the product inside 
its sealed package.  Below is a list of protocols that the company will put into place to 
assure a high quality packaging operation. Section 8 provides an extensive overview of the 
full packaging and labeling process controls. 

a) The processing and packaging room will be entirely enclosed to facilitate climate 
control which is needed to maintain optimal packaging moisture levels (Exhibit 
O). 

 
b) The room and its entire infrastructure will be easy to clean and sterilize. Stainless 

steel tables, floor drains and Mar-lite paneled walls will aid in the ease of cleaning 
and sterilization. 

 
c) Filtered positive air pressure over work areas will reduce the risks of 

contamination and worker exposure to breathing dust particulate from processing 
the product. 

 
d) Clean-suits, masks, and gloves are mandatory in the processing phase of the 

product life cycle, as it is the most vulnerable point, as well as the last chance 
to detect contamination prior to packaging.  

 
e) Curing will feed directly into packaging to prevent overhanding of product and 

reduce exposure to contaminants. 
 
f) Each product intended for market will be registered on the documentation to be 

supplied by the state and associated fees paid in advance.  Great care will be taken 
to ensure usable products and by-products are placed in clean and sterile, 
pharmaceutical containers that are child-proof. All products leaving the facility for 
sale or further processing will be labeled as follows (not to include products 
rendered unusable intended for disposal): 

 
1.The name and P.O. Box of the registered cultivation center where 

the item was manufactured;  
2.The common or usual name of the item and the registered name of 

the marijuana product that was registered with the regulatory body.  
3. A unique serial number that will match the product with a producer 

batch and lot number to facilitate any warnings or recalls the 
producer deems appropriate;  

4.The date of final testing and packaging, if sampled, and the 
identification of the independent testing laboratory;  

5.The date of manufacture and "use by" date;  
6.The quantity (in ounces or grams) of marijuana contained in the 

product;  
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7. A pass/fail rating based on the laboratory's microbiological, 
mycotoxins, and pesticide and solvent residue analyses, if sampled;  

 
g) The product will be at an optimal moisture level (approx. 6-10% for marijuana 

flowers) prior to entering the package and the processing room environment 
will not add moisture. The packaging material will be acclimated to the 
processing room’s ideal temperature and humidity (approximately 30-40% 
humidity and 60-70 degrees Fahrenheit). 
 

h) The product will be weighed and inserted into its respective package.  
 

i) Each package is barcoded and the barcode on the package is scanned to isolate the 
proper inventory package. Sealed package are weighed on integrated scales and the 
gross package weight is sent directly into “State Selected Software”, enabling easy 
comparison to stored weights. 

 
j) All inventory adjustments are captured and stored within “State Selected Software” 

allowing for real-time reporting to identify any loss, as well as reason for loss. 
 

k) “State Selected Software” tracks and labels two weights for each package of 
marijuana. Net weight is the weight of the marijuana itself contained within the 
package. Gross weight is the final weight on that marijuana in its sealed package. 
This allows for easy reconciliation weights to be taken of any package at any time 
without the need to open the sealed package. 

 
l) Once the product is packaged in the sealed child-proof pharmaceutical container 

and the shrink sleeve with accompanying tamper evident seal applied and adhered 
by the steam tunnel, it will be stored in the clean, cool, and dark section of the vault 
designated for finished products. 

 
m) The finished product shelf-life will benefit from low temperatures and low light 

with low-to-moderate humidity. 
1. A list of the following ingredients, including the minimum and 

maximum percentage content by weight for subsections 
i. delta-9-tetrahydrocannabinol (THC); 

ii. tetrahydrocannabinolic acid (THCA); 
iii. cannabidiol (CBD); 
iv. cannabidiolic acid (CBDA); and 
v. Any other ingredients besides marijuana. 

 
2. The acceptable tolerances for the minimum percentage printed on the 

label shall not be below 95% or above 105% of the labeled amount. 
 

n) Prior to moving packages of marijuana from the packaging area to the shipping bay, 
a distribution document will be created in “State Selected Software”. The 
distribution will record the current location and status of the packages, such as “in-
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transit” or “received”. “State Selected Software” will also create a transport 
manifest, for the package distribution. The manifest will contain details such as 
time of departure, time of arrival, product and product weight, route to be travelled, 
origin and destination addresses, and vehicle and employee information. This 
document can be e-mailed, printed, or produced virtually, on a mobile device such 
as a tablet, from within “State Selected Software” and sent to the recipient party 
such as a dispensary. Each distribution of packages will have a physical copy of the 
manifest with it at all times. 

 
Exhibit O: Clean Room Packaging 
 
             

 
 
 
 
 
 

6.16 Waste Disposal 
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6.16.1  Compostable Material 
            Marijuana waste and plants that do not meet standards for health, quality, and 
viability are destroyed. This includes any plant that may be diseased, damaged, or otherwise 
substandard. Only a limited number of authorized staff are permitted to destroy plants. 
These staff members record the destroyed plant weight and the reason for destruction in 
“State Selected Software”. All compostable material is composted on-site to reduce the 
amount of waste for disposal. All plant waste is mixed, fifty-percent (50%) by volume, 
with an approved inert material, and disposed of by an approved and licensed waste 
management company. 
 
            All non-usable plant material and growing medium will be placed in bags, 
assembled on pallets in the greenhouse hallway and forklifted to the secure fenced waste 
storage area of the head house under the supervision of the Director of Cultivation 
Operations Agent-In-Charge. All infested, damaged, moldy or otherwise contaminated or 
unusable product will be sealed an air tight container and quarantined in the head house 
waste disposal area to be weighed on the head-house scale, tested, and tracked in “State 
Selected Software” for compliance and audit purposes. Once inventoried all this material 
will be rendered unusable through grinding and mixing with media and other debris as 
outlined in the disposal regulations within the fence and electronically and camera 
monitored waste disposal area. 
 

Four days prior to the established harvest date, the Director of Cultivation 
Operations Agent-In-Charge will notify the regulatory body through the traceability system 
that within the next 10 days marijuana waste will be rendered unusable. A few authorized 
employees will bring the botanical waste material to the chain link waste disposal area by 
only, where under supervision of Director of Cultivation Operations Agent-In-Charge and 
under camera surveillance, the waste will be weighed on the head-house scale and recorded 
and entered into “State Selected Software”.  Waste produced during or after the harvest can 
be isolated within the software with disposal date, weight and method tracked and logged.  
All ‘types’ of product produced from the harvest are tracked independently including waste 
(stem, stalk, root ball, etc.) which enables individual distinction in the tracking system. 
 

Because the company’s growth medium is reusable Rockwool, botanical marijuana 
waste material will be mixed and ground with compostable material purchased from the 
Compost Supply Company. The mixing and grinding process will occur in 55 gallon drums 
with 50% non-marijuana waste by volume mixed with marijuana botanical waste. The 55 
gallon drum will be -/placed on the head-house scale and filled with non-marijuana 
compostable material until it reaches a slighter higher volume than marijuana waste bag 
that will be dumped into the 55 gallon drum into order to assure at least a 50% by volume 
marijuana and non-marijuana compost waste. The material will then be rendered by a 
motorized mixing unit (Exhibit T). The newly ground material is capped and locked in the 
head-house locker. 
 

 Once rendered waste material is ready for disposal at least 7 days after the 
regulatory body had been notified through the traceability system, the drum will be brought 
outsize and with use of a forklift turned upside down into a highly secure and lockable 
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commercial cart. The drum will be removed and the commercial cart locked. All of this 
will occur on camera. A composting company will be notified a day prior to the commercial 
cart being filled, so that the same day it is filled they will pick-up the compost material, 
further preventing potential theft.  The composting organization will bring the compost to 
their compost site to be re-used for agricultural needs at a later date thus reducing The 
Company’ overall waste production. 

 
 
 
6.16.2  Non-Compostable Material 
 

Processed marijuana material from the extraction lab will undergo a very similar disposal 
protocol as compostable waste except due to its residual solvents, the material is non-
compostable.   

 
Four days prior to the established extraction date, the Processing Manager Agent-

in-Charge will notify the regulatory body through the traceability system that within the 
next 10 days marijuana waste will be rendered unusable and disposed.  

 
Once the CO2 sub-critical and ethanol extraction process is completed, a laboratory 

technician under supervision of  the Processing Manager Agent-in-Charge will securely 
bag the excess waste and weigh it, print a new disposal label and scan the information into 
the “State Selected Software” software.  The software with associate the waste the waste to 
its specific marijuana batch and allow the disposal date, weight and method of disposal 
tracked and logged. Once this process is complete and the weight is established, the lab 
tech will call for the Processing Manager Agent-in-Charge to have a 55 gallon drum 
prepared with equal parts by volume of soil delivered by the Compost Supply Company.  
Once the drum is prepared, the processing waste will be brought directly to the waste 
disposal area by the Processing Manager Agent-in-Charge for him to supervise the 
rendering and grinding of the process waste into the 55 gallon drum by an authorized 
employee.  

 
The material will be rendered by a motorized mixing unit like one used for botanical 

compostable waste. The newly ground material is capped and locked in the head-house 
locker. Once the rendered waste material is ready for disposal at least 7 days after the 
regulatory body had been notified through the traceability system, the drum will be brought 
outside and with use of a forklift turned upside down into a different highly secure and 
lockable commercial cart than the one used for compostable waste. The drum will be 
removed and the commercial cart locked. All of this will occur on camera, including the 
cart’s pick-up by a certified composting company. 

 
6.16.3  Hazardous Waste 
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If any event hazardous waste will be disposed of a similar protocol will be 
undertaken and will be disposed of in a manner consistent with federal, State and local 
laws. An example of hazardous waste would be unused pesticides. Disposal of all unused 
pesticide product shall be performed in compliance with all State and federal laws and 
regulations, which require compliance with all directions on the product label. 

 

6.16.4  Liquid Waste 

 
            Liquid waste from a cultivation center shall be disposed of under a similar protocol 
in compliance with the Environmental Protection Act and administrative rules. 
 
 

Section 7:   Quality Assurance Plans 
 
 
 

7.1   Detecting, identifying and preventing dispensing errors ............ 30 
 
 

Dispensary Operations: 
Quality and Error Management in the Facility 

 
 
Sponsored By:  Kinex Supportive Pharmaceuticals Dispensaries Team          
  
 
POLICY: 
 

(a) Kinex Supportive Pharmaceuticals Dispensaries will commit to a process that will 

identify and addresses concerns related to the quality and safety of drug inventory 

and distribution; as well as quality of service. 

(b) Kinex Supportive Pharmaceuticals Dispensaries continuously monitor dispensing 

of products for accuracy within the Dispensary including tracking errors, reporting 

errors, and analysis of error data reports. 

(c) Kinex Supportive Pharmaceuticals Dispensaries ensure the proper reporting of 

quality and errors to the quality management committee.   
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PROCEDURE: 

A. Each week a manual and full inventory is completed by the Pharmacist in 
Charge (PIC).  A physical inventory report is printed that sorts inventory by 
the inventory number in a blank format.  The PIC then manually counts each 
inventory item and denotes it on the physical inventory sheet.  After each 
product is accounted for, the inventory report is printed to show current on 
hand inventory and the numbers are matched to show any discrepancies.  This 
weekly inventory will show any discrepancy in the quantity of products billed 
to orders dispensed.  Reporting can then be viewed to assess the inventory 
errors.     

B. If there is a discrepancy in the inventory, a drug usage report and inventory 
quantity adjustment report is created to view which patients have received the 
drug in question within the inventory period.  Based on the quantity 
discrepancy, patients’ billing records and a patient call is placed to ensure the 
accuracy of their medication. If an error is discovered, a new medication 
arrangement is set up.  A dispensing error may be brought about by a patient, 
or member of the Dispensary staff.  In event of a dispensing error, the patient 
will be called and asked to relay the information necessary off of the label.  
These errors are tracked by the PIC within a file containing the medication 
and/or notation of what the issue was and how it was resolved.  Additionally, 
the patient in question will have progress notes detailing the situation.  Any 
suspected or confirmed error in dispensing will be reported to the Director of 
QA and the COO, which will then be discussed at the Quality Management 
Committee meeting.  Each time an error is discovered or brought about, a root 
cause analysis is completed to determine how the error has happened.  Errors 
are then analyzed based on current procedures by the Quality Management 
Committee and necessary procedure changes may be employed as deemed by 
the meeting.   

C. Weekly inventory errors and discrepancies are brought to the Director of QA 
each week and discussed in the Quality Management Committee meeting when 
appropriate.   
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Dispensary Operations: 
Oversight of Dispensary Safety 

 
 
Sponsored By: Kinex Supportive Pharmaceuticals Dispensaries Team          
  
 
POLICY: 

A. Pharmacists at Kinex Supportive Pharmaceuticals Dispensaries will have appropriate 

management oversight of dispensary operations.  There will be direct accountability 

by the Pharmacist at Kinex Supportive Pharmaceuticals Dispensaries. 

B. Pharmacists and dispensary technicians will have explicit roles and responsibilities 

for dispensing. 

C. Dispensing and preparation of medications will be directly observed by a pharmacist. 

D. Kinex Supportive Pharmaceuticals Dispensaries will ensure that the dispensing of 

medications complies with NYS DOH imposed restrictions on particular product, as 

applicable.   

 
 
 
PROCEDURE: 

A. The Supervising Pharmacist (SP), or Pharmacist in Charge (PIC), will have the 
ultimate responsibility for the supervision of the roles and responsibilities of each 
dispensary staff member. 

B. The staff pharmacist responsibilities include, but are not limited to, verifying 
certifications for accuracy, dispensing, therapeutic interactions, therapeutic 
indication appropriateness, counseling, and verbal communication to providers to 
obtain address certifications and clarify certifications in question.  All roles 
except for the final complete prescription check may be delegated with direct 
oversight to a licensed dispensary intern.  All dispensary technicians must be 
certified technicians.  The pharmacist may delegate the roles of filling, counting, 
labeling, and compiling paperwork.   Other roles may be delegated as necessary 
and as appropriate. 

C. Throughout the workflow, the dispensary technician is monitored for accuracy, 
proper handling, and appropriate workflow by a pharmacist  

D. Self-imposed manufacturer restrictions on particular product are monitored by 
the Pharmacist in Charge, and are labeled appropriately in the location the 
medication is stored.  Any special handling or dispensing of products will be 
conveyed to all dispensary staff by the Supervising Pharmacist.   
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Dispensary Operations: 
Certification Dispensing by Pharmacist 

 
 
 
Sponsored By: Kinex Supportive Pharmaceuticals Dispensaries         
 
 
 
POLICY: 
 

A. Kinex Supportive Pharmaceuticals will match the certification to the correct 
patient, route of administration, dosage and strength, administration schedule, and 
medication. 

B. Appropriate patient education materials will be included within medication 
packages when appropriate.   

 
 
 
 
 
 
PROCEDURE: 

A. When dispensing a certification the Pharmacist ensures that the certification 
being dispensed is for the correct patient, correct route of administration, 
correct dosage, correct strength, correct administration schedule and time, and 
the correct medication/drug.   
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Dispensary Operations: 
Dispensary Operations Service Scope and Criteria 

 
 
Sponsored By: Kinex Supportive Pharmaceutical Dispensaries           
 
 
 
Policy: 

A. Kinex Supportive Pharmaceutical Dispensaries will ensure that medication 
accessibility and availability is promoted to comply with patient’s needs. 

B. Kinex Supportive Pharmaceutical Dispensaries continuously monitors 
performance to promote patient satisfaction. 

C. Kinex Supportive Pharmaceutical Dispensaries continuously make 
improvements to meet the growing needs of our patients.   

 
 

 
Procedure: 

A. Kinex Supportive Pharmaceutical Dispensaries provide and medications to 
patients with complex chronic disease states.   

i. The services we offer include, but are not limited to: 
a. Medical device training  
b. Medication counseling 
c. Certifications retrieval 
d. Adherence monitoring 
e. Provider relations 

ii. Patient Accessability: 
Kinex Supportive Pharmaceutical Dispensaries measures medication 
accessibility through a variety of ways.  We measure call metrics such as 
abandonment rates, time to answer, and call frequency.  We offer 24 hour 
access to a pharmacist to address any patient concerns.  In addition, we 
continually evaluate the hours our dispensary is open to ensure that we are 
covering all patient needs.  Kinex Supportive Pharmaceutical Dispensaries 
sends out an annual patient satisfaction survey measuring ease of placing 
orders, timeliness of orders, accuracy of certifications filling, courtesy of 
the customer service reps, ability to answer phone calls quickly, and overall 
satisfaction with the dispensary service. 

B. In order to measure how well Kinex Supportive Pharmaceutical Dispensaries is 
meeting the needs of our patients, surveys are sent out annually within 
medication delivery supplies.  This survey includes a return envelope to assist 
the patient’s response.  

C. The responses included within the mailed survey are compiled and then 
reviewed.  Adjustments may be necessary to meet different patient’s needs; 
which can be made after survey results.     
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Dispensary Operations: 
Certification Intake Process 

 
 
Sponsored By: Kinex Supportive Pharmaceuticals Dispensaries           
 
 
POLICY: 

A. Kinex Supportive Pharmaceuticals Dispensaries will ensure proper receipt of 
each certification, verifying the prescriber, patient, and/or caregiver submits 
them in accordance with good practice and state laws when necessary. 

B. Safety Guidelines will be in place throughout the certification intake process. 
C. Kinex Supportive Pharmaceuticals Dispensaries will maintain patient health 

history, medication history, allergies and past sensitivities, and any other 
pertinent information necessary to consult with the prescriber and counsel the 
patient and/or caregiver.  Additionally, high risk groups will be identified; as 
well as verification of consumer’s eligibility. 

D. Kinex Supportive Pharmaceuticals Dispensaries will always comply with State 
laws. 

 
 
 
 
PROCEDURE: 

A. A provider must send certifications through state system.  Once the 
certification is received into the system, it is assigned to the correct patient.  
Patients or caregivers may contact us and we will reach out to their provider on 
their behalf for a certification that is questionable. We will comply with 
communication restrictions as they are further developed by DOH.   

B. The patient is verified by checking at least two identifiers including name, date 
of birth, address, and phone number.  The prescriber is verified by license 
number, NPI, or DEA number, along with the phone or fax number that the 
certification may include.  Possible caregivers for the patient are identified 
after speaking to the patient directly and having them agree that specific 
individuals are aware and a part of their ongoing care.  The name of other 
responsible individuals in the patient’s care is then placed into the patient 
profile with their relationship to the patient noted.  (Must be certified caregiver 
under MMJ program) 

C. To improve patient safety no medication is discussed until certification is 
determined to be within complex relating to the recommended dosing and 
indication, as well as appropriate for the particular patient case.   

D. When Kinex Supportive Pharmaceuticals Dispensaries first contacts the 
patient, all demographic information is compiled.  This information includes, 
but is not limited to, address, phone number, other caregivers, allergies, 
medication intolerances, medication history, and comorbidities.  Counseling by 
a pharmacist or pharmacy intern is offered with each fill of a certification.  
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Some patient’s may be deemed as high risk due to other comorbidities or age.  
This may include patients who have a potential drug-disease state interaction, 
or may be very sensitive to medications adverse effects due to age.  Other risk 
stratification may be due to handling of medication.   A patient’s eligibility for 
services is determined by a legal and valid certification 

E. Kinex Supportive Pharmaceuticals Dispensaries follows all state pharmacy 
laws.      
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Dispensary Operations: 
Certification Order Review and Verification by Pharmacist 

 
 
Sponsored By: Kinex Supportive Pharmaceuticals Dispensaries Management Team          
 
 
POLICY: 
 

A. Kinex Supportive Pharmaceuticals Dispensaries will verify the source of the 

certification. 

B. Kinex Supportive Pharmaceuticals Dispensaries will ensure the certification is 

legible, and will clarify the certification when necessary. 

C. Kinex Supportive Pharmaceuticals Dispensaries will resolve all certification 

discrepancies.   

 
 
PROCEDURE: 

A. Each certification is verified by a Pharmacist prior to dispensing.   
B. In the event that there is a discrepancy on the certification, or a certification is 

questionable, the Pharmacist will contact the prescriber’s office to clarify the 
issue in question.  Once clarification is received, the notation is made on the 
certification including the prescribers name or agent of the prescriber 
clarifying the order, date, time, and initials of the Pharmacist.  A decision must 
be made to contact the DOH if corrections need to be made.  In no case will a 
pharmacist dispense any product without complete compliance with the State 
Laws, and when there is doubt they must hold the dispense until the state has 
made a clarification or correction. 

C. Once a certification clarification is made, the medication is dispensed to the 
patient.    The Pharmacist In charge must review the process and notate in the 
record that the correct action was taken 
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Dispensary Operations: 
Labeling, Dispensing, and Packaging Process 

 
 
Sponsored By: Kinex Supportive Pharmaceuticals Dispensaries Team          
 
 
POLICY: 
 

A. Kinex Supportive Pharmaceuticals Dispensaries will ensure that all certifications 

are labeled properly. 

B. Cross-contamination of product will be prevented by Kinex Supportive 

Pharmaceuticals Dispensaries. 

C. Kinex Supportive Pharmaceuticals Dispensaries ensure that drugs are packaged in 

a way to maintain stability and usability for the patient. 

D. Kinex Supportive Pharmaceuticals Dispensaries will appropriately dispense an 

emergency or interim supply of medication to prevent interruption of services 

based on emergencies or local disasters when appropriate.   

 
 
Responsible Area: 
 
Dispensary Operations 
 
 PROCEDURE: 

A. During the final certification verification done by a Pharmacist, the entire 
certification is verified ensuring all labeling is appropriate and that all 
materials contained within the order match.    The quantity displayed on the 
label is also verified by the Pharmacist before product dispensing.  Auxiliary 
labels may also be used to denote special handling, storage, appearance, or 
administration of the medication to the patient. 

B. Medications are packaged to ensure stability and usability by the time they 
reach the patient.  Each medication order is dispensed and sent out of the 
pharmacy in a child proof bag in addition to the child proof container within.   

C. An emergency or interim supply of medication may be necessary during a 
disaster or emergency.  Pharmacists are available on an on-call basis to supply 
a medication in need to a person during a local weather event or emergency.  
The Pharmacist will work with the patient and verify when the next dose is 
actually needed by the patient to ensure there is no interruption of therapy.  
(NOTE This may not be allowed by NYS DOH but is normal quality care 
standard) 
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Dispensary Operations: 
Product Handling, Storage, and Inventory 

 
 
Sponsored By: Kinex Supportive Pharmaceuticals Dispensaries Team          
 
 
 
POLICY: 
 

A. Kinex Supportive Pharmaceuticals Dispensaries will verify that products are 

handled and stored appropriately based on temperature and storage requirements.  

Additionally, Kinex Supportive Pharmaceuticals Dispensaries ensure the 

accountability and security of the dispensary inventory. 

B. Inventory will be managed to ensure that drugs are stable and usable.  

C. Kinex Supportive Pharmaceuticals Dispensaries ensures that medication will be 

handled, stored, and disposed of appropriately and safely to help protect 

employees, patients, and consumers. 

D. Inventory will be monitored in accordance with State laws and GAAP 

 
 
 
PROCEDURE: 

A. Medications are stored based on manufacturer recommendations for storage 
based on USP temperature guidelines for room temperature and refrigerated 
unless otherwise stated.  The delivery ticket for each medication and the 
system is labeled for each drug on what the storage conditions are.  When new 
medications are added into the software, appropriate temperature designations 
are added to the necessary input field so that it will show up on the delivery 
ticket.  Additionally, per shipping, medications are handled from the will call 
fridge or bay solely based on temperature requirements to ensure proper 
handling.  If refrigerated items are currently being packed, only refrigerated 
items will be placed on the cart and brought to the dispensing area; and the 
same is true for room temperature medications.   A full inventory of 
medications is conducted weekly and discussed with the Pharmacist in Charge 
to make necessary adjustments, or with the supervisor of claims to ensure 
proper billing.   Medications are stored within a locked dispensary department.  
The only people with keycard access to the dispensary department are licensed 
pharmacists.  This is monitored and maintained by physical security, and the 
supervising pharmacist.  The dispensary is closed whenever a pharmacist is not 
on site.  This department is also alarmed for any entry, with video surveillance.  



 

175 
 

The building surrounding the dispensary department is alarmed with entry 
alarms as well as motion sensors.   

B. In addition to the above mentioned, Kinex Supportive Pharmaceuticals 
Dispensaries utilizes temperature controlled refrigerators to ensure that the 
medication is being stored properly.  If the refrigerator is out of temperature 
range for more than 30 minutes, an alert system will notify the supervising 
Pharmacist 24 hours a day that there may be a potential issue.  Also, there is a 
backup generator to ensure proper storage and refrigeration of medications 
during inclement weather.  Throughout the weekly inventory process, 
expiration dates on medications are regularly verified to make sure the product 
is within date.  If not then the medication is quarantined appropriately.   

C. Kinex Supportive Pharmaceuticals Dispensaries ensures that State laws are 
consistently followed when completing inventory.   
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Dispensary Operations: 
Handling and Removal of Unacceptable Drugs 

 
 
Sponsored By: Kinex Supportive Pharmaceutical Dispensaries Team          
 
 
 
 
POLICY: 
 

(a) Kinex Supportive Pharmaceutical Dispensaries will appropriately handle and 

remove medications based on the manufacturer notifications. 

(b) Kinex Supportive Pharmaceutical Dispensaries will provide proper instruction to 

the involved staff on the appropriate measures to comply with handling or disposal 

of medications. 

(c) Kinex Supportive Pharmaceutical Dispensaries will provide notification to 

consumers and providers when necessary on processing and handling the disposal 

of medications. 

(d) Kinex Supportive Pharmaceutical Dispensaries will review and remove stocked 

inventory appropriately. 

(e) Kinex Supportive Pharmaceutical Dispensaries will work to identify and remove 

inventory in the process of being filled or prior to filling when appropriate. 

(f) Kinex Supportive Pharmaceutical Dispensaries ensure that all medications to be 

disposed of are done appropriately.   

 
 
 
 
PROCEDURE: 

A. Kinex Supportive Pharmaceutical Dispensaries will place medication that has 
been recalled, discontinued, expired, damaged, contaminated, or deemed 
unusable, in a separate part of the required USP temperature controlled, secure 
storage area until the product can be processed for return or disposal.  Kinex 
Supportive Pharmaceutical Dispensaries monitor all medication recall notices 
for on-hand lots that may be affected. 

B. All members of the dispensary staff are notified if a product that is supplied by 
Kinex Supportive Pharmaceuticals has been recalled so that lot numbers can be 
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monitored.  This is performed through verbal communication, e-mail, or 
through departmental meetings. 

C. If there is a patient level recall, patients can be notified by phone to check the 
lot number and expiration date of the drug that they have in hand.  The 
manufacturer’s recommendations on return, disposal, or replacement will then 
be followed.   

D. Any recall that affects a product Kinex Supportive Pharmaceutical 
Dispensaries carries will lead to an overview of the medication to look for the 
lot number and/or expiration dates that have been affected.  If found, the 
medication will be quarantined.   

E. Any medication that has been recalled, discontinued, expired, damaged, 
contaminated, deemed unusable, is disposed of according to the manufacturer’s 
recommendations and the safety and handling notices of the medication.  
Recalled medications are returned to the manufacturer per the recall 
notification.  Discontinued medications are also returned to manufacturers per 
their guidelines.  Expired medications are returned directly to the manufacturer 
based on their requirements.  Damaged medications are disposed of based on 
the source of their damage.  If received damaged, they are returned to the 
manufacturer.  If they are damaged on site, or contaminated, or deemed 
unusable, they are disposed in accordance with the return policy of the 
manufacturer.   
 
NOTE: The dispensary will always return using the security protocol 
developed in this plan.  Under no circumstance will any other method be 
allowed. 
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Dispensary Operations: 
Facility Safety and Security 

Redacted pursuant to N.Y. Public Officers Law, Art.6
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Redacted pursuant to N.Y. Public Officers Law, Art.6
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Section 8:   Returns, Complaints, Adverse Events and Recalls 
 
Kinex Supportive Pharmaceuticals will utilize the Recall Plan 
for our QuadPharma affilaiated company.  The Recall plan 
has been approved by the FDA as meeting all requirements.  
The plan is attached included here modifed with the Kinex 
Supportive company name. 
 
Recall Procedure 
 

1. PURPOSE:	
 
To describe the procedure for ensuring any individual or company using a 
product produced by the Kinex Supportive Pharmaceuticals, or any company 
using Kinex Supportive Pharmaceuticals ingredients that are subject to recall 
are identified and the recall process is successfully executed, including the 
proper notification to all affected parties.  

 
2. RESPONSIBILITY: 

 
It is the responsibility of Quality Assurance (QA) Management to execute this 
procedure. 

 
3. SAFETY: 

 
Refer to label of product. 

 
4. MATERIALS/EQUIPMENT: 

 
N/A 

 
5. DEFINITIONS: 

 
5.1. Drug Recall: The process by which information is shared to all affected and 

potentially affected parties that a product does not meet the standards as 
expressed in the label, or that the product has a defect that renders the 
product unsafe for consumption 

5.2. Customer: In the case of a cultivation center, a customer can be any 
individual or company in the entire supply chain. 

5.3. Supply Chain: The physical process that the products undertake from 
packaging (post manufacturing) to final use by the consumer. This includes 
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all forms of the product once packaged and labeled for sale  
Inventory management system and tracking: A systematic process of 
organizing information to support the control of all “put ups” within the 
supply chain. The system will ensure 100% accountability of all inputs to 
the production of the end product and the disposition of those products to 
the final point of control within the supply chain. In the case of the 
Cultivation center, the control of the supply chain ends at delivery to the 
Dispensaries.	

Notification: The process of informing customers that a product they possess or 
have use needs to be called and returned for testing and destruction. 

5.5 “State Selected Software”: The software product that Kinex Supportive 
Pharmaceuticals is utilizing to implement and manage the inventory control 
requirements of the cultivation center license 	

6. ASSOCIATED FORMS: 
 
6.1. Attachment 1:  Label  
6.2. Attachment 2:  Communication log 
6.3. Attachment 3:  Disposition form 

 
7. PROCEDURE: 

 
QA Department or Designee 

7.1. General rules: 
 

7.1.1. Upon determination by QA and Compliance that a recall must be 
made, the recall notification plan must be commenced immediately. 
The plan should be completed in 72 hours or less. The time 
commences when all required complaint documentation is verified by 
QA. An effectiveness Assessment must be provided to the CEO and 
Chief Compliance officer every 24 hours, until the recall is considered 
complete. 

 
7.1.2. Notifications taking longer than 3 calendar days to complete will 

require a rationale for the extended time and will be documented in 
the recall review final report. 
 

7.1.3. The recall final report will be reviewed with all employees, and will be 
utilized for continuous process improvement.   

 
7.2. Kinex Supportive Pharmaceuticals QA Department will maintain 

responsibility for the recall process throughout the recall. 
 

7.3. Utilizing the inventory management tools within the Bio track inventory 
system, all sales orders and confirmed delivery tickets will be searched to 
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determine where any product with the recalled lot or batch numbers were 
sent. 

7.4. Using the delivery ticket confirmation log, immediate first person 
communications will be made.  These first person calls will be made to the 
individual dispensary emergency contact as provided and recorded in our 
management system. Where the number is a cell phone, a text message 
will also be sent. 

7.5. The second communication method will be emails sent to the emergency 
contact person as identified by dispensary.  In order to build redundancy in 
case of a failure by the dispensary to maintain an accurate contact 
database with Lange Group, a general email will also be sent to the 
dispensary’s general email, where one exists. 

7.6. In all cases, a certified letter sent via U.S. mail will back up the above 
communication methods 

7.7. A determination will be made by the CEO based on information received 
from the Compliance officer as to whether a recall should be made using 
media sources. If there is any question that the Dispensary’s have failed to 
manage the patient data properly, and cannot produce an accurate 
consumer contact list, a media based recall will be made.  

7.8. Dispensary’s will follow the states guidance on accepting returned goods, 
and will coordinate with the Cultivation center to arrange for return using 
secure means.   

7.9. Patients will be provided replacement product at no cost to them, unless 
this violates any rules under the program. 
This program will be administered without regard to cost.  The primary goal 
of patient safety will always be maintained as the most important value 
driving our organization.  

Item 
Recalled 

Lange 
Item/Lot 
Number 

Phone 
called Log 
Date 

Contact 
person 

Date 
Notified  

Date Sample(s) 
Received, if 
applicable, 
Quantity and 
Condition of 
Sample(s) 

# of 
Containers / 
Samples 
Received  
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Dispensary Communication Log/ Customer Number:  
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Investigation of Customer Complaints, Adverse Reactions  
 

8. PURPOSE: 
 
To describe the procedure for the investigation of any cannabis product produced by 
Kinex Supportive Pharmaceuticals based on a Consumer’s complaint, internal 
discovery or external lab reporting. This procedure is applicable to all products 
manufactured and/or packaged by Kinex Supportive Pharmaceuticals for its 
Customers. 

 
9. RESPONSIBILITY: 

 
It is the responsibility of Quality Assurance (QA) Management to execute this 
procedure. Responsibility for on-going maintenance of program will reside with the 
Chief Compliance officer 

 
10. SAFETY: 

 
Refer to label of product. 

 
11. MATERIALS/EQUIPMENT: 

 
N/A 

 
12. DEFINITIONS: 

 
12.1. Adverse Drug Event (ADE): Any adverse event associated with the use of 

a drug in humans, whether or not considered drug or medical device related, 
including the following: an adverse event occurring in the course of the use of a 
drug product or medical device in professional practice; an adverse event 
occurring from drug overdose, whether accidental or intentional; an adverse event 
occurring from drug abuse; an adverse event occurring from drug withdrawal; and 
any failure of expected pharmacological action. 

12.2. Consumer: Initial source of complaint and sample. Could be an end user, 
pharmacist, care giver or other observer. 

12.3. Consumer Complaint: Any information received by Kinex Supportive 
Pharmaceuticals that alleges a possible concern regarding product quality, 
following the release of the product for distribution, or any information received 
that suggests a product has caused or contributed  to an adverse drug event or 
injury. 

12.4. Customer: The organization that Kinex Supportive Pharmaceuticals is 
providing the complaint evaluation service for. Typically these are products 
manufactured by Kinex Supportive Pharmaceuticals and are commercially 
distributed through dispensaries.  

12.5. Initial Impact Assessment (IIA): A risk assessment that is conducted at the 
onset of the investigation to determine immediate impact on product in distribution 
or remaining within the company’s inventory. 
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12.6. Risk Assessment: A systematic process of organizing information to 
support a risk decision. It consists of the comparison of the estimated risk using 
the following risk criteria: 

12.6.1. Severity- A measure of the possible consequences of a hazard, impact on 
product SQIPP (Safety, Quality, Identity, Purity, Potency), manufactured lots, 
materials, equipment, and/or areas/systems. 

12.6.2. Probability- The likelihood that a risk will occur. 
12.6.3. Detectability- The ability to discover or determine the existence, presence, 

or fact of a hazard. 
12.7. Overall Risk: The combination of the probability of occurrence of harm, the 

severity of that harm, and the detectability of that harm. 
12.7.1. Major (High Impact)- A major impact assessment indicates there is an 

impact to product, lots, materials, equipment, and/or areas/systems. 
12.7.2. Moderate (Probable Impact)- A moderate impact assessment indicates 

there is a potential impact to product, lots, materials, equipment, and/or 
areas/systems. 

12.7.3. Minor (Minimal Impact)-  A minor impact assessment indicates there is not 
likely to impact to product, lots, materials, equipment, and/or areas/systems. 

 
13. ASSOCIATED FORMS: 

 
13.1. Attachment 1:  Consumer Complaint Log 
13.2. Attachment 2:  Consumer Complaint Sample Label 
13.3. Attachment 3:  Consumer Complaint Investigation Guidelines 

 
14. PROCEDURE: 

 
QA Department or Designee 

14.1. General rules: 
 

14.1.1. Complaint investigations shall be completed within 30 calendar days from 
date of notification of the complaint. Receipt date commences when all 
required complaint documentation is received at Kinex Supportive 
Pharmaceuticals from the complainant. An Initial Impact Assessment of the 
complaint shall be completed within 3 business days from date of notification 
of the complaint. 

 
14.1.2. Investigations taking longer than 30 calendar days to complete will require 

a rationale for the extended time and will be documented in the Consumer 
Complaint Final Report. 
 

14.1.3. A Consumer Complaint cannot be investigated without a legible Lot 
Number.  In these cases a Final Report will be issued stating that the 
investigation could not be conducted because the Lot Number was not 
available. 

 
14.2. Kinex Supportive Pharmaceuticals QA Department will receive product 

related Consumer complaints and samples, if available, from the consumer. 
 

14.3. A Consumer Complaint Number will be issued from the Consumer 
Complaint Log (Attachment 1). 



 

186 
 

 
14.3.1. The Consumer Complaint Number will consist of the following: 

 
Example:  CCIXXX-0001  

 
XXX = Customer Number 
0001 = Sequential Number 

 
14.3.2. The following information will be entered in the Consumer Complaint Log: 

 
14.3.2.1. Complaint Number 
14.3.2.2. Customer Number 
14.3.2.3. Item/Lot Number 
14.3.2.4. Complaint Received By/Date 
14.3.2.5. Description of Complaint 
14.3.2.6. Date Customer Notified, if required 
14.3.2.7. Date Samples Received, if applicable, Quantity and Condition of 

Sample(s) 
14.3.2.8. Disposition of Samples Upon Completion of Complaint 

 
14.4. A Consumer Complaint Sample Label (Attachment 2) will be placed 

on each Consumer Complaint Sample received at Kinex Supportive 
Pharmaceuticals.  The label will contain the following information: 
 

14.4.1. Consumer Complaint Number 
14.4.2. Product Name 
14.4.3. Product Lot Number 
14.4.4. Signature / Date 

 
14.5. A Consumer Complaint Investigation will be completed for each complaint 

received (refer to Attachment 3 for Consumer Complaint Investigation Guidelines 
which can be used a template for the investigation). All information supplied by 
the consumer concerning the Consumer Complaint will be attached to the 
Consumer Complaint Investigation.  Complete an Initial Impact Assessment (IIA) 
within 3 business days from notification of the complaint. Provide an initial risk 
assessment and an initial overall risk within the IIA. This risk assessment should 
be reviewed by Quality and Operations management as well as by the customer 
to assure the severity and scope of the complaint is well understood. The 
Consumer Complaint Investigation will contain the following information: 
 

14.5.1. Based on the nature of the complaint, the customer and Kinex 
Supportive Pharmaceuticals will determine what investigative directives will 
be performed on the complaint sample and retainer sample if 
requested/warranted. 
 
Kinex Supportive Pharmaceuticals will list these directives in the Consumer 
Complaint Investigation.   
 

14.5.1.1. If testing is required, Complaint Sample and Retain Sample, if 
required, will be delivered to the QC Lab for testing. This delivery 
transaction of the Complaint Sample(s) will be documented in the 
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Consumer Complaint Log. If an outside laboratory is utilized Lange 
group will ensure logging is consistent with this policy 
 

14.5.1.2. Upon completion of testing, QC will deliver all data to the QA 
Department for inclusion in the Consumer Complaint Investigation. 
 

14.5.2. Include a review of manufacturing, packaging, and testing records for 
the complaint lot in the Consumer Complaint Investigation.  

 
14.5.3. Document any conversations with personnel associated with a product’s 

history of production, packaging, and testing within the Consumer Complaint 
Investigation. 

 
14.5.4. Include Retain Sample Inspection Results, if required. 

 
14.5.5. Include stability testing results for the complaint lot, if available. 

 
14.5.6. Provide any complaint trending for the product or lot and the potential for 

impact to the product or manufacturing process. 
 

14.5.7. Provide a final risk assessment and overall risk. 
 

14.6. Obtain Operations Management and Quality Assurance Management 
approval upon completion of the Consumer Complaint Investigation. 

 
14.7. Provide a copy of all completed complaint investigation records to the 

customer and file all documentation in Central File under the consumer complaint 
investigation file. 
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CONSUMER COMPLAINT LOG Customer Number:     
Complaint 

Number 
Lange Item/Lot 

Number 
Complaint Logged 

By/Date 
Brief Description of 

Complaint 
Date Customer 
Notified QDP 

Date Sample(s) 
Received, if applicable, 
Quantity and Condition 

of Sample(s) 

# of Containers / 
Samples Received  

    

 

  

    

 

  

    

 

  

    

 

  
 
QA Reviewed By:___________________________       Date:_______________ 
Page Number:  ____________   Issued By:  _______________________ Date:  _________ 
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CONSUMER COMPLAINT SAMPLE 
 

Consumer Complaint Number:  _______________ 
Product Name:  ___________________________ 
Product Lot Number:  _______________________ 
Signature / Date:  __________________________ 
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CONSUMER COMPLAINT INVESTIGATION GUIDELINES 

 
Consumer Complaint Number:         
Customer Name/Number:         
Date Complaint Received from Consumer:       
Initial Impact Assessment Due Date:          
Investigation Due Date:         
This is a general guideline of contents: 
1. Describe the Consumer Complaint in detail based on information supplied by the Customer and any 

additional information provided by the customer.   
 
1.1. List and attach all documents given to QDP by the Consumer concerning the Consumer 

Complaint. 
 

2. List all investigative directives requested by the consumer.  Include the following information if 
required: 
 
2.1. List all testing to be performed along with test method numbers and limits.  Note if Retainer 

testing is also required. 
 

2.2. Review of Bulk BPR. 
 

2.3. Review of Packaging Document. 
 

2.4. Review of QC Certificate of Analysis (COA) for product release. 
 
3.  List the results of all Investigation parameters: 

 
3.1. List all testing results, test methods, and limits.  Report any out of limit results to QC 

management. 
 

3.2. Discuss the findings for review of BPR, Packaging Document,  and QC C of A . 
 

3.3. Discuss any new information gained from any conversations with personnel associated with a 
product’s production, packaging, and original testing. 

 
3.4. Provide Retain Sample Inspection Results, if required. 

 
3.5. Provide Stability Testing Results, if available. 

 
3.6. Discuss any complaint trending noted for the product and lot and the potential for impact to 

product or manufacturing process.. 
 

3.7. Provide a Risk Assessment and Overall Risk. 
 
 

 
 





 

 

 
 

 

Returned Goods  
 

1. PURPOSE: 
 
To define the method by which return goods will be processed at Kinex Supportive 

Pharmaceuticals. 
 
2. RESPONSIBILITY: 

 
2.1 Customer Service is responsible for customer interactions and will complete a Non-

Conformance (Deviation) Report– NCR per SOP 1.275 for all product returns. 
2.2 Customer Service is responsible for preparing and sending a Product Storage 

Affidavit (PSA) Form, Attachment A of this SOP to the customer. 
2.3 If Return of Material is Authorized Customer Service will provide the Return Goods 

Authorization number (RGA) to the Customer, update the NCR with that information 
and complete the Request for Return Goods Section of the Returned Items - 
Inventory Data Sheet (RI-IDS), Attachment B of this SOP. Once complete, forward 
that document to Shipping/Receiving. 

2.4 Quality Systems is responsible for review of Attachment A. 
2.5 Quality Systems is responsible for review of Attachment B. 
2.6 Shipping/Receiving is responsible for Receiving, Sampling, and Labeling Returned 

Items using Attachment B and labeling returned goods using Attachment C. 
2.7 The MRB is responsible for evaluating Non-Conformance (Deviation) Reports, 

initiating investigations, and evaluating corrective action activities regarding returned 
goods. 

2.8 The MRB is also responsible for final disposition of the returned goods. 
 

3. SAFETY: 
 
Refer to product label prior to handling any returned goods. 

 
4. PROCEDURE: 

 
4.1 Types of returns: 

4.1.1 Authorized: Arranged with the advance knowledge of Kinex Supportive 
Pharmaceuticals. 
4.1.1.1 An NCR has been generated by Customer Service. 
4.1.1.2 Attachment A has been signed by the Customer and Quality Systems 

has approved the return of the product. 
4.1.1.3 A Return Goods Authorization number (RGA) will be assigned by 

Customer Service. 
4.1.1.4 Attachment B of this SOP will be prepared and used to manage the 

returned material. 
4.1.2 Unauthorized: Product arrives without the advance knowledge Kinex 

Supportive Pharmaceuticals. 



 

 

 
 

4.1.2.1 A RGA number has not yet been assigned and no NCR been created. 
4.1.2.2 All unauthorized returns will be directed to Customer Service by 

sending the pack slip or other available information contained on the 
shipment. 

4.1.2.3 Customer Service will begin the Returned Goods Process for 
Authorized Returns. 
 

4.2 Return receipt procedure: 
4.2.1 Customer Service will generate a Non-Conformance (Deviation) Report – 

NCR per SOP 1.275 for all customer requested product returns 
4.2.2 Customer Service will prepare Attachment A and send it to the customer. 
4.2.3 Once the signed Attachment A is received back from the Customer, Customer 

Service will forward that form to Quality Systems for review. 
4.2.4 Quality Systems will then review the completed Attachment A and accept or 

reject the return of the product. 
4.2.5 If rejected, Quality Systems will notify Customer Service that we will not allow 

the product to be returned. 
4.2.6 If accepted, Quality Systems will forward Attachment A to Customer Service 

who will issue the customer an RGA number and allow the product to be 
returned to Kinex Supportive Pharmaceuticals. 

4.2.7 Customer Service will then prepare Attachment B of this SOP and forward that 
form to Shipping and Receiving. 

4.2.8 Shipping/Receiving will retain Attachment B until returned product is received. 
4.2.9 Upon receipt of customer returned goods, Shipping/Receiving will complete 

the Receiving Section of Attachment B. Each package will then be labeled 
with Attachment C, Returned Goods Label. All product returns will be stored in 
the appropriate storage temperature. 

4.2.10 Shipping/Receiving will complete the Receiving Section of the (RI-IDS) form, 
Attachment B of this SOP. 

4.2.11 Shipping/Receiving will process a product return or a credit memo to return 
the product into the inventory system in the Warehouse on “In Inspection” 
status. 

4.2.12 Shipping/Receiving designee will then update the NCR with Credit Memo 
Number issued, date, quantity and any other comments noted on Attachment 
B.   Example: 150g returned on (date) in good condition.  Employees will place 
their initials next to comments. 

4.2.13 If all of the Packaging, Containers, Seals, and QDP label are in acceptable 
condition, Shipping/Receiving will proceed to Sampling Section of Attachment 
B and check No on the Sample Section, N/A number of containers sampled, 
sign and date the form and forward it to Quality Control for review. 

4.2.14 If any of the Packaging, Container, Seal, or label is damaged or missing, 
Shipping/Receiving will proceed to Sampling Section of Attachment B and 
collect a 1 gram sample per SOP for Sampling, label each sample, sign, date 
and forward the sample and form to Quality Control for testing. 
 

4.3 Quality Control procedure: 



 

 

 
 

4.3.1 Quality Control will review and complete QC Testing Review Section of 
Attachment B. 

4.3.2 If additional testing is required, Quality Control will request additional samples 
to be acquired by Shipping and Receiving by issuing a Special Test Request 
Form, WI-58. 

4.3.3 Quality Control will forward the (RI-IDS) Form Attachment B of this SOP to 
Quality Systems. 
 

4.4 Quality Systems procedure: 
4.4.1 Quality Systems will search the NCR Database for other possible problems 

associated with the lot number of the returned product. 
4.4.2 The decision to release or to discard product returns will be made by the 

Material Review Board (MRB) chaired by the Chief Compliance officer 
4.4.3 The disposition of the returned material will be recorded in the Non-

Conformance (Deviation) Report. 
4.4.4 If MRB makes the decision to return the material as it is labeled to salable 

inventory, Quality Systems will transfer the returned goods to 01 or LF 
Warehouse on “On-Hand” status and forward Attachment B to 
Shipping/Receiving to complete Distribution Final Review. 

4.4.5 If MRB makes the decision to discard the material, MRB will assign a 
designee to prepare a Product Discard Sheet, per SOP, Attachment B, 
Assessment of Expiration Date for Product, and forward that with Attachment 
B to diversion control personnel for processing. 

4.4.6 Completed Attachment B and if applicable the Product Discard Sheet, 
Attachment B, SOP 1.400,will be returned to Quality Systems for filing. 
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Product Storage Affidavit from Customer 

              
Responsibility: Kinex Supportive Pharmaceuticals Customer Service Department 
 
The product listed below has been requested for return to Kinex Supportive Pharmaceuticals 
(QDP): 
 
Item Code:       Lot #:        
 
Customer Catalog Number:      Customer Lot#:      
(if applicable) 
Reason for return:             
 
Date request received:     Qty. for return:      
 
RGA# assigned:      By/Date:        
              
Responsibility: Customer requesting return 
Customer Name and Addre  
 
 
 
The labeled storage requirements for this material is storage at: 
  15ºC to 30ºC     2ºC to 8ºC    -10ºC to -25ºC 

 
Note: Your signature below indicates that the materials have been stored under these 
conditions while in your possession. 
 
Customer signature:        Date:       
 
 Position:              
(Note: Quality Management representative or Supply Chain /Distribution Management 
level signature required). 
 
Return to Lange Compliance Office: Attention: Customer Service, Fax: 1-716-XXX-XXXX 
or scan and send to the respective Lange Group contact that you have been working 
with. 
              
Responsibility: Kinex Supportive Pharmaceuticals Quality Systems Department 
 
 NCR#:          
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QS Final Review:      Accepted            Rejected   
 
By:         Date:     
 
NOTE: 
 
Forward this document to Customer Service to Issue a Returned Goods Authorization 
to the Customer 
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Returned Items-Inventory Data Sheet 
 
Catalog #     Lot #     
              
Request for Return Goods:  Responsibility: Customer Service 
Reason for Return:             
Customer Material Storage Affidavit: □ Sent to customer □Returned from customer □ Issue 
Returned Goods Authorization RGA #:        
NCR#:          
              

Receiving: Responsibility: Distribution 
RGA #    Product Description:        

   

Customer:     Received By/Date:      

Quantity Received:      Expiration Date:                   

Inspection: 
Packaging (  )  Acceptable   (  ) Damaged  
Container (  )  Acceptable   (  ) Damaged 

 Seal  (  )  Acceptable   (  ) Damaged Qty. Seal Intact:    Qty. Seal 
Not Intact:    

Labeling (  )  Acceptable    = QDP labeled material   Label current:  Yes
  No 

(  ) Unacceptable = Non-QDP labeled material  
Comments/Other:              
Quarantine/Final Storage Location          

  

              
Sampling: Responsibility: Distribution 

Sample quantity for Identification testing required?  Yes (proceed to sampling)  No 
(forward to QC) 
Sample quantity:   Number of containers sampled:     

Sampled By/Date:         

Sent to QC By/Date:       

              
QC Testing Review / Approval: Responsibility Quality Control 

QC Checks: Specification version at the time of release = Effective date:    
         Specification version at the time of return = Effective date:      
Additional testing required:  Yes (testing updated)  No (no testing updated) 
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Testing:  Conforms  Does not conform  By/Date:       
              

Quality System Review: Responsibility QA Designee 
NCR#      Reviewed By/Date:        
Lot conforms to release specifications:  Yes  No 
Labeling conforms to release requirements:  Yes  No 
QS Final Review: Approved:  Rejected: Re-grade: By/Date:      
Transferred in Inventory System By/Date:          
              

Supply Chain Review: Responsibility Supply Chain 
The Catalog Number returned to QDP listed above has been re-assigned to Catalog#:   
   
Labeling to by updated: Issued new Packaging and Labeling   Yes  No 
By/Date:              
              

Distribution Final Review: Responsibility Distribution 
Product Stored at: 15-30°C, 2-8°C,  -10-25°C Product Discarded  
Quantity Stored:      Returned Goods Label removed:  Yes  No  
By/Date:              
 
 

Returned Goods 
DO NOT  

USE 
 
 

Catalog #          LOT #       
  
 
Product Description: 
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RGA #                  NCR #       
 
 
Comments: 
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“State Selected Software’s batch tracking functionality allows for easy traceability of any 

batch in the system. With “State Selected Software’s custom reporting utility, batches of medical 
marijuana can be traced back to their original source and tracked to every customer that received marijuana 
from any batch in question. Sales transactions are tied to customer records and are easily traceable to their 
original source, as well as to the totals for the time period in question. Transactions can be reloaded into 
the software at any time so that the transaction log and order details can be reviewed.  Reporting 
functionality also allows a batch to be traced back to its harvest, and all plants included in that harvest, in 
order to examine any processes carried out with the cultivation or post-harvest process relevant to a batch 
in question. 
 

8.1       Complaint files 

(a) Manufacturing, packaging, labeling, and holding operations will establish written procedures 
describing the handling of product complaints received regarding a marijuana-derived product. 

 

(b) A qualified person will: 

(1) Review product complaints to determine whether the product complaint involves a possible 
failure of a product to meet any of its specifications, or any other requirements, including 
but not limited to those specifications and other requirements that, if not met, may result in 
a risk of illness or injury; and 

(2) Investigate any product complaint that involves a possible failure of a product to meet any 
of its specifications, or any other requirements of this part, including but not limited to 
those specifications and other requirements that, if not met, may result in a risk of illness 
or injury. 

(c) The Quality Control Officer will review and approve decisions about whether to investigate a 
product complaint and review and approve the findings and follow-up action of any investigation 
performed. 

 

(d) The review and investigation of the product complaint, and the review by the Quality Control 
Officer about whether to investigate a product complaint, and the findings and follow-up action of 
any investigation performed, will extend to all related batches and relevant records. Related 
batches may include, but are not limited to, batches of the same product, other batches processed 
on the same equipment or during the same time period, or other batches produced using the same 
batches or lots of components or packaging components. 

 



 
 
 
 

202 

 

(e) A written record of the complaint and where applicable its investigation will be kept, including: 

(1) Identity of the product; 

(2) Batch, lot or other control number of the product; 

(3) Date the complaint was received and the name, address, or telephone number of the 
complainant, if available; 

(4) Nature of the complaint including, if known, how the product was used 

(5) Names of personnel who do the following: 

(i) Review and approve the decision about whether to investigate a product 
complaint; 

(ii) Investigate the complaint, and 

(iii) Review and approve the findings and follow-up action of any 
investigation performed. 

(6) Findings of the investigation and follow-up action taken when an investigation is 
performed; and 

(7) Response to the complainant, if applicable. 

 

(f) Manufacturing, packaging, labeling, and holding operations will establish a procedure for a 
product complaint that includes a report of an adverse event. For purposes of this section, an 
adverse event is a health-related event associated with use of a product that is undesirable, and 
that is unexpected or unusual. The procedure will address whether the adverse event requires the 
following: 

(1) Reporting to any public health authority; 

(2) Reporting to the physician of record for the individual reported to have experienced 
the adverse event, if known; and 

(3) Product recall. 
 
 
8.2  Returned products 

(a) Manufacturing, packaging, and/or labeling operations will establish written procedures describing 
the receipt, handling, and disposition of returned marijuana-derived products. 

(b) Returned products will be identified as such and be quarantined upon receipt. 

(c) Returned product will be reviewed and approved or rejected by the Quality Control Officer. 

(d) If the conditions under which returned product has been held, stored, or shipped before or during 
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its return, or if the condition of the product, its containers, or labeling, as a result of storage or 
shipping, casts doubt on the identity, purity, strength, composition, or freedom from contamination 
or adulteration of the product, the returned product shall be rejected unless examination, testing, 
or other investigations prove the product meets appropriate standards of identity, purity, strength, 
and composition and its freedom from contamination or adulteration. 

 

(e) If the reason a product is returned implicates associated batches, an appropriate 
investigation will be conducted and will extend to all related batches and relevant records. 
Related batches may include, but are not limited to, batches of the same product, other batches 
processed on the same equipment or during the same time period, or other batches produced 
using the same components or packaging components. 

(f) Rejected returned product returned to the manufacturing, packaging, labeling, and holding 
operation will be destroyed. 

(g) A written record will be kept of the return, and where applicable its investigation, including: 

(1) Identity of the product; 

(2) Batch, lot or other control number of the product; 

(3) Date the returned product was received; 

(4) Name and address from which it was returned, and the means by which it was returned; 

(5) Reason for the return; 

(6) Results of any tests or examinations conducted on the returned product, or on related 
batches, if any; 

(7) Findings of the investigation and follow-up action taken when an investigation is 
performed; 

(8) Any reprocessing performed on the returned product; 

(9) The ultimate disposition of the returned product, and the date of disposition; and 

(10) Names of the Quality Control Officer who do the following: 

(i) Review the reason for the product return; 

(ii) Review and approve any reprocessing, as applicable, and 

(iii) Review and approve the findings and follow-up action of any 
investigation performed. 

 
8.3      Recall procedures 

(a) Manufacturing, packaging, labeling, and holding operations will establish a procedure for 
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recalling a product that has been shown to present a reasonable or remote probability that the 
use of the product will cause serious adverse health consequences or could cause temporary or 
medically reversible adverse health consequences. This procedure will include: 

(1) Factors which necessitate a recall; 

(2) Personnel responsible for a recall; and 

(3) Notification protocols. 

(b) Manufacturing, packaging, labeling, and holding operations will establish a procedure for 
communicating a recall of product distributed by the operation. This procedure will include: 

(1) A mechanism to contact all customers that have, or could have, obtained the product from 
the operation; 

(2) A mechanism to contact the vendor that supplied the recalled product to the operation, if 
applicable; 

(3) Instructions for the return or destruction of any recalled product by customers; 

(4) Instructions for contacting the relevant manufacturing, packaging, labeling, and/or 
holding operations; and 

(5) Communication and outreach via media, as necessary and appropriate. 
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Section 9:   Product Quality Assurance 

 
9.1  Sanitation Plan Overview 

 
 
Plant Description and Background: 
 
  The company will produce botanical based pharmaceutical products utilizing natural and 
processed raw material/products that contains known biologically-active compounds which when in 
defined quantitative and qualitative amounts provides a documented health benefit, and thus, an important 
source in the prevention, management and treatment of chronic diseases of the modern age. The Company 
will produce these pharmaceuticals under strict adherence to sanitation protocols to assure quality 
assurance and quality control of all raw ingredients and finished products. 
 

The format of this sanitation plan is based on the USDA/FSIS/FDA templates traditionally used 
in this country. We utilized the approved BSI risk assessment model to determine the significance of our 
hazards.  This plan follows the traditional Management System of Codex Alimentarius and the guidance 
document of NACMCF for the Development of sanitation Plans. 
  
 Prerequisite programs and activities: 
 
Before implementing this sanitation plan, the following plant-wide programs and activities were evaluated 
and maintained. The plant conducts routine audits of the prerequisite programs.  Programs include but are 
NOT limited to 
 

 Current diagram of layout indicating product flow (blueprint diagram); 
 The Company’s Supplier Specification (certification) Requirements; 
 Cleaning and sanitizing procedures, including SSOP’s; 
 Preventive maintenance documentation for equipment, including calibration; 
 Training programs; 
 Procedures for receiving and storing ingredients; 
 Recall procedures including, traceability of raw materials to suppliers, coding of finished product, 

traceability through distribution and periodic mock recalls to verify that it works in the event of an 
actual recall; 

 Supplier audit program (e.g., review of supplier sanitation plans, purchase specifications, and 
letters of guarantee). 

 
These programs are the foundation on which the sanitation plan was developed and are important to the 
reliable functioning of the sanitation plan. The procedures for these programs are outside the scope of the 
sanitation plan. 
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Company commitment: 
 
We are proud of the products we produce and are committed to producing the highest quality and safest 
product in the industry. When developing theses sanitation plans, raw material/products safety is our 
primary concern. The sanitation concept deals with raw material/products safety and every effort has been 
made to evaluate all such hazards. 
 
 
 Sanitation Team members: 
 
Our sanitation Team members include people from all segments of production and administration. They 
are: 
 

1. Quality Assurance Officer  
2.  Extraction & Infusion Scientist 

 
Training and sanitation Team Meetings: 
 
The sanitation coordinator will attend a class on the Development and Implementation of sanitation, which 
is accredited by the International sanitation Alliance, Texas A &M University, located in College Station 
Texas.  
 
Monitoring training for Critical Control Points and on-going training will be conducted.  
 
Sanitation team meetings (monthly) and re-assessment meetings (annually) are held and documented. 
 
 
Process categories: 
 
All products are produced under one process categories. It is: 
 

I. Sub-lingual sprays 
 
Documentation with specific ingredients is proprietary and available on request. 
Flow charts were developed for all processes.  A Master Hazard Analysis was developed for all processes 
found on the flow charts. 
 
Control Points: 
Control points for process control are incorporated into the plants GMP’S and SOP’S  
 
Critical Control Points: 
Critical control points are specified in the sanitation plan. 
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9.2 Personal Hygiene 
  
9.2.1 Employee Personal Hygiene Policies: 

 
Employees shall be responsible for using safe handling methods as trained and instructed, and for 

practicing good personal hygiene.   
 

The following are the policies for every employee to follow to eliminate raw material/products 
borne illness and injury, and to achieve certainty in customer satisfaction.  
 
9.2.2  Individual illness and disease control: 

 
Any person who, by medical examination or supervisory observation, is shown to have, or appears 

to have, an illness, open lesions (boils, sores, infected wounds) or any abnormal source of microbial 
contamination that could contaminate raw material/products, raw material/products contact surfaces, or 
raw material/products packaging materials shall not be allowed to work with these items.  
 

If an employee's illness is not severe and symptoms are not acute, the employee can be assigned 
to tasks that do not involve handling or can be excused from work altogether until he/she is completely 
well.  Illness will not be passed on to customers or other employees.  
 

Employees, notify your supervisor / PIC if you are ill with diarrhea, vomiting, or other illness so 
that you can either be assigned to tasks that do not involve raw material/products handling, or excused 
from work altogether.  
 
When employees are hired, they will be taught to tell the supervisor / PIC if they have:    

a. Diarrhea or vomiting.    
 

b. Salmonella, Shigella, E. coli O157:H7, hepatitis A, or other intestinal illness (diagnosed 
by a doctor).    

 
c. Open, blistered, or infected burns, boils, cuts, etc. on the hands or forearms.    

 
d. Burns, wounds, or boils on the hands or forearms that are open, blistered, or have pus.    

 
e. Jaundice (yellowing of the skin or eyeballs). 

 
What to do when an employee has: 

a. Diarrhea or vomiting. 
i. Do not allow employees to work until they are well. 
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ii. Keep a written record of all employee reports of diarrhea and vomiting.  A sample 

log page is included in this manual. 
 

b. Hepatitis A. Salmonella, Shigella, E. coli O157:H7, other intestinal illness. 
i. Call your local health department to report the illness. 

 
ii. Do not allow employees with diarrhea or vomiting to work until they are well. 

 
iii. Employees without diarrhea or vomiting can work, but not with raw 

material/products or raw material/products-contact surfaces (clean equipment, 
utensils, linens, and single-service and single-use items). 

 
c. Open, blistered, or infected burns, boils, cuts, etc. on the hands or forearms. 

 
i. Supply the employee with a waterproof bandage to apply to the boil or wound. 

ii. Supply gloves, which will be worn it the boil or wound is on the hand or wrist. 
 

d. Persistent sneezing, coughing, or a runny nose. 
i. People with these symptoms can work, but will not work with raw 

material/products. 
 
 

e. Cuts and abrasions: 
i. Clean all cuts and abrasions using soap and disinfectant, water, and a brush.  There 

is no need to put a glove on the other hand if it has no problems.  When the 
uncovered hand gets dirty, it will be a signal to the worker to change gloves and 
continue to wash his or her hands.  Bacteria will grow on the warm, moist skin 
under the glove, so take the glove off, wash hands and put on a fresh glove 
frequently.  Never handle raw material/products with an infected cut or abrasion.  
(See also FIRST AID in this section.)  

 
9.3 Personal Cleanliness 
 
a) Maintain adequate personal cleanliness by bathing daily and using a deodorant to control body 

odor.  Use only mild perfumes or colognes that do not interfere with the aroma of raw 
material/products.  Keep hands free of foreign perfume odors. 
 

b) Wear clean uniforms and closed-toed shoes.  Replace clothing if it becomes dirty while 
working.      

 
c) Store clothing and personal belongings away from raw material/products production or 

equipment / utensils washing areas. 
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i. Fingernails.  Keep fingernails neatly trimmed.  Fingernails will not protrude past 
the ends of the fingertips more than 1/16" in length to make them easier to clean. 
 

ii. Do not use fingernail polish or artificial fingernails while working, because they 
might flake or fall off into a customer's raw material/products. 

 
iii. Hair restraint.  Restrain or cover your hair at all times (e.g., hairnets, headbands, 

caps, beard covers).  The covering or restraint will ensure that no hair will fall into 
the customer's raw material/products.  Employees with mustaches and beards keep 
facial hair clean, neat, and trimmed. 

 
iv. Mustaches cannot extend below the lip.  Beards will be kept closely trimmed to no 

more than 1/2 inch.  A beard net will be worn at all times in the processing area. 
 

v. Jewelry and hard objects in pockets.  Do not wear jewelry on the hands, wrist, neck, 
or ears. 

 
vi. Do not carry hard objects in your outside pockets. 

 
vii. Plain wedding bands are acceptable but not recommended. 

viii. Handkerchiefs and facial tissues.  Never carry a handkerchief or facial tissue when 
working with raw material/products.  If you will use a tissue, use it at the hand sink, 
then immediately wash your hands at the hand sink.  If you sneeze, direct it toward 
your shoulder and away from raw material/products. 

 
ix. Chewing gum, smoking, and eating.  Do not chew gum when working with raw 

material/products. 
 

x. Never smoke in the raw material/products production area. 
 

xi. Never eat or drink while handling raw material/products. 
 

xii. Raw material/products and beverages are only consumed in the employee break 
room. 

 
d) Toilet facilities are provided off the worker's dressing room, physically separated from 

processing areas. Toilet facilities have self-closing doors, are maintained in good repair, and 
are cleaned and sanitized daily at the end of the shift. 
 

e) Hand washing facilities are provided in processing areas including the extraction lab and in the 
toilet facility. Hand washing facilities have: hot and cold running water with liquid sanitizing 
hand soap; hand sanitizer solutions; sanitary towel service; Signs directing workers to wash 
their hands and gloves thoroughly and sanitize them before starting work, after each absence 
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from their workstation, and anytime they have become soiled or contaminated; and refuse 
receptacles.  

 
9.4 MEDICATION 
 

Employees' personal medicines are stored in the plant manager’s office, in case an 
employee will take personal medicine immediately. 

 
 

9.5 FIRST AID 
 

First aid materials are stored so that these materials cannot contaminate raw material/products. 
 

a. First aid supplies shall be checked weekly by the PICs and shall be replenished. 
 

b. Hand cuts and abrasions. 
 

c. Employees will inform supervisors of cuts and abrasions on the hands and any other skin 
abrasions on exposed areas of the body. 
 

d. Employees shall not work with any uncovered, ungloved infected cut or abrasion on the 
hands. 

 
e. Cuts and abrasions that are not severely infected and do not interfere with an employee's 

ability to perform tasks shall be cleaned, disinfected, bandaged, and covered with a clean, 
waterproof covering (e.g. a clean, plastic glove) at the entrance to the plant. 

 
f. After putting on glove, wash your ungloved hand. 

 
g. You will need to use your gloved hand in the process of doing this. 

 
h. Contact with blood or body fluids from another person. 

 
i. Before any personnel touch the blood (e.g., if bandaging the wound of another individual) 

or any other body fluid such as vomitus of another person, they shall put on properly fitting, 
disposable gloves that will prevent the body fluid from entering any cuts or breaks in the 
skin of their own hands.    

9.6 Water Safety  

9.6.1  Control Measures  
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All water used in the plant is from a reliable municipal water system. The water system in 
the plant will be designed and installed by a licensed plumbing contractor, and meets current 
community building codes. All modifications to the plumbing system will be completed by a 
licensed plumbing contractor and will be inspected to ensure conformance with local building 
codes. All hoses inside and outside the plant have anti-siphoning devices installed. Floors are 
sloped to facilitate drainage.  

 
9.6.2  Monitoring Procedures 
  

The municipal water district routinely monitors the water to ensure that it meets state and 
federal water quality standards. The quality assurance supervisor receives and reviews annual 
reports of municipal water quality.  
 

Twice a year, and when modifications are made to the plumbing system, water samples 
from at least four locations in the plant are sent to a private testing laboratory and examined for 
the presence of coliforms. Cultures testing positive for coliforms are examined for the presence of 
fecal coliforms. The quality assurance supervisor receives and reviews the laboratory reports.  
 

 
9.6.3  Corrective Actions  
 

In the event of municipal water treatment failure, the plant will stop production, determine 
when the failure occurred, and embargo all products produced during the failure until product 
safety can be assured. Production will resume only when water meets state and federal water 
quality standards.  

  
If in-plant sampling indicates the presence of coliforms in more than 5% of plant water 

samples, the plant will contact the municipal water system and inspect the plumbing system to 
determine the source of the coliforms. Corrections will be made to the plumbing system, if 
necessary, to correct problems.  

 
If in-plant sampling indicates the presence of fecal coliforms in any plant water sample, 

the plant will stop production and embargo all products until product safety can be assured. The 
plant will contact the municipal water system and inspect the plumbing system to determine the 
source of the fecal coliforms. Corrections will be made to the plumbing system, if necessary, to 
correct problems. Production will resume only when water meets state and federal water quality 
standards.  

 
Floors with standing water will have the drains unplugged, or, if necessary, consultations 

will be held with plumbing or general contractors and corrections will be made to correct floor 
drainage problems.  

 
9.6.4  Record Keeping  
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Reports are kept for municipal water quality, in-plant water quality testing, and corrective 

actions. Hose inspections, floor drainage inspections, and corrective actions are recorded on the 
Daily sanitation Report.  
 

9.7 Facility, Equipment Cleaning, Sanitation & Pest Control  
 
9.7.1 SUBSTANCES USED IN CLEANING AND SANITIZING; STORAGE OF TOXIC 
MATERIALS 
 

a. Cleaning compounds and sanitizing agents used in cleaning and sanitizing procedures shall 
be free from undesirable microorganisms. 
 

b. Cleaning compounds and sanitizing agents shall be safe and adequate, as verified by any 
effective means, including purchase under a supplier's guarantee or certification, or 
examination for contamination.    

c. Sanitizing agents shall be adequate and safe under conditions of use. Only the following 
materials are used or stored in the plant where product is processed or exposed:    

i. Those required to maintain clean and sanitary conditions.    
 

ii. Those needed for used in laboratory testing procedures.   
 

iii. Those needed for plant and equipment maintenance and operation.     
 

iv. Those needed for use in plant operations.    
 

d. Toxic cleaning compounds, sanitizing agents, and pesticide chemicals shall be identified, 
held, and stored so as to protect against contamination of raw material/products, raw 
material/products contact surfaces, or raw material/products packaging materials.  These 
materials shall be stored in locked and labeled facilities away from production or handling 
areas.  Raw material/products-grade chemicals and lubricants are stored separately from 
non-raw material/products-grade chemicals and lubricants.  

 
9.7.2  CLEANING & SANITIZING GMP’S 
 

a. Preoperational sanitation.  All equipment will be cleaned and sanitized prior to starting 
production.  Sanitizer concentration will be measured and documented at least once daily.  
If sanitizer buckets are used for wipes or utensils, the concentration will be checked and 
recorded at least every 4 hours during production. Approved test strips recommended by 
the chemical supplier will be used to determine the strength of the solution that is used 
prior to sanitation.  There will be a daily sanitation inspection of production lines before 
operations begin.  This will be recorded on the Cleaning and Sanitizing Schedule and Pre-
Operations Report.   
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b. Cleaning and sanitizing of utensils and equipment shall be conducted so as to protect 

against contamination of raw material/products, raw material/products contact surfaces, or 
raw material/products packaging materials.  Raw material/products contact surfaces will 
be cleaned following contact with allergen-containing raw material/products.  If high 
temperature sanitization is used instead of chemical sanitization, water temperatures will 
be measured and recorded for each cleaning cycle. 

     
1) A written cleaning and sanitation program for all equipment and premises 

(production and storage areas) will be followed.  (See Cleaning and Sanitizing 
Schedule and Pre-Operations Report)  The program includes: the name of the 
responsible person; the frequency of the activity; the procedures for cleaning and 
sanitizing; the chemicals and concentrations used; the temperature requirements; 
and the type and frequency of inspection to verify the effectiveness of the program.  
 

i. Sanitary procedures for cleaning and sanitizing equipment are used.    
i) The equipment is disassembled.  Parts are placed in designated washing 

tubs, racks, and sinks.   
 

ii) Product debris is removed.    
 

iii) Equipment parts are rinsed with potable water   
 

iv) Equipment is sanitized with approved sanitizer, and rinsed with potable 
water if required.    

 
v) Equipment is reassembled.  (See sanitation Procedures and Standards)    

 
ii. Chemicals will be used in accordance with the manufacturer’s instructions.    

 
iii. The sanitation program will be carried out in a manner that does not 

contaminate raw material/products or packaging materials during or following 
cleaning and sanitizing (e.g. aerosols, chemical residues).    

 
iv. Implementing, monitoring, and record keeping.  The Quality Control Officer 

performs daily visual sanitation inspection after preoperational equipment 
cleaning and sanitizing.  The results of the inspection are recorded on the 
Cleaning and Sanitizing Schedule and Pre-Operations Report.  If everything is 
acceptable, the appropriate box is initialed.  If corrective actions are needed, 
such actions are documented on the report.  
i) NOTE:  Operations will begin only after sanitation requirements are 

met.    
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v. Corrective action will be taken, based on visual inspection of equipment and 
premises.  Evidence of improper cleaning is, but not limited to: raw 
material/products particles, grease build-up (either yellow gummy or carbon), 
soap or water residue on surfaces, mold, dust, and oxidation of metals.  The 
Quality Control Officer will mark type and area of concern on the checklist.  
This information will then be given to the person assigned to clean.  Once the 
cleaning is completed, the QC person will re-inspect and make notation on the 
Cleaning and Sanitizing Schedule and Pre-Operations Report, of time cleaning 
was completed.    

 
9.8 Sanitation of Raw Material/Products Contact Surfaces.   
 

Cleaning and sanitizing of utensils and equipment shall be conducted so as to protect against 
contamination of raw material/products, raw material/products contact surfaces, or raw material/products 
packaging materials.   

a. All raw material/products contact surfaces, including utensils and raw material/products 
contact surfaces of equipment, will be cleaned and sanitized as frequently as necessary to 
protect against contamination of raw material/products.    
 

b. Raw material/products contact surfaces used for manufacturing or cleaning and sanitizing 
Schedule and Pre- Operations Report, Encl. B1.holding low-moisture raw 
material/products shall be in a dry, sanitary condition at the time of use.    

 
c. When surfaces are wet-cleaned, they shall, when necessary, be sanitized and thoroughly 

dried before subsequent use.     
 

d. Cleaning in wet processing:  When cleaning is necessary to protect against introduction of 
microorganisms, all raw material/products contact surfaces shall be cleaned and sanitized 
before use and after any interruption during which the raw material/products contact 
surfaces may have become contaminated.  Written procedures are in place for pre-
operational inspection, cleaning during a production shift and post operational cleaning.     

i. Cleaning during continuous production:  Where equipment and utensils are used in 
a continuous production operation, the utensils and equipment raw 
material/products contact surfaces shall be cleaned and sanitized as necessary.    

 
ii. Non-raw material/products-contact surfaces of equipment will be cleaned as 

frequently as necessary to protect against contamination of raw material/products.   
 

iii. Any facility, procedure, or machine shall be acceptable for cleaning and sanitizing 
equipment and utensils if it is established that the facility, procedure, or machine 
routinely render equipment and utensils clean and provide an adequate cleaning and 
sanitizing treatment.     
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iv. Employees change outer garments, wash hands and sanitize hands with an approved 
hand sanitizer (sanitizer is equivalent to 50 ppm chlorine), put on clean gloves and 
step into a boot sanitizing bath on leaving and entering new rooms.   

 
 

v. Corrective action.  When the Quality Control Officer identifies sanitation 
problem(s) during production, the Processing Manager is notified and production 
is stopped.  Employees are notified to take appropriate action to correct the 
sanitation problem(s).  Employees are retrained, if necessary.  Corrective actions 
are recorded on the Corrective Action Report.    

 
9.8.1 Frequency of cleaning    
 

a. Clean-ups of manufacturing and process equipment including stainless work tables, and 
floors in preparation room(s) will done once every 4 hours, as well as at the end of the 
production day.    
 

b. Smaller utensils and equipment such as scales, thermometers, agriculture and 
manufacturing utensils will be cleaned after each use, in the 3- compartment sink wash-
rinse-sanitize or in a utensil washing machine.  Scales, racks for trays, and garbage cans 
will be cleaned on a daily basis at the completion of production shifts, or more often if 
necessary. 

 
9.9  Storage of cleaned and sanitized portable equipment  

Portable equipment with raw material/products contact surfaces and utensils shall be stored in a 
location and manner that protects raw material/products contact surfaces from contamination.    

 
9.9.1  Cleaning of equipment    

All equipment that has not be used, washed, and sanitized within the previous 24 hours 
will be re- washed and sanitized prior to placing into service.  Before these pieces are 
placed back into circulation, QC will re-inspect.    

 
9.9.2  Cleaning of facilities (includes floors, walls, and ceilings)    

 
a) Separate cleaning equipment will be used for cleaning floors and walls and for equipment 

cleaning.  All cleaning tools will be washed, rinsed, and sanitized, to include hoses, which 
are no more than 45 feet long.      
 

b) Cleaning procedure 
i. Debris is swept up and discarded. 

ii. Facilities are rinsed with potable water 
iii. Facilities are cleaned with an approved cleaner, according to manufacturer's 

directions.  
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iv. Facilities are rinsed with potable water 
v. Cleaning frequency 

 
c) Floors and walls are cleaned at the end of each production day. 

 
d) Ceilings are cleaned as needed, but at least once a year. 

i. Monitoring.  The Quality Control Officer performs daily visual inspection prior to 
the start of operations. 
 

ii. Corrective action(s).  When the Quality Control Officer determines that the 
facilities do not pass visual inspection, the cleaning procedure and re-inspection are 
repeated.  The cleaning of facilities is monitored and sanitation crew is retrained if 
necessary.  Corrective actions to prevent direct product contamination or 
adulteration are recorded.       

 
9.9.3  Approved Chemicals list and Material Safety Data Sheets are on file.   

 
a) Detailed information about all chemicals used in cleaning and employees will maintain 

sanitizing on file for easy access.  This form is also used for pest control chemicals.   
   

9.9.4  Reporting 
a) Daily sanitation Reports are completed as records for compliance. 

 
9.10   PEST CONTROL GMPs    
 
GENERAL 

a) There is removal of litter, waste, and cutting grass and weeds within the immediate vicinity 
of the buildings / structures to prevent breeding / harborage of pests.   
 

b) There is inspection of the plant and extermination or other means to exclude pests, dirt, and 
filth that could contaminate raw material/products if neighboring grounds are not under the 
operator's control, and are not maintained as above.    

 
c) No pets shall be allowed in any area of the raw material/products plant.  Guard or guide 

dogs shall only be allowed in some areas where the presence of the dogs is unlikely to 
contaminate raw material/products; raw material/products contact surfaces, or raw 
material/products packaging materials.     

d) Effective measures to exclude pests from processing areas and to protect against raw 
material/products contamination on the premises shall be taken.     

 
e) Use of insecticides or rodenticides shall be used as defined by law and permitted only under 

precautions and restrictions that will protect against contamination of raw 
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material/products; raw material/products contact surfaces, and raw material/products 
packaging materials.     

 
f) Documentation as part of a pest control program shall be maintained.    

 
9.10.1 PEST CONTROL PROGRAM    
 

a) A systematic pest control program is essential to prevent adulteration.  If the facility is dirty 
no amount of pest control chemicals will prevent or stop insect and rodent infestation.    

i. The entire production facility is inspected regularly for any evidence of pests. 
 

ii. Storage areas are kept clean and free of debris and spilled raw material/products, 
which serve as a breeding area for pests. 

 
iii. Doors, windows, screens, walls, and floors are clean and well maintained so that 

pests cannot find a way into the establishment.      
 

b) The use of properly cleaned and sanitized insect- and rodent-proof, covered trash 
containers discourages pest breeding.  Floor drains are properly trapped to prevent insect 
and rodent entry.    
 

c) All raw material/products items will be kept in closed, labeled containers and carefully 
inspected as received for evidence of pests before they are stored.  Fresh ingredients are 
not added to old ingredients.  

 
d) If pests are discovered, immediate steps are taken to eliminate them.     

 
e) Sanitation requires verification by a supervisor or higher- level person that service provided 

by a pest control company was performed fully.  This is done when the sanitation team 
does a monthly inspection of the facility.    

 
f) Pest control reports are normally kept for six months.      

 
 

g) Material Safety Data Sheets are kept and available for all pesticides used on the premises.     
  

h) If traps are used to trap rodents, a Floor Plan will be made that indicates the location of 
these devices and the type of bait in each trap.   

 
i) Pesticides will be used correctly.  Any commercial chemicals used for pest control are toxic 

when not used correctly.  A pest control chemical list will be maintained. 
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j) All raw material/products supplies will be placed in covered containers or removed from 
the area during pesticide application.  All raw material/products contact surfaces will be 
covered or washed, rinsed, and sanitized after pesticide application.  

 
k) Gaps around doors will be 1/4 inch or less.    

 
l) All vendors will operate an effective pest control program.  Service for outdoor poison bait 

will be monthly (licensed PCO only) and twice monthly for indoor rodent catch traps.  Fly 
lights will be inspected and cleaned weekly.       

 
m) Records will include a current business license from the pest control company, a certificate 

of liability insurance from pest control company, service records that specify the date of 
service, the nature of the service, and any observations or corrective actions that are 
necessary, an activity log for all devices, and a current device map with numbered locations 
and a legend that includes mechanical rodent traps, toxic bait stations, and insect lights.  
All toxic bait stations will be anchored to the ground and tamper proof.        

 
n) A. chemical application log will be kept by the pest control service technician, and MSDS 

for all chemicals. 
 

o) All outdoor toxic bait stations will be anchored to the ground, tamper resistant, numbered, 
and located at least every 50 linear feet around the building. 

 
 

p) Indoor mechanical crawling pest devices will be numbered and located every 25 to 30 
linear feet, along all indoor raw material/products storage areas. 
 

q) Flytraps are placed as necessary, but not in direct view from outdoors so they do not attract 
pests from outdoors. Explosive devices will not be located in raw material/products 
production areas and will be at least 20 feet from stored raw material/products or 
packaging. Non-explosive fly lights will not be located above exposed raw 
material/products, but can be located within 10 feet. 

9.11 FDA/ORA COMPLIANCE POLICY GUIDE 

 

CHAPTER - 5 SUB CHAPTER - 555  
SECTION 555.425 -Raw material/products - Adulteration Involving Hard or Sharp Foreign Objects 

BACKGROUND:  
Hard or sharp foreign objects in raw material/products may cause traumatic injury including laceration 
and perforation of tissues of the mouth, tongue, throat, stomach and intestine as well as damage to the 
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teeth and gums. From 1972 through 1997, the FDA Health Hazard Evaluation Board evaluated 
approximately 190 cases of hard or sharp foreign objects in raw material/products. These include cases of 
both injury and non-injury reported to FDA. The Board found that foreign objects that are less than 7 mm, 
maximum dimension, rarely cause trauma or serious injury except in special risk groups such as infants, 
surgery patients, and the elderly. The scientific and clinical literature supports this conclusion.  

Hard or sharp natural components of a raw material/products are unlikely to cause injury because of 
awareness on the part of the consumer that the component is a natural and intrinsic component of a 
particular product. The exception occurs when the raw material/products label represents that the hard or 
sharp component has been removed from the raw material/products. The presence of the naturally 
occurring hard or sharp object in those situations (e.g., pit fragments in pitted olives) is unexpected and 
may cause injury. FDA has established Defect Action Levels for many of these types of unavoidable 
defects in other Compliance Policy Guides and therefore they are not subject to the guidance in this 
document.   

REGULATORY ACTION GUIDANCE:  
The following represent the criteria for direct reference seizure to the Division of Compliance 
Management and Operations (HFC-210) and direct reference import detention to the districts.  

a. The product contains a hard or sharp foreign object that measures 7 mm to 25 mm, in length. 

and 

b. Samples found to contain foreign objects that meet criteria a. and b., above will be considered 
adulterated within the meaning of 21 U.S.C. 342(a)(1).  The following represent the criteria for 
recommending legal action to CFSAN Office of Field Programs, Division of Enforcement and Programs 
(HFS-605).  

c. The product contains a hard or sharp foreign object that measures 7 mm to 25 mm in length, and the 
product requires additional preparation or processing that may have an effect on the presence of the foreign 
objects in the finished raw material/products. For example, additional sifting of a product may or may not 
remove foreign objects, depending on the measurements of the objects and the mesh aperture of the sifter. 
In these situations, the preparation or processing of the raw material/products will be described in the 
recommendation submitted by the District. 

or 

d. The product contains a hard or sharp foreign object less than 7 mm in length and if a special-risk group, 
as defined in the background section, is among the intended consumers of the product. 

or 
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e. The product contains a hard or sharp foreign object over 25 mm in length. 

A sample found to contain a foreign object that meets criterion c., d., or e., above will be considered 
adulterated within the meaning of 21 U.S.C. 342(a)(1) if a health hazard is established by CFSAN review. 
The CFSAN health hazard review in this case will consider various factors including the intended use of 
the product, subsequent processing steps, official guidance and requirements concerning unavoidable 
natural defects, and other mitigating factors that could eliminate, invalidate or neutralize the hazard prior 
to consumption of the raw material/products product.  

REMARKS: 
If CFSAN review finds no health hazard associated with a sample containing a hard or sharp foreign object 
that meets criterion c., or d., above, the sample will be considered adulterated within the meaning of U.S.C. 
342(a)(3) if a CFSAN review finds the article unfit for raw material/products. The CFSAN review in this 
case will consider various factors including subsequent processing steps, extent of contamination, and 
intended use of the product. 

CPG 515.350 addresses imbedded objects in confectionary, which may cause such raw material/products 
to be adulterated within the meaning of 21 U.S.C. 324(d) (1).  

SPECIMEN CHARGES:  
The following charges are appropriate for a product that satisfies criteria a. and b. for direct reference 
seizure: 

Article (was adulterated when introduced into and while in interstate commerce) (is adulterated while held 
for sale after shipment in interstate commerce), within the meaning of 21 U.S.C. 342 (a) (1), in that it 
bears or contains a deleterious substance which may render the raw material/products injurious to health.  

 Article is subject to refusal of admission pursuant to Section 801(a) (3) in that the article appears to bear 
or contain a deleterious substance, which may render it injurious to health. 

 

 

 

9.12 Controlling Time and Temperature during the Extraction Process 
 

PURPOSE: To ensure optimal control of extraction and processing variables. 
 

SCOPE:  This procedure applies to raw material/products service employees who prepare extracted 
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products. 
 

INSTRUCTIONS: 
1. Train raw material/products service employees on using the procedures in this SOP. Refer to the 

Using and Calibrating Thermometers SOP. 
 

2. Follow State or local health department requirements. 
 

3. Wash hands prior to preparing raw material/products. Refer to the Washing Hands SOP. 
 

4. Use clean and sanitized equipment and utensils while preparing raw material/products. 
 

5. Prepare raw materials in small batches. 
 

MONITORING: 
1. Use a clean, sanitized, and calibrated probe thermometer, preferably a thermocouple. 

 
2. Take at least two internal temperatures from each pan of raw material/products at various 

stages of preparation. 
 

3. Monitor the amount of time that raw material/products is in the temperature danger zone. It will 
not exceed 4 hours. 

 

CORRECTIVE ACTIONS: 
1. Retrain any raw material/products service employee found not following the procedures in this 

SOP. 
 

2. Immediately return raw materials to the refrigerator if the anticipated preparation 
completion time is expected to exceed 30 minutes. 

 

VERIFICATION AND RECORD KEEPING: 

Raw material/products service employees will record the date, product name, start and end times of 
production, the two temperature measurements taken, any corrective actions taken, and the amount of 
raw material/products prepared on the Production Log. The extraction officer manager will verify that 
extraction service employees are taking the required temperatures and following the proper preparation 
procedure by visually monitoring raw material/products service employees during the shift and 
reviewing, initialing, and dating the Production Log daily.  Maintain the Production Log as directed by 
your State agency.  The raw material/products service manager will complete the raw material/products 
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Safety Checklist daily.  The Raw material/products Safety Checklist is to be kept on file for a minimum 
of 5 years. 

 

DATE IMPLEMENTED: BY:    
 
 
DATE REVIEWED: _ BY:    
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
9.13  Summary of Corrective Actions for sanitation-Based SOPs 

 
 

SOP Corrective Action 
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Controlling Time and 
Temperature During 
Preparation 

Critical Control 
Point (CCP) 

1. Retrain any raw material/products service employee found 
not following the procedures in this SOP. 

2. Immediately return ingredients to the refrigerator if the anticipated 
preparation completion time is expected to exceed 30 minutes. 

3. Discard raw material/products held in the temperature danger zone 
for more than 4 hours. 

Date Marking 
 

1. Retrain any raw material/products service employee found 
not following the procedures in this SOP. 

2. Raw material/products that are not date marked or that exceed the 7-
day time period will be discarded. 

 
Employee Health Policy 

 
To be determined by school officials and State or local health department. 

Handling A Raw 
material/products Recall 

1. Retrain any raw material/products service employee found not 
following the procedures in this SOP. 

2. Determine if the recalled product is to be returned and to whom, 
or destroyed and by whom. 

3. Notify feeding site staff of procedures, dates, and other specific 
directions to be followed for the collection or destruction of the recalled 
product. 

4. Consolidate the recall product as quickly as possible, as but no later 
than 30 days after the recall notification. 

5. Notify the Department 
6. Follow recall procedures. 
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SOP Corrective Action 
Personal Hygiene 1. Retrain any raw material/products service employee found 

not following this procedure. 
2. Discard affected raw material/products. 

Preventing 
Contamination at 
Raw 
material/products 
Bars 

1. Retrain any raw material/products service employee found 
not following the procedures in this SOP. 

2. Remove and discard contaminated raw material/products. 
3. Demonstrate to customers how to properly use utensils. 
4. Discard the raw material/products if it cannot be determined 

how long the raw material/products temperature was above 41 
Preventing Cross- 
Contamination during 
Storage and Preparation 

1. Retrain any raw material/products service employee found 
not following the procedures in this SOP. 

2. Separate raw material/products found improperly stored. 
3.  

Receiving Deliveries 1. Retrain any raw material/products service employee found 
not following the procedures in this SOP. 

2. Reject the following: 
 Frozen raw material/products with signs of previous thawing 
 Sealed containers that have signs of deterioration, such as 

swollen sides or ends, flawed seals or seams, dents, or rust 
 Punctured packages 
 Raw material/products with outdated expiration dates 
  
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SOP Corrective Action 
Storing and Using 
Poisonous or Toxic 
Chemicals 

1. Retrain any raw material/products service employee found not 
following the procedures in this SOP. 

2. Discard any raw material/products contaminated by chemicals. 
3. Label and/or properly store any unlabeled or misplaced chemicals 

Using and Calibrating a 
Thermometer 

1. Retrain any raw material/products service employee found not 
following the procedures in this SOP. 

2. For an inaccurate, bimetallic, dial-faced thermometer, adjust the 
temperature by turning the dial while securing the calibration nut 
(located just under or below the dial) with pliers or a wrench. 

3. For an inaccurate, digital thermometer with a reset button, adjust the 
thermometer according to manufacturer’s instructions. 

4. If an inaccurate thermometer cannot be adjusted on-site, discontinue 
using it, and follow manufacturer’s instructions for having the 
thermometer calibrated. 

5. Retrain employees who are using or calibrating raw material/products 
thermometers improperly. 

SOP Corrective Action 
Washing Hands 1. Retrain any raw material/products service employee found not 

following the procedures in this SOP. 
2. Ask employees that are observed not washing their hands at the 

appropriate times or using the proper procedure to wash their hands 
immediately. 

3. Retrain employee to ensure proper hand washing procedure. 
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9.14 Corrective Action Log (Deviation Log) 
1. Cause of Deviation 

Determine and correct the cause of non-compliance; 
2. Disposition of Non-Compliant Product 

Determine the disposition of non-compliant product 
3. Corrective Action Taken 

Record the corrective actions that have been taken. 

    4. Measure Taken to Prevent Re-occurrence 

 

Signature of 
individual performing 
corrective action. 

 

      Date______________________  
Time_________________________ 

 

CORRECTIVE ACTION INSTRUCTIONS AS PER NACMCF 
NACMCF 
“Establish corrective actions (Principle 5)  
The sanitation system for raw material/products safety management is designed to identify health hazards 
and to establish strategies to prevent, eliminate, or reduce their occurrence. However, ideal circumstances 
do not always prevail and deviations from established processes may occur. An important purpose of 
corrective actions is to prevent raw material/products, which may be hazardous from reaching consumers. 
Where there is a deviation from established critical limits, corrective actions are necessary.  
Therefore, corrective actions will include the following elements:  
(a) Determine and correct the cause of non-compliance;  
(b) Determine the disposition of non-compliant product and  
(c) Record the corrective actions that have been taken.  
Specific corrective actions should be developed in advance for each CCP and included in the sanitation 
plan. As a minimum, the sanitation plan should specify what is done when a deviation occurs, who is 
responsible for implementing the corrective actions, and that a record will be developed and maintained 
of the actions taken. Individuals who have a thorough understanding of the process, product and sanitation 
plan should be assigned the responsibility for oversight of corrective actions. As appropriate, experts may 
be consulted to review the information available and to assist in determining disposition of non-compliant 
product.” 
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Section 10:   Recordkeeping 
 

All inventory and recordkeeping will be done utilizing the “State Selected 
Software” Software and accompanying equipment. Inventory reconciliation modules 
within “State Selected Software” system support best-practices for inventory control.  
“State Selected Software”’s reconciliation module tracks date of reconciliation, products 
reconciled, reconciled amount and identifies the user performing the reconciliation. 
Reconciliation records are retained and can be viewed and printed at any time in the future. 

10.1 Materials inventory 

(a) Manufacturing, packaging, labeling and holding operations will keep written 
records for each shipment of component, packaging component, marijuana-
derived product received from another company or individual. 

 

(b) Records will be kept of the following: 

(1) Identity of the received item, as applicable to the item; and any 
component number or product number if such are in use by the supplier; 

(2) Supplier or vendor from which the shipment was received; 

(3) Original cultivation operation, processing operation, or 
manufacturing operation, if known and where applicable; 

(4) The cultivation operation's, processing operation's, manufacturing 
operation's, or supplier’s batch, lot, or control number, if known and where 
applicable; 

(5) Date of receipt; and 

(6) Shipment delivery method, including where applicable the name of 
the commercial or private carrier. 

 

(c) Additionally, manufacturing, packaging, and labeling operations will keep records, 
or establish cross references to other records such as manufacturing batch records, 
of the following information: 

(1) Batch, lot, or other control number assigned by the manufacturing, 
packaging, and/or labeling operation to the shipment; 

 

(2) Inspection, sampling, testing, and examinations performed on the batch or 
lot, and the conclusions derived therefrom, as applicable to the scope of the 
operation; 
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(3) Any treatment, reprocessing, or other deviation performed by the operation 
on the batch or lot prior to use; 

 

(4) Disposition of the batch or lot by The Quality Control Officer, including 
the date and the signature of the person responsible for approving or 
rejecting the batch or lot and any treatment, reprocessing, or other deviation 
performed thereon; 

 

 

(5) A record of each use of the batch or lot in production, including: 

(i) Quantity used, including unit of measure; 

(ii) Name and batch, lot, or other control number of the product batch 
in which the batch or lot is used; and 

(iii) Initials of the person(s) responsible for removing from storage 
the necessary quantity for use in the designated batch. 

 

(6) A record of any portion of the batch or lot returned from production to 
storage, including: 

(i) Quantity returned, including unit of measure; 

(ii) Name and batch, lot, or other control number of the batch or lot 
from which the portion is returned; and 

(iii) Initials of the persons responsible for verifying the quantity returned. 

 

(7) A record of any portion of the batch or lot disposed of from storage, 
including the quantity, unit of measure, reason, and persons responsible for 
measuring the quantity.  

 

(8) A complete and accurate record of all plant stock or products of marijuana 
on hand will be prepared weekly as well a comprehensive inventory 
performed annually on the anniversary of the initial inventory. “State 
Selected Software”’s custom reporting engine allows for custom, filterable, 
reports to be built and exported from the system. This includes reports 
showing the amount of medical marijuana and the number of plants at the 
cultivation center at any given point in time. Comprehensive plant records 
and cultivation reporting tools enable the Cultivation Agent in Charge and 
Quality Control Officer to review plant reports and reconcile against 
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physical plant inventory on a regular basis. “State Selected Software”’s 
reporting and reconciliation reports support best practices of weekly and 
annual physical plant inventories.  

10.2  Logistics 

(a) Manufacturing, packaging, labeling and holding operations will keep written 
records for each batch or lot of marijuana-derived product distributed by the 
operation. 

 

(b) Records will be kept of the following: 

(1) Identity of the marijuana-derived product, and any item code or product 
number if such are in use by the manufacturing, packaging, labeling, or 
holding operation; 

 

(2) A record of each distribution of the batch or lot, including: 

(i) Quantity distributed, including unit of measure; 

(ii) Name and address of each company or non-profit entity to which, 
or individual to whom, the batch is distributed, unless a system 
exists to unambiguously cross-reference the name to the 
corresponding address maintained on file separately; 

(iii) Shipping method by which each shipment is distributed, 
including where applicable the name of the commercial or 
private carrier; 

(iv) Initials of the persons responsible for removing from storage 
the necessary quantity for each shipment. Each distribution 
will be verified by a second person. 

 

(3) A record of any portion of the batch or lot returned to storage, including: 

(i) Quantity returned, including the unit of measure; 

(ii) Company, non-profit entity, individual, or location from 
which the portion is returned; 

(iii) Shipment return method, including where applicable the name of 
the commercial or private carrier; 

(iv) Initials of the person(s) responsible for verifying the quantity returned; 

 

(4) A record of any portion of the batch or lot disposed of from storage, 
including the quantity, unit of measure, reason, and persons responsible for 
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measuring the quantity. 

 

(c) Additionally, manufacturing, packaging, and labeling operations will keep records 
or establish cross references to other records such as manufacturing batch records, 
for the following: 

(1) Batch, lot, or other control number assigned by the manufacturing, 
packaging, and/or labeling operation to the batch or lot; 
 

(2) Inspection, sampling, testing, and examinations performed on the batch or 
lot by the operation, and the conclusions derived therefrom; 

 
(3) Any treatment, reprocessing, or other deviation performed on the batch or 

lot by the operation prior to distribution; and 
 

(4) Disposition of the batch or lot by the Quality Control Officer, including 
the date and the signature of the person responsible for approving the batch 
or lot for distribution; and the date and the signature of the person 
responsible for approving or rejecting any treatment, reprocessing, or other 
deviation performed thereon. 

 
 
10.3   Reconciliation 
 
(a) Records of receipt, use or distribution, return, and disposal of each batch or lot of 

components, packaging components, marijuana-derived products will be kept 
chronologically, and the quantities will be recorded with an appropriate level of 
precision. 
 

(b) After each batch or lot is used or distributed, manufacturing, packaging, 
labeling, and holding operations will perform a reconciliation of the quantity 
received into storage against the quantity used, distributed, returned, and/or 
disposed. Such calculations will be performed by one person and independently 
verified by a second person. 

 
(c) Narrow limits will be established, based where possible on historical operating 

data, for the amount of allowed variation in the reconciliation. 
 
(d) When a reconciliation falls outside the allowed limits, the Quality Control Officer 

will conduct an investigation to determine, to the extent possible, the source of the 
discrepancy. The deviation will be documented, explained, and approved by the 
Quality Control Officer.  

 
 

(e) “State Selected Software”’s reconciliation module tracks date of reconciliation, 
products reconciled, reconciled amount and identifies the user performing the 
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reconciliation. Reconciliation records are retained and can be viewed and printed 
at any time in the future. 

 
10.4   Record retention 

 
   The following records will be kept and maintained on the permitted premises for a five-

year period and will be made available for inspection if requested utilizing the “State 
Selected Software” wholesale sales and distribution functionalities tracking system.  
 
1.  The date of each sale or distribution to a dispensary; 
 
2.  The name, address and registration number of the dispensary; 
 
3.  The item number, product name (description), and quantity of marijuana infused 

products registered by the regulatory body and sold or otherwise distributed to the 
dispensary. 
 
4.  The price charged and the amount received for the marijuana-infused products. 
 
5.  Purchase invoices, bills of lading, manifests, sales records, copies of sale and 

supporting documents, including the items and/or services purchased from whom the items 
were purchased and the date of the purchase; 
 
6.  If applicable, bank statements and canceled checks for all accounts relating to the 

cultivation center 
 
7.  Accounting and tax records relating to the cultivation center and each producer backer; 
 
8.  Records of all financial transactions related to the cultivation center, including 

contracts and/or agreements for services performed or that relate to the cultivation center. 
 
9.  All employee records, including training, education, discipline, etc.; 
 
10.  Soil amendment, fertilizers, pesticides, and other crop production aids applied to the 

growing medium or plants or used in the growing process of growing marijuana; 
 
11.  Production records, including: 
 A.  All plants being cultivated on a daily basis 

B.  Planting, harvest and curing, weighing, destruction of marijuana, creating 
batches of marijuana-infused products and labeling; and 
C.  Disposal of marijuana infused products and waste material associated with 
production. 

 
12.  Records of each batch of extracts made, including, at a minimum the usable marijuana 
or trim leaves, and other plant material, used (including the total weight of the base product 
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used), any solvents or other compounds utilized, and the product weight of the end product 
produced.   
 
13.  Transportation and shipping manifest records.   
 
14.  Inventory records. 
 
15.  Records of all samples sent to an independent testing lab and the quality assurance test 
results; 
 
16.  Records of all samples sent to an independent testing lab and the quality assurance test 
results 
 
17.   All samples provided to anyone or any entity for any purpose; and 
 
18.  Records of any theft, loss or other unaccountability of any marijuana seedlings, clones, 
plants, trim or other plant material, or extracts. 
 
19.  All returned product complaints and recall events.   
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Abstracts 30:4117, 2012 

34. Means-Powell JA, Adjei AA, Puzanov I, et al: Safety and efficacy of MET inhibitor tivantinib (ARQ 197) 

combined with sorafenib in patients (pts) with NRAS wild-type or mutant melanoma from a phase I study. 

ASCO Meeting Abstracts 30:8519, 2012 

 



Tab 4 
 

Location of Non Refundable and Conditionally Refundable Registration Fees 
 

 
In the original application, the checks for the required fees appear in Tab 1 
immediately behind the application’s letter of introduction.   In all copies of the 
application, copies of the checks for the application fees have been inserted in 
Tab 1. 
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To Kinex Supportive Pharmaceuticals, 

The location of 135 Corporate Woods in Rochester NY 14623 has internet access with speeds ranging 

from up to 7/1M to up to 15/2M. 

 

Tammy Bonham 
Sales & Service Representative, Commercial Contact Center 
Frontier Communications 
100 CTE Drive 
Dallas, PA 18612 
877-433-3806, ex
Fax  585-262-9693 

tammy.bonham@ftr.com  
 

 

 

 

 



John J. Wolf 

 

OBJECTIVE:  To obtain a Criminal Investigator position in a professional environment in which I will  

progressively utilize my extensive criminal justice educational background and 

experience.  

 

RELEVANT Twenty five years of experience in the criminal justice field working with the New York  

SKILLS:  State Police.  Extensive knowledge of laws, legal codes, court procedures, government 

regulations and agency rules. Excellent communication and interpersonal skills.  

 

EDUCATION: Buffalo State College, Buffalo, New York 

 Completed three years of Criminal Justice Program, 1988 

 

CERTIFIED New York State Police, September 18, 1988- July 17, 2013 

EXPERIENCE:  

 September 1988 - August 2001 - Trooper 

 Enforce vehicle and traffic laws.  

 Respond to calls for service that include domestic incidents, missing children, 

assaults, burglaries, robberies, and homicides.  

 Reconstruction of fatal and serious personal injury automobile accidents.  

 Forensically process crime scenes.  

 

August 2001 – April 2004 – Promoted to rank of Investigator – Bureau of 

Criminal Investigation 

 Investigate major criminal cases that include but are not limited to homicides, 

sexual crimes, identity theft, fatal motor vehicle accidents, all death related, 

weapons, drugs, fraud, burglary, gaming and forgery.  

 Conduct multi-agency investigations that occur throughout several jurisdictions.  

 Obtained and verified evidence by interviewing and observing suspects and 

witnesses.  

 Maintain relationships with law enforcement agencies.  

 

February 2002 – Promoted to rank of Sergeant 

 Supervise the work of members and employees assigned to the station.  

 Instructed members in the proper discharge of duties.  

 Review and approve administrative paperwork.  

 

April 2004 – July 2013 – Promoted to rank of Senior Investigator 



 Responsible for supervising and maintaining several individual investigators and 

their daily job duties.  

 Oversight of felony criminal cases.  

 Administrative duties including but not limited to scheduling, review of 

paperwork, and preparing reports that detail investigation findings.  

 

 Additional Training 

 State Police Basic Academy 

 Field Training Officer 

 Crime Scene Technician 

 Hank Williams Homicide Seminar 

 

AWARDS: New York State Police 

 2003 Investigator of the Year 

 2007 Senior Investigator of the Year 

 2011 Senior Investigator of the Year 
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REFERENCES: Excellent personal and professional references available at your request.  
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ROBERT F. KEEM 
 

SUMMARY 
 

'-"  
• Effective leader in organization and proficient in managing multiple personnel levels. 
• Team player, work well with management, customers, suppliers and operation personnel. 
• Excellent communication and problem solving skills within department and in multidisciplinary environment. 
• Led productivity projects to reduce cost and improve efficiency 
• 15+ years of experience in Quality Assurance and Validation. 
• Investigation and resolution for deviations/variances and CAPA closure. 
• Experience in pharmaceutical, medical device and biotech production environment. 
• Willing to travel. 

 

Quality Assurance proficiencies include the following subject areas: 
• Trained and led team members on Quality Management System policies and procedures. 
• Proficient in execution of compliance to 15013485 and cGMPs (820) 
• Trained auditor – internal , external and site host 
• Investigation and root cause analysis 
• Metric development, establishing appropriate goal, measurement intervals, and use in management reviews 
• Perform gap analysis and implementation of quality management systems 
• Developing supplier management programs based on risk 
• Developing new capabilities within organization (e.g., stability program) 

 

Validation proficiencies include the following subject areas: 
• Proficient in generating and executing of all validation documents, including Validation  Plan, Gap Analysis, 

Remediation Plan, URS, FRS, FAT, PFMEA, Risk Assessment, Design Specifications, IQ, OQ, and PQ Test 
Protocols, Traceability Matrices, Test Method Validation, Standard Operating Procedures (SOPs), and Validation 
Summary Reports. 

• Ensured project documentation complied with internal policies and procedures, and external regulations. 
• Proficient in equipment, assay and process validation 

 
 

SKILLS 
Life Sciences: 

 
 

Hardware: 
Software: 

 
 

ISO Quality System Regulation, FDA Quality System Regulation, Validation Life Cycle 
Methodologies, cGMP/GLP Audits, Gap Analysis, SOP Development, FDA Compliance for 21 
CFR Part 11, 58, 210, 211and 820 
HPLC, UPLC, GC, various laboratory instruments 
Microsoft applications (Microsoft Office, Microsoft Windows, etc.), Trackwise, Agile, Compliance 
Wire 

 
 
 
 
 
 
 
 
 

 
(_; 

Robert F  Keem 
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Exhibits  

 
• Hejmanowski LB, Keem RF, Adams MH, Longsteth J, and Wilton JH. Determination of Free Oxaprozin Plasma 

Concentrations by Ultrafiltrati on. American Association of Pharmaceutical Scientist Or1ando Florida, October 
1993. 

 
• Hejmanowski LB, Keem RF, Doell JM, and Wilton JH. Determination of Unchanged Hydralazine in Human Whole 

Blood. American Association of Pharmaceutical Scientists Boston, Massachusetts, October 1997 Chemistry 
 

• Keem RF, Godwin, Fike, Gorfien and Price. Analysis of Factors Affecting Cell Growth and Protein Expression in 
Eukaryotic Cell Culture Systems. American Chemical Society National Meeting, Boston, Massachusetts, August 1998 
Chemistry 

 

• Keem RF,Analysis of Cholesterol in Mammalian Cell Culture Products and Supplements, American Association of 
Pharmaceuticals Scientists, Indiana October 2000 

 

EDUCATION 
 

B.S. Buffalo State College, State University of New York, Chemistry 
M.A. Buffalo State College, State University of New York, Analytical  Chemistry 

 
References furnished upon request 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Robert F. Keem 

)  
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                   65 Franklin Street, Room 601 
                                Buffalo, New York 14202  
 
 
 
 
 
Kinex Supportive Pharmaceuticals, 

In order to comply with the Compassionate Care Act application, proof of internet access from a 
local service provider is needed. More specifically, attachment K calls for proof that all applicants’ 
manufacturing and dispensing facilities are located in an area with internet connectivity. For the 
dispensary location at 81  Benbro Dr, Cheektowaga, NY 14225.  Verizon has services HSI & 
Hicap services available in the area [HSI is High Speed Internet (DSL) - up to 3Mb, hicap services 
– DS1, DS3, Ethernet].   
 
 
Sincerely, 
 

James J. Murphy 
 
James J. Murphy 
OSP Network Engineer – Design 
65 Franklin St, Flr 6 
Buffalo, NY 14202 
 
O:  (716) 840-8698 
 
 
 
 
 
 
 
 
 
 
    















JODY L. MILLER, MBA 

 

 

EXPERIENCE: 

 

4/13-Present 4Front Consulting Group, Inc.         Buffalo, NY 

FOUNDING PARTNER:  A consulting group focused on the Design / Build of specialty pharmacies, and 

Pharma HUB solutions for individual clients and institutions.  Design - includes developing the strategic plan 

including all proforma financial tools, and market readiness.  Build - includes the actual deployment of 

4Front consultants to implement the business plan and prepare the new owners to operate the operational 

asset. Currently building assets in the Grocery Chain and University Health System silos. 

Additionally 4Front provides “Last Mile” channel strategy and insights to major pharma manufacturers 

through its relationship with Blue Fin Consulting.  4Front expertise is sought for both medical and pharmacy 

benefit products.  Particular expertise is projecting the distribution impacts of various limited distribution 

strategies.  

 

 

6/10-3/13 Reliance RX, Amherst, NY 

    

CHIEF EXECUTIVE OFFICER/CO-FOUNDER:  Responsible for the development and launching of a Specialty 

Pharmacy. Responsibilities include developing business plan, obtaining funding, launching the company and ensuring 

growth.  Company has grown to 20 employees and 84m in revenue. 

 

Sold interest in Reliance to Independent Health Corporation who was the other shareholder 

  

4/05 – 5/10 Johnson and Johnson (CENTOCOR ORTHO BIOTEC, INC.), Horsham, Pennsylvania 

 

AREA BUSINESS SPECIALIST:  Responsible for all aspects of the business of Remicade in both hospital and 

physician offices.  Responsibilities included payer policy knowledge, infusion suite process development.  

 

PAYER MARKETING - STELARA LAUNCH TEAM:  Responsible for market segmentation and payer strategy 

to include channel development and HUB services selection 

 

 

Mar 99 – Feb 2005 MEDALLIANCE, LLC, Buffalo, New York 

 

MANAGING PARTNER (Owner):  Responsible for growing a Healthcare Services company specializing in 

Physician Practice Management consulting, medical billing, and medical software sales.   

 

Mar 98-Mar 99   Community Physicians Network (PPMC), Louisville, KY 

 

REGIONAL DIRECTOR, OPERATIONS AND DEVELOPMENT:  Responsible for selling physicians on the 

PPMC business model and integrating them into the CPN business.  This company was a start up funded by the 

majority shareholders of Humana.  This start up ran out of cash and was shut down by the investors, much like most 

others in this category (i.e. PHYCOR and MEDPARTNERS).   

   

 

Nov 95-Mar 98 Practice Management Associates, Buffalo, NY  

 

OWNER:   Responsible for selling and delivering high quality medical practice consulting services.  

 

Sep 93 – Nov 95    Partners in Occupational Health, Kalieda Health System, Buffalo, NY 

  

EXECUTIVE DIRECTOR: Responsible for the start up of a new company wholly owned by the Kalieda Health 

System.  Developed business plan and secured funding from Health system. Developed offerings of company, hired 

all professional and administrative staff, and sold initial contracts. 

 

Aug 91- Sep 93     Empire Medical Management, LTD, Syracuse, NY  
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A SEPARATE “APPENDIX B” SHALL BE COMPLETED FOR EACH SEPARATE BUILDING AND/OR FACILITY  

INCLUDED IN THE ORGANIZATION’S BUSINESS PLAN 
COMPANY INFORMATION 

Business Name:   

Facility Type:   �  Manufacturing Facility                  �  Dispensing Facility 

Use and Occupancy Classification:  

Building Construction Type and Classification:  

Facility Address:   

Primary Contact Telephone number:   

Primary Contact  Fax number:   

PART I – ARCHITECTURAL PROGRAM & CONSTRUCTION TIMELINE: 

Applicant shall identify planning requirements, including but not limited to: 

 TOWN BOARD APPROVAL 

 PLANNING BOARD APPROVAL 

 ZONING BOARD OF APPEALS APPROVAL 

 PREPARATION OF CONSTRUCTION DOCUMENTS 

 BUILDING PERMIT 

 BIDDING PHASE 

 CONTRACT AWARD PHASE PER EACH APPLICABLE CONTRACTOR (Identify all that apply) 

 COMMENCEMENT OF CONSTRUCTION 

                                                COMPLETION OF CONSTRUCTION 

Kinex Supportive Pharmaceuticals
✔

Mechantile

IIb

26 Corporate Woods, Rochester NY 14623

Jody Miller, MBA   (716)440-0192

✔

✔

✔

✔

✔

✔
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PART II – SITE PLAN(S) 
 
Applicant shall provide the appropriate details for each of the following by identifying the location and dimension on the Site Plan attached to the application for each building location. 

 

  Entrance and Exits 
  Public Parking Spaces 
  Staff Parking Spaces 
  Accessible Parking Spaces 
  Accessible Route(s) 

 

  Fire Lane and/or Fire Apparatus Road 
  Percentage of Green Space 
  Location of Emergency Power Systems 
  Loading & Unloading  
  Security Gates & Fences 

 

  

PART III – ENERGY SOURCES & ENGINEERING SYSTEMS: 

Applicant shall provide the following minimum information to outline the specifications relating to the energy sources and engineering systems of each building included in the 
application. 

 
Energy Source: 

  Natural Gas                                        Oil                                           Electric  
  Solar                                                   Other _______________ 

 

Engineering Systems: 
  Heating System:  Type ___________, Size_____________  Efficiency ___________,   

                                   Ventilation Requirements _____________________________________ 
  Cooling System:  Type ___________, Size_____________  Efficiency ___________,   

                                   Ventilation Requirements _____________________________________ 
  Ventilation & Humidification Systems:  

                                    Type ___________, Size_____________ ,  Efficiency ___________,    
                                    Ventilation Requirements _____________________________________ 

  Electrical Distribution Available _________________________________ 
  Water Supply:       Municipal Water Service _______     or  Private Well Water ____________ 
  Sewage:                Municipal Sewer System _______     or  Private Septic System ____________ 
  Emergency Power System: 

                                     Type ___________, Size_____________  Efficiency ___________,   

✔
✔

✔
✔

✔
✔

✔
✔

✔

✔ ✔

✔

✔

pkg RTU
per ashre standars

pkg RTU
per ashre standards

✔
pkg RTU

per ashre standards
✔ 480/277 volt
✔ x
✔ x
✔

battery varies
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PART IV – BUILDING CODE COMPLIANCE:  (pages 3-13) 

CHECK ALL APPLICABLE CODES FOR THE FACILITY 

                                           2010 BUILDING CODE OF NYS 

                                           2010 FIRE CODE OF NYS 

                                           2010 PLUMBING CODE OF NYS 

                                           2010 MECHANICAL CODE OF NYS 

                                           2010 FUEL GAS CODE OF NYS 

                                           2010 PROPERTY MAINTENANCE CODE OF NYS 

                                           2010 ENERGY CONSERVATION CONSTRUCTION CODE OF NYS 

                                           2012 IECC COMMERCIAL PROVISIONS 

                                           2010 EXISTING BUILDING CODE OF NYS 

                                           NEC NATIONAL ELECTRIC CODE, (Specify Applicable Version) 

                                           2014 NY CITY CONSTRUCTION CODE 

                                           2008 NY CITY CONSTRUCTION CODE 

                                           1968 NY CITY CONSTRUCTION CODE 

                                           NFPA 101-06 LIFE SAFETY CODE 

                                           ICC/ANSI A117.1-03 ACCESSIBLE AND USABLE BUILDINGS AND FACILITIES 

                                           OTHER 

   

✔

✔

✔

✔

✔

✔

✔
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Select Project 
Type: 
Check all that apply.  
Refer to the Existing 
Building Code for 
definitions. 

  New Building 
  Repair 
  Alteration Level 1 
  Alteration Level 2 

  Alteration Level 3 
  Change of Occupancy 
  Addition 
  Historic Building 

  Demolition 
  Chapter 3. Prescriptive Compliance Method 
  Chapter 13.  Performance Compliance Method 

Select Work 
Involved: 
Check all that apply.   

  General Construction 
  Roofing 
  Asbestos 

Abatement/Environmental 
  Fire Alarm 

  Structural 
  Mechanical 
  Plumbing 
  Electrical 

  Site Work 
  Sprinkler                    
  Elevators 
  Other:_____________________________ 

 

CODE COMPLIANCE REVIEW 
Applicant shall provide all applicable information in regards to the code topic and section listed below.   
1. Code Compliance Review is based on the 2010 NY State Building Code for New Construction.  If any other building code applies to the location or type of construction, provide applicable code and sections that most closely 

relates and references the code topic and information in the code sections listed below.  Provide appropriate abbreviations for other applicable codes, such as: FC: Fire Code, PC: Plumbing Code, MC: Mechanical Code, FGC: 
Fuel Gas Code, ECCC: Energy Conservation Code. 

2. Provide the Required standard for each applicable code section. (i.e.: area, quantity, classification type, materials, hourly separation, etc.).  If section does not apply, indicate one of the following with explanation:  NA: Not 
Applicable, NR: Not Required, NP: Not Permitted 

3. Provide your facilities “Actual” value for each required standard as per applicable code section. 

No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 

Facility’s Actual Value³ 

1 Use & 
Occupancy 
Classification 

302.1 - 
312 

 Use & occupancy of this facility. 
Identify all applicable materials, class 
and quantities regarding Table 307.1. 
 
 

  

  

✔

✔✔

✔
✔

M Mercantile M Mercantile
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

2 Combustible 
Storage  

413  All combustible storage areas and 
rooms, as per applicable Building and 
Fire Codes.  Identify all combustible 
stored materials, area and room 
dimensions, all required fire separations, 
and exit requirements.  

  

3 Hazardous 
Materials 

414  All hazardous materials stored or used 
as per applicable Building and Fire 
Codes.   
Identify all combustible stored materials, 
area and room dimensions, all required 
fire separations, and exit requirements. 
 

  

4 Hazardous  
Materials 
Control Areas 

414.2  Provide additional information indicating 
number, size, materials stored, and 
quantity of each material. 

  

5 Building Area 
& Height 

501-507  Provide the building area & height 
Provide all calculations and cite 
applicable code sections for increased 
Building Area & Heights allowed per 
building code(s).  

  

6 Incidental Use 
Areas 

508.2  Identify all Incidental Use Areas and 
required fire separation of occupancies 
on Building Plans. 

  

  

NA

NA

NA

existing building, section 
does not apply

 

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

7 Mixed 
Occupancies 

508.3  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

8 Nonseparated 
Uses 

508.3.2  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

9 Separated 
Uses (Ratio < 
1) 

508.3.3  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

10 Construction 
Classification 

602  Provide Construction Classification per 
each building included in Application. 

 
 
 

 

11 Fire 
Resistance 
Rating Reqm’t 
for Building 
Elements 

Table 601  Provide Fire Resistance Rating per each 
building element as per Table 601.  
Identify rating & elements on Building 
Plans. 

  

  

NA

NA

NA

Type IIb Type IIb

not required none provided
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

12 Exterior Wall 
Fire- 
Resistance 
Rating 

Table 602  Identify required fire resistance rating of 
exterior walls on Building Plan(s). 

  

13 Exterior Fire 
Separation 
Distance 

Table 602  Identify required fire separation distance 
of exterior walls between Buildings on 
Plan. 
 

  

14 Fire Walls 705  Provide code information and identify all 
applicable required Fire Wall(s) and fire 
resistance requirement on Building 
Plans.  
 

  

15 Fire Barriers 706  Provide code information and identify all 
applicable required Fire Barrier(s) and 
fire resistance requirement on Building 
Plans.  

  

16 Shaft 
Enclosures 

707  Provide code information and identify all 
applicable required Shaft Wall(s) and fire 
resistance requirement on Building 
Plans.  

  

17 Fire Partitions 708  Provide code information and identify all 
applicable required Fire Partition(s) and 
fire resistance requirement on Building 
Plans. 

  

NA

existing building, section 
does not apply

NA

2 hr fire barriers required 
between fire areas

provided in tenant 
seperations

2 hr shaft enclosures 
required

see plans

1 hr fire partitions required see plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

18 Horizontal 
Assemblies 

711  Provide code information and identify all 
applicable required Horizontal 
Assemblies and fire resistance 
requirement on Building Plans. 

  

19 Fire 
Protection: 
Sprinkler 
System 

903  Indicate Type of Sprinkler System: 
    NFPA 13           NFPA 13 R        NFPA 13D 
Provide code information of all 
applicable requirements for Automatic 
Sprinkler Systems with code section 
cited. 

  

20 Alt. Fire 
Extinguishing 
System 

904  Provide code information of all 
applicable requirements for Alternative 
Automatic Fire-Extinguishing Systems 
with code section(s) cited. 

  

21 Standpipe 
System 

905  Provide code information of all 
applicable requirements for Standpipe 
Systems with code section(s) cited. 

  

22 Fire Alarm & 
Detection 
Systems 

907  Provide code information of all 
applicable requirements for Fire Alarm 
System(s) with code section cited. 
Indicate Type of Fire Alarm System 
      Addressable                     Hardwired 
(zoned) 

  

  

Not Required

✔
Not required under 
12,000sqft

fire area under 12,000sqft

NA

NA

✔

required with occupant load 
over 500

occupant load is less than 
500 therefore its not required
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

23 Emergency 
Alarm System 

908  Provide code information of all 
applicable requirements for Emergency 
Alarm Systems with code section cited. 

  

24 Fire 
Department 
Connections 

912  Identify Fire Department connections in 
accordance with NFPA applicable 
standard. 

  

25 Exits 1001.1 &2  Identify on the Building Plans and 
documents, per each door, the following 
information: door width, door height, 
direction of swing, type of construction, 
hourly rating, and door closures. 

  

26 Occupant 
Load 

1004 & 
Table 
1004.1.1 

 Identify the use/name of each room, 
dimensions of each room, and Occupant 
Loads per each room on the Building 
Plans.  

  

27 Egress Width 1005  Provide egress widths & cite applicable 
code section(s) and requirement(s) on 
the Building Plans 

  

28 Accessible 
Means of 
Egress 

1007.1  Provide accessible means of egress as 
per Section 1007 & cite applicable code 
section(s) and requirement(s) on the 
Building Plans. 
 

  

  

NA

NA

required provided, see plans

total occupant load is 38 see plans for occupant loads 
of individual spaces

stairways .3 per occupant, 
other components .2

stairways 12" other 8"

required provided, see plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

29 Doors, Gates, 
and Turnstiles 

1008  Means of egress doors shall meet the 
requirements of this section. 

  

30 Interior Stairs 1009  Identify the following information for each 
stairway on the Building Plan(s): the 
width of stairways; the height, width, 
depth and number of risers and treads; 
dimensions of landings; stairway 
construction type; and handrail height. 

  

31 Ramps 1010.1  Identify the following information of each 
ramp, on the Building Plan(s): width; 
total vertical rise; length of ramp; and 
handrail height. 

  

32 Common Path 
of Travel 

1014.3  Identify on the Building Plan(s): the 
length of the “Common Path of Travel” 
per each room as per applicable building 
code requirements. 

  

33 Exit Doorway 
Arrangement 

1015  Identify on the Building Plan(s): 
applicable building code requirements 
for all Exits and Exit Access Doorways 
per each room and required exits in all 
buildings. 

  

34 Corridor Fire 
Rating 

1017.1  Identify, on the Building Plan(s): all 
corridors with required fire resistance 
and the applicable fire rating. 

  

required Provided, See plans

required See plans

NA

not greater than 75' See plans

maximum occupant load 
with one means of egress is 
49 people per space

See plans

1 hr fire resistance rating 
required in corridors

1hr provided See plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

35 Corridor Width 1017.2  Identify on the Building Plan(s): the width 
of all corridors.  Provide applicable code 
section(s) and requirement(s).  
 

  

36 Dead End 
Corridor 

1017.3  Corridors shall not exceed the maximum 
dead end corridor length as per 
applicable code. 
 

  

37 Number of 
Exits and 
Continuity  

1019  Identify on the Building Plan(s): required 
number of exits, continuity and 
arrangement as per the applicable code 
requirements. 

  

38 Vertical Exit 
Enclosures 

1020  Identify on the Building Plan(s): all 
applicable code requirements for each 
Vertical Exit Enclosure. 
 

  

39 Exit 
Passageways 

1021  Identify on the Building Plan(s): all 
applicable code requirements for each 
Exit Passageway. 
 

  

40 Horizontal 
Exits 

1022  Identify on the Building Plan(s): all 
applicable code requirements for each 
Horizontal Exit.  
 

  

44" min required 49.5" provided

shall not exceed 20' none provided

1 exits required 1 exit provided

NA no vertical exit enclosures

required Provided

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

41 Exterior Exit 
Ramps & 
Stairways 

1023  Identify on the Building Plan(s): all 
applicable code requirements for each 
exterior exit ramps and stairways. 

  

42 Exit Discharge 1024  Identify on the Building Plan(s): all 
applicable code requirements for each 
Exit Discharge.  

  

43 Accessibility 1101.1 - 
1110 
& 
ICC/A117.
1(03) 

 Identify on the Building Plan(s): all 
applicable code requirements such that 
the design and construction of each 
building/facility provides accessibility to 
physically disabled persons. 

  

44 Energy 
Conservation 

2010 NYS 
ECCC & 
IECC 
2012 

 Identify the R-Value and U-Value of each 
construction component and assembly of 
the building envelope as required in the 
applicable energy and building code(s). 

  

45 Emergency & 
Standby 
Power 

2702.1  Identify emergency & Standby Power 
locations and specifications of the 
system to be provided. 
 

  

46 Smoke Control 
Systems 

2702.2.2  Identify the Standby power for smoke 
control systems in accordance with 
Section 909.11 of NYS Building Code. 
 

  

  

NA no exterior stairs or ramps 
are provided in the project

required provided, see plans

required provided, see plans for door 
and fixture clearances

existing building, section 
does not apply

NA

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

47 Plumbing 
Fixture Count 

2902.1  Identify on the Building Plan(s): the 
minimum plumbing facilities as per 
applicable plumbing code(s).   

  

48 Available 
Street Water 
Pressure 

  Provide the available street or well water 
pressure. 

  

49 Fire Apparatus 
Access Road 

FC503.1  Identify on the Site Plan: Fire Apparatus 
Road, Fire Lane and other Fire Service 
requirements per applicable Building and 
Fire Codes. 

  

 
 
 

1 DF, 1 service sink, 1 WC 
M, 1WC F, 1Lav M, 1Lav F

1 DF, 1 service sink, 1 WC M, 
1WC F, 1Lav M, 1 Lav F

existing building, TBD

see site plan see site plan
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L. Wayne Schultz, Ph.D. 
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chemistry, biochemistry, molecular biology, infectious disease, structural biology, and 
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invited lectures (15), and government research funding (>$7.5M). An entrepreneurial 
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sales experience. 
 
 
EXPERIENCE 

EDUCATION 
 
Cornell University, Ithaca, NY—Ph.D.   Biophysical Chemistry 1995 
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21.  Hastings, J. W., Liu, L., and Schultz, W. Dinoflagellate Bioluminescence and its 
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1.1 INTRODUCTION 
 

 Security for Kinex Supportive Pharmaceuticals, LLC including relevant facility 
architectural/design elements will be in accordance with the New York State 
Department of Health regulations for medical marijuana, similar facility design 
standards, and industry best practices. 

 
In addition to the regulatory requirements to which Kinex Supportive 
Pharmaceuticals must comply, there are valid and appropriate guidelines and 
industry best practices that merit consideration in the development of the security 
program. The guidelines developed by the various Federal Agencies are especially 
helpful, because they prescribe security measures for facilities with similar risk 
profiles. The guidelines that prove most useful for this project include: 
 
1. U.S. Department of Justice – Drug Enforcement Administration, Controlled 

Substance Security Manual 
 

2. GSA Security Reference Manual: Part 3 Design and Assessment Guidelines, 
U.S. General Services Administration. 

 
3. U.S. General Services Administration - Site Security Design Guide 

 
1.2 GENERAL ASSUMPTIONS 

 
The general assumptions of the new Kinex Supportive cultivation and 
manufacturing center include: 

 
1. The facility will sit on a f our  (4) acre site located in City of Lackawanna 

away from places of worship, public schools, playgrounds, and recreational 
areas.  In fact, this is an area that is a recovered large industry tract, and such 
other locations are distant from this location. 

 
2. Each function of the facility will have a physically separate and/or discretely 

secured operations and support spaces with access controlled by assignment 
and monitored by video surveillance and an electronic access control system. 

 
3. The new facility will be designed to provide a minimum of 15 minutes of force 

protection delay on all exterior windows, walls, and doors from common “smash 
and grab” type scenarios.  
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4. The facility will be closed to the public, however visitors (contractors or third 

party services such as mail and package deliveries, maintenance contractors, 
etc.) will be allowed access onto the site only when authorized. While on site, 
the visitor will be escorted at all times. 

 
5. Kinex Supportive Pharmaceuticals intends to promote an image of deliberate, 

consistent, and overt security for its new facility. The goals of the security 
program are to protect employees, the assets, and the physical site. 

 
6. It is important that the overall environment supports the secure and closed 

security posture. Kinex will provide training to all employees on security policies, 
procedures, and reporting of suspicious activity. 

 
7. Kinex will rely on local law enforcement for response to security issues as 

required. 
 

8. For the purpose of this narrative, the cult ivat ion and manufactur ing 
center  is considered as one joined facility. 

 
9. IT (cyber) security is not addressed with this security program narrative. 

 
1.3 THREATS AND VULNERABILITIES 

 

Development of a sound security program begins with an assessment of the 
security threats to an organization. An examination of the Kinex Supportive 
Pharmaceutical’s vulnerabilities with respect to those specific threats provides a 
valuable map to focus the security effort. The priority of the security program is to 
address both the most probable as well as the highest impact threats. Although a 
threat and risk assessment will not be completed until the construction schedule 
advances, similar type facilities share common risks and vulnerabilities that we can 
use to assist us in defining the levels of protection for this facility. 

 
Potential threats to the cultivation and manufacturing center, its employees, and facility 
include: 

 
1. Targeted physical attacks to the facility or systems. Probable methods would 

include small arms targeting. 
 

2. Vandals who seek to damage the organizations assets. Probable methods 
would include vandalism, trespassing, electronic targeting (hacking, denial of 
service, etc.), 

 
3. Theft of Kinex Supportive Pharmaceutical assets by employees, visitors, 

contractors, vendors, or trespassers. 
 

4. Workplace violence, which encompasses both employee violence as well as 
domestic disputes that extend into the workplace. 
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Vulnerabilities to those threats include: 
 

1. The facility is accessible to employees most of whom enter and depart 
p r em is e s  in privately owned vehicles. 

 
2. The facility is accessible to authorized visitors, most of whom are expected to 

arrive in privately owned or Kinex Supportive Pharmaceutical-owned vehicles. 
 

3. The facility requires standard business services such as mail, express mail, 
package deliveries, food service deliveries, and waste removal services, all of 
which require access to the site. 

 
 
 

1.4 SECURITY MEASURES AND CONCEPTS 
 

A. Overall Design Approach 
 

1. The scope of this security design effort addresses architectural, technological 
and operational security. The overall security program will be scalable so that 
it can adapt to changing threat levels and situations. Of particular importance is 
the ability to increase security based on credible threats and recommendations 
from government agencies as well as the Department of Homeland Security 
threat level system. 

 
2. Given the fact that the security program will be scalable, expansion of the 

electronic security systems should be only limited to the capacity of the IT 
data infrastructure as it relates to the video surveillance system. 

 
3. Security zones or layers will be tailored and applied to the architectural site 

and floor plan design to effectively create zones of separation. A key to the 
overall security program is the ability to build in delays, detect an incident and 
respond in a timely manner. This starts with the site perimeter, moves to the 
building perimeter and ultimately into the critical areas of the facility. 

 
4. Security for the new facility will be designed in accordance with the NYSDOH 

requirements. In addition, the security program will be developed to provide a 
level of security consistent with similar cultivation centers and pharmaceutical 
facilities. 

 
5. Kinex will employ a contracted professional armed security guard force that will 

be responsible for monitoring the day to day operations of the facility on a 
24/7/365 basis. 
  

6. Security personnel will liaison with local law enforcement to implement random 
police security checks on outer perimeter of site to help deter any criminal 
activity. 
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7. Security systems will be planned to provide effective methods of access 

control, Intrusion detection, visitor management, video surveillance and voice 
communications; in harmony with the overall architecture of the building and 
interfaced efficiently with other building management systems. 

 
8. The security monitoring and control systems will be modern, state-of-the-art 

systems that are IP-centric and fully networked. 
 

9. All employees will be issued a photo identification access badge color coded 
by responsible function within the facility. The access card incorporates smart 
card technology. The card along with a PIN (two form factor authentication) 
will allow access to the site gates, building entrance and other 
authorized/designated interior areas. 

 
10. Authorized visitors and required contractors (as scheduled) will be required to 

identify themselves at the site entrance gate and register electronically at the 
guardhouse. After confirmation that the visitor is expected, the image of the 
visitor’s face and identification will be captured and the visitor will be issued a 
temporary, time-sensitive visitor badge. Visitors w i l l  be escorted at all times 
while inside the facility. 

 
11. A security monitoring workstation will be designed into the Main Lobby desk. 

This workstation will be equipped with intrusion alarm monitoring, video 
displays, and security control and communications equipment. The security 
checkpoint workstation will have the capability for event logging for all security 
events, investigating video, and allowing for local law enforcement to view and 
print while on site.   

 
B. Site and Site Perimeter 

 
1. Perimeter Fencing / Landscaping /Set Back 

 
a. In order to control pedestrian foot traffic onto the site and to create a 

psychological/physical perimeter boundary, a fence will be provided around 
the perimeter close to the property line. The fence will be a minimum 8’ in 
height and be anti-climb. 

 
b. A Perimeter Clear Area (approximately 15 feet), on the inside of the fence 

will be established where possible to clear of all visual obstructions (close-
cropped plants or shrubbery no higher than 2 feet above ground is 
acceptable). 

 
c. The entire perimeter fence will incorporate a perimeter electronic 

intrusion detection system, video surveillance coverage and lighting to 
provide early detection alarms and assessment. The purpose of the 
perimeter electronic intrusion detection system is to provide early warning 
to security for people attempting to gain access to the site.  [PHL 1004.13 
(a)(1)] 
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d. Landscape elements will function as passive security barriers to maintain 

vehicle set back distances for the facility. This may include berms, drainage 
trenches or retention ponds.  

 
 

2. Vehicular Traffic 
 

a. A single point of entry will be utilized for vehicular access to the site. All 
vehicular traffic will be controlled using motorized sliding anti-climb fence-
type gates that will serve as a portal through which employees and visitors 
can access the on- site surface parking area. Employees will only be 
granted access to the secure parking areas after electronic (card reader) 
or operational methods verify their authorization to enter. 

 
b. A guardhouse will be placed at the vehicle entry to the site to monitor 

vehicular entrance and exit traffic and control access to the site. The 
guardhouse will be staffed by armed security officers, during the first and 
second shifts. The guardhouse will have direct communications to the 
security office at the main lobby as well as video surveillance monitoring 
capabilities, and access control technology. This post will control vehicle 
entries, validate visitors and provide excellent visual surveillance of the 
surface parking lot and site grounds. 

 
c. Video surveillance cameras will be provided at the vehicle entry and exit 

points for general surveillance, vehicle identification and identifying the 
vehicle driver. In addition, specialized cameras will be utilized to capture 
inbound and outbound license plate information for record keeping 
purposes.   

 
d. Access control card readers and IP based intercom will be provided at 

both the inbound and outbound traffic lanes. 
 

e. The gap at the bottom of the gate will be small enough (no more than 6”) 
so that an individual cannot crawl underneath the gate. 

 
f. The gates will have the capability to be controlled locally via access badge 

and through the access control software at the main lobby security desk. 
 

3. Parking Security 
 

a. Parking on-site beyond the secure checkpoint will be restricted to 
employees and screened visitors.  
 

b. To separate the on-site parking from the facility landscape features (berms, 
swales, etc.) will be utilized. 

 
c. The parking area will be equipped with adequate security lighting to the 
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maintained illumination levels recommended by IES Lighting Standards. 
 

d. The parking area will be equipped with strategically located IP video 
cameras to provide surveillance of parking access points and the general 
lot. 

 
 
 

4. Lighting 
 

Lighting is an essential security element in order to deter crime, to detect, 
recognize and identify individuals and scenes and to convey a safe and 
orderly environment. All exterior areas of the site, site entrance and exit, 
perimeter fence, and general ground will be equipped with adequate security 
lighting to the maintained illumination levels recommended by IES Lighting 
Standards or to local standards.  

 
a. General - A minimum level of reflected 0.5 foot-candles of light is 

necessary for detection, 1.0 foot-candle is necessary for recognition and 
2.0 foot-candles are necessary for identification. Roadways and pedestrian 
approaches are lighted for safety and security reasons, so their light levels 
will be higher than the minimum standard. Because site video surveillance 
will be use used, luminary and fixture designs that reduce glare at the 
video camera lenses will be utilized. 

 
b. Site - At the perimeter, a minimum level of 0.2 foot-candles of reflected 

lighting will be utilized. 
 

c. Surface Parking - At open parking, a minimum level of 0.5 foot-candles of 
reflected lighting will be utilized. 

 
d. Building entrances and facade - a minimum level of 2 foot-candles of 

reflected lighting will be utilized. 
 

e. Loading docks - At exterior loading docks the minimum level of reflected 
lighting will be 1 foot-candle by doorways, 0.2 foot-candles in open 
spaces, and 5.0 foot-candles at night time if and when receiving and 
shipping is active. At interior dock areas and bays, the minimum level 
of reflected lighting will be 15 foot-candles, 20 foot-candles for unpacking 
and sorting areas and 30 foot-candles for packing and dispatching areas.  
[PHL 1004.13 (e)] 

 
5. Utility Protection 

 
a. Building utility services will be located in such a way as to prevent 

intentional misuse, damage and removal of the services by unauthorized 
persons. Vital equipment will be located to minimize damage or destruction 
from an attack. Any equipment on the exterior of the building near vehicular 
traffic will be protected by anti-ram security bollards. 
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b. Locking covers will be provided for all manhole covers, handholds, 

drainage grates, etc. located within the site. 
 

c. Forced entry grilles will be provided inside storm sewers that cross the 
perimeter fence line when the sewers are larger than 96 sq. in. 

 
C. Building Perimeter: 

 
 

1. Employees and visitors will enter the facility from a single location via the on-
grade surface parking lot. Standard Deliveries (UPS, FedEx, etc.) will enter 
through the main lobby and not the loading dock. The loading dock will only 
to be used for the transportation of materials and supplies utilized by the facility. 

 
2. Controlled access to the facility will be employed at all times (24/7).   

                      
 

3. All exterior emergency exit doors will be locked from the inside with no 
exterior hardware. These doors will be monitored and provided with video 
surveillance covered. 

 
4. All exterior doors to the facility will be provided with video surveillance to record 

and monitor the associated activity. 
 

5. All perimeter doors that provide direct access to the production area of the 
facility will be equipped with security hardware that provides 15 minute forced 
entry rating protection. Doors will be out-swinging (away from the protected 
spaces). All security doors with exposed hinges will have the hinges pinned 
in such a way as to prevent their removal. The construction of these doors 
will be commensurate with the surrounding wall construction. 

 
6. All exterior, non-window wall penetrations that exceed 96 square inches in total 

area, with its smallest dimension greater than or equal to 6 inches, will contain 
man bars to prevent surreptitious entry. The man bars will be at least ½” affixed 
on 6” centers both horizontally and vertically. The junction point of the man bars 
will be welded to prevent spreading. 

 
7. Building air intakes and all vent openings greater than 96 square inches will 

be elevated at least 15 feet above grade or as high as practical. The openings 
will be protected with security screens across the intakes and they will be 
located within video surveillance camera views so that the cameras will capture 
any activity near the intakes. 

 
8. All perimeter windows including windows within doors will be equipped with a 

minimum 8 layer security window film to delay and deter “smash and grab” 
type attacks. Glass break sensors will provide a secondary means of 
monitoring the perimeter windows by alarming on the acoustical sound of glass 
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breakage. 
 
 
 
 
 

D. Building: 
 

1. Main Lobby 
 

a. All employees and visitors will utilize the main lobby as a singular entry 
point into the building. All other perimeter doors with the exception of the 
loading dock will be configured as egress only. The main entrance will 
be a secured two-door vestibule that will require employees to badge in 
in order to gain access to the security lobby. Visitors will be required to 
utilize an IP based video intercom at  the vestibule door in order to be 
granted access into the secure lobby. 

 
b. Controlling and maintaining a positive level of security in the main lobby is 

critical to the overall security plan as this is the main separation point 
between employees and visitors to the facility. Security officers will be 
staffed at this location to provide a positive level of security. 

 
c. All visitors entering the facility will check in at the lobby security desk and 

then wait for an escort. Visitors will only be allowed beyond the security 
lobby escorted by an authorized employee. 

 
2. Main Lobby Security Desk 

 
a. The facility will be equipped with a security post that provides monitoring 

on a continuous 24/7 basis. Local monitoring is a critical component of the 
security program and will be designed to provide both redundancy and 
survivability. The main purpose of the post is to provide a central location 
for security to monitor all access control, intrusion detection, video 
surveillance cameras, and communications in addition to providing security 
officer response in the event of an emergency. Building systems such 
as, fire monitoring, and utilities will be passively monitored by security at 
this location. 

 
b. The security monitoring post will provide enough space for one operator 

and the associated monitoring equipment along with direct visual 
observation (windows) of the entry lobby and main walk-up pathway. 

 
c. The security post will be equipped with a duress, panic and hold-up 

alarm. The alarms will be monitored by a third party UL listed central 
command center which will validate and dispatch local law enforcement to 
the facility, in case of an emergency and/or life threatening situation.   

 
d. The security post will be equipped with an automatic voice dialer, which 
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will be capable of sending a prerecorded voice message to local law 
enforcement in case of an emergency and/or life threatening situation.   

 
e. The security equipment in the main lobby will be provided with UPS 

power to provide line conditioned and continuous power in the event of a 
power loss. A backup generator will be utilized in power outage situation 
with a minimum of 160 hours of run time.  At a minimum, 160 minutes of 
UPS power will be provided.   

 
f. A backup, state of the art, alarm system will be in place, which will be 

separate from the primary security system, for detection of any 
unauthorized access to the facility during non-working hours.   

 
3. Loading Dock 

 
a. The loading dock area will be equipped with access control, IP intercoms 

and video surveillance coverage. The overhead doors should be locked 
and only opened from the inside by security after verification that the 
delivery is authorized. 
 

b. In order to ensure positive control into the facility from the loading 
dock, an interlock door configuration will be implemented. An interlock 
configuration is where two sets of doors are installed but only one door 
could be open at a time. When deliveries are made, the overhead door is 
left open and the interior door tends to be propped open potentially 
allowing direct access into the sensitive areas of the facility. 
Implementing an interlock door configuration will eliminate the possibility 
of propping doors open. 

 
4. Office Space 

 
a. The office function area will be physically separated from the production side 

of the facility. 
 

b. Windows in the office space area shall be protected with glass break 
detectors and motion detectors. In the event a glass detector fails to detect 
the acoustical sound of breaking glass (most likely do the force protection 
film) the motion detector acts as a secondary means of detection.   

 
c. Video surveillance cameras will be located to cover the general reception 

area and entry points into and out of the office suite. 
 

d. Access control card readers shall be placed on the office entry door to 
record access into and out of the space. 

 
5. Production space within cultivation and manufacturing center. 

 
a. The production area will be physical separated from the office function area 
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of the facility. 
 

b. The main entry into production space will be card reader controlled on 
both sides of the door to log inbound and outbound traffic. PIN entry will be 
required to enter the production space while existing will only require a valid 
card swipe. 

 
c. Each function space within the production area will be compartmentalized 

and card reader controlled off of a common corridor. 
 

d. Non-production use rooms such as Storage and Mechanical shall be card 
reader controlled to monitor entrance and exit activity. 

 
e. Video surveillance cameras shall cover all areas of the production space. 

Two types of cameras will be utilized, HD digital fixed cameras for 
surveillance of critical areas and HD 360 degree cameras for general 
surveillance. The purpose of the 360 degree camera is to capture general 
activity and situational awareness within designated areas of the 
production facility.   

 
f. All perimeter doors and windows will be monitor by intrusion detection 

devices. Windows will be monitored by glass break sensors and 
perimeter rooms will be monitored by motion detectors. Perimeter doors 
will be monitored by door contacts, including the roll-up doors in the 
loading area. 

 
g. A designated vault, approved by the NYSDOH, will be placed to secure 

product. The vault will be a stand- alone third party provided and 
installed. The vault area shall be monitored by video surveillance and 
motion detectors.  The vault will only be accessed by authorized personnel 
and each entry will be recorded.    

 
6. Cultivation areas 

 
a. The cultivation area shall be equipped with access control on the main 

entry portal. Card readers shall be equipped on both sides of the door to 
monitor and record ingress and egress into the facility. 

 
b. All areas within the cultivation areas shall be covered with general video 

surveillance. Due to the arrangement and equipment required within the 
green house, main pathways will be covered as well as the entry and 
exit portals. 360 degree cameras will be utilized to provide general 
surveillance of the area while fixed, high definition cameras will be used 
to produce identifiable images at the entry points. 

 
c. Emergency egress doors within the cultivation area will be equipped with 

door monitoring contacts, local sounders, and video surveillance coverage. 
Signage will be posted to warn employees not to open the doors unless it is 
an emergency. 
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d. Motion detectors will be positioned to monitor the space above the cultivation 

area. This will provide protection from an intruder attempting entry from 
the roof of the cultivation area while mitigating false alarms due to 
movement of plants. 

 
2.1 SECURITY SYSTEMS DESCRIPTION 

 
A. The technical security systems provided will be scalable and capable of being 

expanded to handle the on-going evolution of the facility and security 
requirements as well as building modifications at a later date. The technical 
security systems installed at this facility will be designed as enterprise systems. 

 
B. The security monitoring and control systems will be modern, state-of-the-art 

systems that are IP-centric and fully networked. 
 

C. Within the building, conduit will be used for all security systems cabling. All 
security system cabling will be low voltage cabling only. Conduit is being provided 
to accomplish an enhanced degree of protection for the security equipment. 

 
D. The security system will utilize the common IT backbone infrastructure for all the 

security system communications. Security will be a VLAN setup allowing for privacy 
and secure image transmission with the facility, however it will utilize the same 
common networking infrastructure. 

 
E. The security systems throughout the building will be provided with uninterruptible 

power for a minimum of 160 minutes of run-time. 
 

F. The security system will have a failure notification system in place, which will send 
a notification to the manufacturing facility or dispensing facility with five (5) minutes 
of the failure.   

 
G. Lockable vertical equipment racks will be used for housing all equipment for the 

security systems. The wall mounted security equipment including field panels, 
power supplies, transformers, converters, will be located in IT closet which are card 
reader controlled. Video surveillance storage servers will be located in the lockable 
rack enclosure.  Surveillance equipment will be accessed by authorized personnel 
only.  A list of authorized personnel having access to surveillance equipment will be 
maintained.   

 
H. Any lock combinations, passwords, entry codes will be secured properly and will not 

be accessible to any unauthorized personnel.   
 

I. The access control and alarm monitoring system and the digital video system 
will be provided with a single platform interface. Hardware and head-end equipment 
for these systems will be separate, however, the single platform interface will 
provide for seamless integration.  
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J. A visitor management system will be provided that includes software, workstation, 
and a badge printer that is interfaced directly into the access control and alarm 
monitoring system. The purpose of the visitor management system is to document 
and record a log of all visitors to the site. The visitor management system will be 
configured such that confirmed visitors will be issued paper badge displaying the 
visitor name; employee visited, and date of visit. At the end of each visit, the 
visitor will return the badge to security. 

 
K. The access control and alarm monitoring system, digital video system, and visitor 

management system will interface and/or communicate on the IT network. All 
security related communications on the network will be on a segmented portion of 
the network (Security VPN). 

 
L. Security personnel wi l l  have a digital radio communication system, with a unique 

channel, that is used throughout the new facility for coordinating security and 
business operation needs. 

 
M. All “actions or clicks / manipulation” conducted within security software (access 

control and video) will be recorded for auditing purposes. 
 

2.2 ACCESS CONTROL AND ALARM MONITORING (ACMS) 
 

A. An access control and alarm monitoring system (ACMS) will be provided to monitor 
and control all access control and alarm monitoring devices. The ACMS software 
shall be of enterprise quality and be capable of interfacing with the video 
surveillance system and intrusion detection system. The ACMS acts as the central 
monitoring point of all security systems so that the security operator only utilized 
one interface for assessing alarms and performing administrative tasks. 

 
B. The ACMS software shall run on a dedicated server that is RAID 5 configured with 

dual power supplies. RAID 5 configuration will ensure that if a hard drive fails, critical 
data is not lost or corrupted and the system will still function. 

 
C. The ACMS will communicate via the network. Connections to the network will be 

provided at ACMS server, field panels, and operator workstation. The ACMS will 
communicate over the network on a dedicated segment of the network. 

 
D. Software will be the manufacturer’s standard software package with use of 

extra options such as advanced alarm graphics or GUI interface capable of 
importing CAD drawings, video surveillance interface and visitor management 
software. 

 
E. A visitor management system will be provided as an integrated component of 

the ACMS. The visitor management system will allow security to enroll and pre-
authorize visitors into the system. 

 
F. The ACMS will incorporate a perimeter electronic intrusion detection system around 
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the entire perimeter fence to provide early detection alarms and assessment. The 
perimeter intrusion detection system will be interfaced with the video surveillance 
system to provide visual assessment upon an alarm condition. 

 
G. ACMS workstations will be provided at the security lobby desk which will be capable 

of displaying the digital photo images. 
 

H. All perimeter doors of the building will be provided with alarm monitoring through 
the use of door position switches. Perimeter emergency exit doors will also be 
equipped with local audible alarms. 

 
I. Access control through the use of card readers or card readers with PIN will be 

provided within the facility. A typical access controlled door configuration would 
include: card reader, door position switch, request-to-exit device, and electrified 
locking hardware. A typical access controlled door configuration for areas requiring 
audit capabilities would include: card reader with PIN for entry, card reader with 
Pin for exit, door position switch and electrified locking hardware. 

 
J. Vehicle access in and out of the site will be controlled via electronic identification 

(badges) and the use of sliding gates. The ACMS will be interfaced to open the 
gate sliding gate when necessary upon access being granted. 

 
K. Duress buttons will be provided and integrated with the ACMS and a third party 

Central Monitoring Station to signal emergency situations. Below are the main areas 
that will be provided with coverage. 

 
1. Main lobby security office 
2. Loading Area 
3. Vault Area 
4. Office Receptionist 
5. Green House 

 
L. The ACMS equipment will be interfaced to the video surveillance system for 

automatic call up and recording of video surveillance system cameras. 
 

M. The ACMS will be interfaced to the fire alarm system where required by code 
for unlocking of various access controlled doors in fire alarm situations. 

 
N. Security patrols will utilize an integrated Guard Tour system that is built into the 

ACMS for verification of security officer patrols and time keeping. The purpose of 
the guard tour system is to keep the security officer honest while on patrol. The 
guard tour system requires the security officer to physically swipe a badge on a 
card reader in designated locations during patrol. If the officer fails to patrol all 
areas, a report will be generated showing the missed patrol. 
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2.3 VIDEO SURVEILLANCE SYSTEM 
 

A. The Video Surveillance System (VSS) will be a dedicated, IP-Based system 
utilizing the LCG business network. 

  
B. The VSS system will be composed of IP-based video cameras, client workstations, 

and network video recorders. 
 

C. The VSS system shall utilize Category 6 cabling for the video cameras. Fiber 
optic cabling will be used at all exterior cameras or for cameras over 300’ from 
the Power of Ethernet network switches. 

 
D. Video images will be displayed over the IP network at the main lobby security desk 

and within the mangers office.  Video images will have a date and time stamp 
embedded on all recordings and will have the ability to produce still images that are 
a minimum of 9600 DPI.   

 
E. The IP based VSS will be used to record the camera signals on dedicated RAID 

5 hard drives, which can store a minimum of 90 days of recorded images before 
trickling (sending) recorded information to an off-site cloud based storage area for 
an additional 90 days. The VSS software will be able to analyze / investigate 
video no matter the physical location of the video.   

 
F. System tests will be conducted on a bi-weekly basis to ensure that all surveillance 

equipment is in proper working order.  All tests will be recorded and records will be 
maintained for a minimum of five (5) years.   

 
G. A combination of fixed and moveable surveillance cameras will be provided to 

monitor interior and exterior spaces of the facility. 
 

1. High definition digital fixed surveillance cameras will be utilized for direct 
coverage of critical areas and be capable of capturing images in low light. 

 
2. High definition moveable (PTZ) surveillance cameras will be utilized on the 

exterior of the facility for situational awareness and patrol of the perimeter 
fence. 

 
3. High definition digital 360 degree cameras will be capable of displaying a 

full 360 degree image will be utilized for general surveillance in the 
production area. The purpose of this camera is to provide an overview of 
activity while the fixed cameras provide high quality identification images. 

 
H. The VSS system will be interfaced to the ACMS for automatic call up and 

recording of video surveillance system cameras. 
 

I. Moveable cameras shall be provided with alarm prepositioning capability, which 
allows automatic call up of preprogrammed scenes. Designated cameras shall also 
utilize basic video analytics that are included with the video management system 
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software. 
 

J. Fixed VSS camera locations shall be designed for PoE and will be powered 
by the associated network switch. Separate power supplies should not be required. 

 
K. Exterior moveable camera locations shall be designed for high PoE and utilize 

a local power injector, which are located in the vicinity of the camera location. A 
local 120 VAC circuit shall be utilized for electrical power. 

 
 

 
2.4 INTERCOM COMMUNICATION SYSTEM 

 
A. An IP based intercom communication system will be provided for communications 

between security posts/officers and for direct communication with security from 
intercom substations or assistance call stations. 
 

B. Intercom stations will provide two-way hands free communication from the 
station location to the main security lobby desk. Intercom stations will be used at 
the following locations: 

 
1. Main entry perimeter door 

 
2. Vehicle entrance and exit point to the site 

 
3. Entrance/Exit to the cultivation and manufacturing center. 

 
4. Loading Dock Area 

 
5. Vault Area 

 
C. The intercom communications system will be interfaced to the VSS system for 

automatic call up of VSS cameras when an intercom substation is activated. 
 

3.1 SECURITY STAFFING OVERVIEW 
 

The physical layout of the new facility, the nature of work performed there and 
the size and flow of people into and out of the facility ultimately determines the 
number and types of security posts that will be required to protect the site, facility 
and its occupants. The number of security officers and supervisors continues to 
be refined, in part through planning for early and subsequent patient activity patient 
volume will be an important factor determining security staff levels and by type to 
code those posts and provide basic levels of protective functions including 
controlling and monitoring the movement of pedestrians at entrances, vehicles 
in parking areas, and people into the facility. The security force will ultimately be 
responsible for providing a secure work environment, observing life safety 
functions and responses, responding to emergency and disturbance situations, 



KINEX SUPPPORTIVE PHARMACEUTICALS MEDICAL MARIJUANA PROGRAM APPLICATION FOR REGISTRATION AS A 
REGISTERED ORGANIZATION, SECURITY PLAN, 5/27/15 

1
7 

 

providing selective escorts of valuables and personnel, providing building control 
functions, and performing special assignments as directed. 

 
The security program utilizes the security monitoring desk at the main lobby to 
monitor designated alarms and alerts, assess situations and respond to security 
breaches within the building interior or outside around the perimeter and 
exterior site, as well as, to monitor access control operations, be first responders 
to fire and safety events, and to initiate and relay critical communications. The 
combination of security officers at fixed posts with mobile security officers on 
roving patrols or responding to security incidents will provide the proper level of 
protection and control for the new facility. 

 
The following security principals are essential to building the appropriate size 
and type security force: 

 
A. Controlling and Monitoring 

 
Security posts are defined depending on the geometrics, people, materials and 
vehicular movements, and the in-and-outs of both building and grounds. These 
posts control the movements to effectively allow for orderly and authorized 
movements and deter or deny any unauthorized entry or exit. 

 
When the security force is assigned to a specific location it is labeled a fixed 
post. Typical fixed post assignment includes reception areas, loading docks, and 
entrances to the site. 
 

When the security force is assigned to move throughout the building and grounds 
it is labeled roving patrol. Typical roving patrol assignment includes traveling by 
foot, bicycle or vehicle at predetermined and alternating stations covering the 
building interior, building exterior, parking lots, and site or as conditions and 
situations are warranted. This position must remain flexible to adapt and respond 
to security breaches and issues. 

 
Observation and reporting are the objectives under both of these functions to 
facilitate services and rapid responses in a timely manner. 

 
B. Assessing and Monitoring 

 
The Main lobby security desk serves as the local center of operations for 
communications and managing responses. A major role is the monitoring of alarms 
and alerts for intrusion detection, duress and to dispatch security rapid response as 
situation or conditions warrants. 

 
Observation, dispatching and reporting are critical objectives under this function to 
assure the deployment of security, law enforcement fire and life safety, and 
service/maintenance in a responsive and timely manner. 

 
C. Conducting Inspections 
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The security guard force is responsible for conducting regular and irregular 
patrols to assess the building, grounds and life safety, to respond to emergency 
or service calls, and to deter undesirable behaviors by assuring the required 
adhering to the strict organizational policies and procedures. 

 
Observation and reporting are objectives under this function to alert the local 
security office and request assistance, service or critical maintenance responses 
in a timely manner. 

 
D. Selective Escorts and Assignments 

 
The security force may be asked on few and selected occasions to escort 
individuals to and from vehicles and when in possession of valuables. 

 
3.2 SECURITY OPERATIONS 

 
The protection strategy, as previously mentioned, will be based on a 
comprehensive and balanced plan integrating architectural features forming layers 
of protection directed inward, followed by the integration of security technology to 
leverage security force efforts and to compliment the protective layer approach 
and by the deployment of a security work force organization to implement the 
protection strategy. 

 
Despite the deployment of effective architectural and technological security 
measures and systems, the security program will also include an operational 
security officer organization to observe operations and ensure that the security 
measures and systems are being monitored properly and there is quick response 
to breaches. The security officer work force will be employees of Kinex 
Supportive Pharmaceuticals, LLC, and directed by the organization’s 
Director of Security.     

 
A. Nature and Scope 

 
The nature of the work is that of a full security officer/guard work force to provide 
protective services. The scope of the security work force includes basic protective 
functions like controlling and monitoring the movement of pedestrians and vehicles 
by entrances and exits, assessing and monitoring the building interior, perimeter and 
exterior, monitoring alarms and alerts for access control, fire safety, and 
communications, conducting inspections of security and life safety, responding to 
emergency and disturbance situations, providing selective escort of valuables and 
personnel and special assignments as required. 

 
B. Number and Types of Officer Posts 

 
A total of three (3) posts will be utilized at the facility. 

 
1. One (1) fixed post will be assigned at the Lobby security desk. This 
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position will be configured to monitor designated security and facility 
systems and dispatch security or fire/police responders when requested or 
required. This position will also verify employees and visitors accessing the 
main lobby and entering the facility providing for a positive access control 
mechanism. 

 
2. One (1) fixed post will be assigned at the site entrance guardhouse. This 

post will provide visitor check in and employee verification, confirm and 
screen delivery vehicles, provide visual surveillance to the main and parking 
areas, and deliver a message that security is present on the site. It is 
anticipated this post will only be staffed for two (2) shifts during daily 
operations. 

 
3. One (1) roving patrol post will be assigned assuming building, parking lot 

and site deployment. The roving patrol will respond to various alarm activity, 
provide random patrolling tours of all facilities and grounds, perform 
scheduled checks on life safety and facility applications and conduct special 
assignments as directed. 

 
C. Transportation of Product 

 
The transport of any approved medical marijuana product will be made in a NYSDOH 
approved vehicle and will be staffed with a minimum of two (2) armed security personnel.  
At least one (1) security personnel will remain with the vehicle at all times during the 
transport.  
 
During the transport of approved medical marijuana product, authorized personnel will have 
a radio communication system, utilizing a unique channel which communicates between 
the vehicle and the manufacturing site.  Security personnel will also have cellular phones 
with GPS technology as a backup to the radio communication system.  The vehicle will also 
have a GPS satellite locator.  
 
The transport of any approved medical marijuana with be randomized.  The transport times 
and days will vary, to help reduce predictability.  
 
The transport vehicle fleet will consist of a minimum of three (3) vehicles, of different makes 
and models, to reduce predictability during transport of product. 
 
The approved medical marijuana product will be secured in a locked safe/storage 
compartment.  The safe itself will be fashioned so it is permanently secured to the vehicle 
and the safe will not be visible from outside the vehicle.  
 
An approved shipping manifest, approved by the NYSDOH, will be completed prior to 
each transport of approved medical marijuana product.  These manifests will be retained 
for a minimum of five (5) years and will be made available for inspection upon request by 
the NYSDOH.   
 
A copy of the manifest will be transmitted to the dispensing facilities at least two (2) days 
prior to the shipment of product.  Authorized personnel transporting the product will 



possess a copy of the manifest with them at all times and will produce the manifest when 
requested by law enforcement or any other authorized representative of the local, state, or 
federal government.   
 
Approved medical marijuana product will only be transported from the manufacturing 
facility to the dispensing facilities, with no unnecessary stops.  
 
 

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



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



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



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



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



Redacted pursuant to N.Y. Public Officers Law, Art.6
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                   65 Franklin Street, Room 601 
                                Buffalo, New York 14202  
 
June 1, 2015 
Kinex Supportive Pharmaceuticals, 

In order to comply with the Compassionate Care Act application, proof of internet access from a 
local service provider is needed. More specifically, attachment K calls for proof that all applicants’ 
manufacturing and dispensing facilities are located in an area with internet connectivity. For the 
dispensary location at Electrical Stores Building, Tecumseh Site, 2303 Hamburg Turnpike, Rte 5, 
Lackawanna, NY 14218.  Verizon has services HSI & Hicap services available in the area [HSI is 
High Speed Internet (DSL) - up to 3Mb, hicap services – DS1, DS3, Ethernet].   
 
 
Sincerely, 
 

Carolyn Yunke 
 
Carolyn Yunke 
OSP Network Engineer – Design 
65 Franklin St, Flr 6 
Buffalo, NY 14202 
 
O:  (716) 840-8621 
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Position Title Experience/ 
Qualifications 

Position 
Description 

Persons FTE Reports Status: 
Hired/To Be Hired 

Chief Executive 
Officer 

10-15 years 
experience in 
pharmaceutical 
manufacturing   

-Oversees 
company 
management; 
responsible for 
establishing 
company’s 
strategic goals and 
direction 
-Implementation 
and continued 
development of 
best practices 
-Development of a 
program to enable 
patients with limited 
resources to obtain 
medical marijuana 
at no or little cost 
 

1 FTE BOD Hired 

Chief Financial 
Officer 

Provided by Kinex 
Support 
agreement. 
 

Responsible for all 
Financial 
Management and 
operations for 
Kinex Supportive 
Pharmaceuticals 
LLC 
 

1 FTE CEO Hired 

Chief Operating 
Officer 

10-15 years’ 
experience with 
development and 
operations in the 
bio-pharmaceutical 
industry.  
Knowledge about 

-Oversight of 
cultivation, 
manufacturing and 
distribution 
operations.   
 
-Responsible for 

1 FTE CEO Hired 
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operations and 
service distribution 
in the medical 
marijuana field 
preferred. 

dispensary level 
services to 
registered patients. 
 
- Directs 
improvement 
strategies that 
relate to operation 
performance and 
improvement with 
product. 
 
Cooperates with 
Director of Clinical 
Pharmacology and 
Regulatory Affairs 
on reporting to 
NYS, and also 
requests to NYS on 
matters and 
changes affecting 
patient service and 
experience with 
medical marijuana 
services. 
 
Responsible for 
implementation 
strategies for Kinex 
medical marijuana 
program.  
 

Director of Quality 
Assurance 

5-10 years 
experience in 
Quality Assurance 
and validation 

-Leads all quality 
assurance activities 
across 
organization. 

1 FTE COO Hired 
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-Trains and leads 
staff with QMS 
policies and 
procedures. 
 
-Conducts audits 
and root cause 
analysis on 
subjects requiring 
investigation. 
 
-Supports 
management 
reviews with metric 
development and 
measurement 
intervals. 
 
-Performs gap 
analysis as part of 
quality 
management 
systems. 
 
-Develops new 
quality capabilities 
within organization. 
 

Director of Clinical 
Pharmacology & 
Regulatory Affairs 

5-10 years 
experience with 
Pharmacological 
data analysis 
supporting drug 
development, 
quality assurance 

-Formulates and 
conducts data 
based studies to 
insure cultivation 
and manufacturing 
standards are 
being met.  

1 FTE CEO Hired 
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and insuring 
requirements with 
production and 
regulatory 
standards. 
 
-Experience with 
investigation and 
resolution of 
deviations and 
variances with 
production. 
 
-Experience in 
pharmaceutical, 
medical device and 
biotech production 
environment.  
 

 
-Assists with 
regulatory reporting 
as required.  

Director of 
Laboratory and 
Device Production 

5-10 years 
experience in fields 
of chemistry, bio-
chemistry, 
molecular biology, 
infectious disease, 
structural biology 
and drug design 
and discovery. 
 
-Experience with 
laboratory 
management, 
business 
development, GMP 
manufacturing 
preferred.  

-Oversees quality 
through 
management of 
laboratory.  
 
-Supervises testing 
of products and 
intermediates. 
 
-Supervises testing 
of cultivation and 
manufacturing 
environment. 
 
-Conducts tests, 
reviews, and 
qualifies condition 

1 FTE COO Hired 
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 of analytic 
equipment.  
 

Director of 
Agriculture and 
Cultivation/Head 
Grower 

5-10 years’ 
experience in 
commercial 
cultivation 
experience with 
knowledge of 
botany, nutrient 
profiles, irrigation 
techniques, 
pesticides, 
fungicides, and 
production 
standards 
 
-Experience with 
many crops, with 3-
5 years of cannabis 
specific growing on 
commercial scale. 

-Manages Growers; 
Trimmers 
 
-On Site at the 
Cultivation 
Manufacturing 
Facility each day, 
except for 
scheduled vacation 
or sick time 
 
-Manages issues 
pertaining to crop 
failure, disease and 
mechanical failure 
in the Cultivation 
Center 
 
-Documents 
soil/nutrient mix for 
each type of plant 
grown and 
oversees the 
mixing of such 
soil/nutrients 
 
-Monitors/ 
manages 
temperature and 
humidity for rooting, 
vegetative, and 
flower stage and for 
drying 

1 FTE COO To Be Hired 
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-Tags all plants in 
accordance with 
inventory policy 
and procedure 
-Manages/ 
monitors all lighting 
necessary for 
rooting, vegetative 
and flowering 
stages 
 
-Trains all Growers, 
Trimmers, and MIP 
Processors 
 
-Oversees daily 
operations and staff 
to ensure 
compliance with the 
Department of 
Agriculture  
 

Assistant 
Cultivation General 
Manager 

-Background in 
commercial 
production. Must be 
mechanically 
inclined with 
experience in staff 
management. 
Commercial 
Pesticide 
Applicators License 
for Vegetable Crop 
pest control 

-Supervise 
cultivation staff 
including 
establishing work 
schedules, 
assigning tasks and 
responsibilities, 
performance 
evaluations 
 
-Tags all plants in 
accordance with 
inventory policy 

1 FTE Director of 
Agriculture and 
Cultivation 

To Be Hired 
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and procedure 
 
-Maintain 
cultivation files and 
records. Training 
for research and 
staff on Worker 
Protection 
Standards, Forklift 
procedures, 
Pesticide 
Applications, etc.  
 
-Ensuring 
cultivation of 
cannabis is 
contaminant free 
 
-Refine IPM 
(Integrated Pest 
Management) as it 
pertains to 
cannabis 
 

Gardeners  Experienced in 
botany, commercial 
gardening or 
agriculture. 

-Takes cuttings 
from mother plants 
and roots the 
cuttings before 
planting. 

11 FTE Assistant 
Cultivation General 
Manager 

To Be Hired 

Trimmers No experience 
necessary (on the 
job training) Fine 
motor skills comfort 
level. 
Demonstrated 
excellent work 

-Machine and hand 
trims flowers  
 
-Place trimmed 
flowers and trim 
into jars for curing 
 

5 FTE Director of 
Agriculture and 
Cultivation 

To Be Hired 
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ethic. 
Inventory Control 
Manager 

Minimum of five 
years IT experience 
in inventory 
management 
involving tracking 
software and 
logistics. 
Experience in high 
risk production or 
manufacturing 
facility preferred. A 
four year degree in 
computer and/or 
supply chain 
management 
preferred. 
Demonstrated 
excellent work ethic 
in prior positions 

-Oversees all 
storing, tracking, 
counting, and 
safekeeping of 
cash, medical 
marijuana and 
other ancillary 
products (for 
consumption of 
cannabis) 
 
-Print labels for the 
final product 
medical marijuana 
and affixes the 
same to 
appropriate 
containers 
 
-Performs the daily/ 
weekly/ monthly 
inventory audits for 
the Company. 
 
-Counts all receipts 
in the Cash Vault at 
the end of each 
business day 
 
-Weighs all product 
with Trimmers 
 

1 FTE COO To Be Hired 

Director of Security 15 -20 years on a 
police force 
 

-Recruit, Assign, 
Direct and 
Supervise all 

1 FTE COO Hired 
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-Knowledge of NYS 
laws, legal codes, 
government 
regulations and 
agency rules. 
 
-Experienced in 
unit leadership and 
possess excellent 
communication and 
interpersonal skills. 
 
-Experience with 
staff training.  
 
-Experience with 
investigations, 
risk/theft 
assessments, 
quality control 
related to security 
operations 
preferred.  
 

security officers.  
 
-Train security 
officers including 
familiarity with NYS 
regulations, scope 
of role and duties 
described in 
security plan and 
related documents. 
 
-Insure all 
certifications with 
security officers as 
needed, are current 
and up to date. 
This includes 
firearm proficiency, 
auto drivers 
licensing, and first 
responder on 
higher training. 
 
-Participate and 
advise 
management, 
architects, and 
construction team 
on security 
considerations with 
construction of 
manufacturing 
centers and 
dispensaries, 
including all alarm 
and communication 
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systems. 
 
-Communicate and 
advise, on a regular 
basis, local law 
enforcement 
agencies with 
regard to operation 
and activities at 
manufacturing 
center and 
dispensaries.  
 
-Participate with 
other members of 
management team 
with management 
reviews of 
operations and 
other quality 
management 
studies.  
 

Security Officer-
Couriers 

Former police 
officer, auxiliary 
police officer, police 
officer on detail, 
veterans licensed 
as armed security 
guards 
Valid driver’s 
license 
 

-Delivers medical 
cannabis to 
dispensaries 

4 FTE Director of Security To Be Hired 

Security Officer Former police 
officer, auxiliary 
police officer, police 

-Maintains the 
safety and security 
of Cultivation 

6 FTE*  
May overlap with 
Couriers 

Director of Security To Be Hired 
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officer on detail, 
veterans licensed 
as armed security 
guards 
Valid driver’s 
license 

Center employees  
-Maintains safety 
and security of 
dispensary staff to 
ensure the safety of 
cannabis plants 
and the final 
cannabis products 
 

Dispensary Staff      
Dispensary 
Pharmacist 

Must possess an 
active NYS 
pharmacist license. 
Must complete 
NYSDOH 
education course 
on medical 
marijuana.   1-2 
years experience in 
retail pharmacy.  
Experience with 
directly providing to 
patients information 
about use of lesser 
known products 
with attention to 
their use and 
potential risks. 
Experience with 
pharmacy security 
and distribution 
control procedures.  
Prior experience 
with staff 
supervision.  
Insures dispensing 

 
- Organizes 
dispensary 
operations 
consistent with 
Kinex Supportive 
policy and 
procedure. 

- Supervisor of all 
dispensary 
functions. 

- Supervises 
dispensary staff 
with their 
assigned duties. 

- Cooperates with 
security/courier 
staff as well as 
other Kinex 
Supportive 
personnel. 

- Adheres to 
infection control 
and other 
environmental 
procedures and 

 
1 FTE per 
Dispensary 

COO To Be Hired 
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regulations, policy, 
procedures, and 
reporting 
requirements are 
followed, and 
likewise for product 
disposal. Prior 
experience with a 
secure service 
environment 
preferred.   

rules. 
- Provides product 
information to 
certified patients 
or certified 
caregivers as 
alternative reuse 
of product, 
possible effects, 
and risks. 

Pharmacy 
Technician  

One year of 
experience in a 
retail environment 
with active contact 
with customers.  
Experience in a 
retail pharmacy 
preferred.  High 
School diploma or 
comparable 
required. 
 
 

 
Under supervision 
of licensed 
pharmacist, provide 
medical marijuana 
products to certified 
patients or certified 
caregivers 
according to 
established 
procedures and 
training.  Duties 
include: 

- Perform routine 
tasks under 
supervision of 
pharmacist to 
help prepare 
product for 
receipt by 
patient. 

- Perform 
administrative 
duties such a 
telephone or 

 
1 FTE per 
Dispensary 

 
Dispensary 
Pharmacist  

 
To Be Hired 
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email 
communication, 
monitoring and 
stocking 
products, 
validation of 
patient 
information at 
time of 
appointment, 
assist 
pharmacist as 
directed during 
patient 
encounters. 

- Receive 
payment and 
complete 
purchase 
transaction with 
patient. 

 



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



Education 

Ph.D. 2001, Synthetic Organic Chemistry, State University of New York at Buffalo, Buffalo, New 

York. 

B.S. 1995, Chemistry, Canisius College, Buffalo, New York. 

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



Other Skills  
 -Proficient in SAP and Documentum  

 -Hazmat Certified 

 -Experienced in ‘Lean Manufacturing’ techniques 

Publications 

 

Davies, H. M. L.; Panaro, S. A. Effect of Rhodium Carbenoid Structure on Cyclopropanation 

Chemoselectivity.  Tetrahedron 2000, 56, 4871-4880. 

 

Davies, H. M. L.; Hansen, T.; Hopper, D. W.; Panaro, S. A. Highly Regio-, Diastereo-, and 

Enantioselective C-H Insertions of Methyl Aryldiazoacetates into Cyclic n-Boc-Protected 

Amines.  Asymmetric Synthesis of Novel C2-Symmetric Amines and threo-Methylphenidate.  J. 

Am. Chem. Soc. 1999, 121, 6509-6510. 

 

Davies, H. M. L.; Panaro, S. A. Novel Dirhodium Tetraprolinate Catalysts Containing Bridging 

Prolinate Ligands for Asymmetric Carbenoid Reactions.  Tetrahedron Lett. 1999, 40, 5287-5290. 

 





                                       

 
Appendix B:  Architectural Program 

DOH-5146 (04/15)        Page 1 of 13 
 

 

 
A SEPARATE “APPENDIX B” SHALL BE COMPLETED FOR EACH SEPARATE BUILDING AND/OR FACILITY  

INCLUDED IN THE ORGANIZATION’S BUSINESS PLAN 
COMPANY INFORMATION 

Business Name:   

Facility Type:   �  Manufacturing Facility                  �  Dispensing Facility 

Use and Occupancy Classification:  

Building Construction Type and Classification:  

Facility Address:   

Primary Contact Telephone number:   

Primary Contact  Fax number:   

PART I – ARCHITECTURAL PROGRAM & CONSTRUCTION TIMELINE: 

Applicant shall identify planning requirements, including but not limited to: 

 TOWN BOARD APPROVAL 

 PLANNING BOARD APPROVAL 

 ZONING BOARD OF APPEALS APPROVAL 

 PREPARATION OF CONSTRUCTION DOCUMENTS 

 BUILDING PERMIT 

 BIDDING PHASE 

 CONTRACT AWARD PHASE PER EACH APPLICABLE CONTRACTOR (Identify all that apply) 

 COMMENCEMENT OF CONSTRUCTION 

                                                COMPLETION OF CONSTRUCTION 

Kinex Supportive Pharmaceuticals
✔

Mechantile

IIb

2320 Court Street, Syracuse NY 13208

Jody Miller, MBA   (716)440-0192

✔

✔

✔

✔

✔

✔
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PART II – SITE PLAN(S) 
 
Applicant shall provide the appropriate details for each of the following by identifying the location and dimension on the Site Plan attached to the application for each building location. 

 

  Entrance and Exits 
  Public Parking Spaces 
  Staff Parking Spaces 
  Accessible Parking Spaces 
  Accessible Route(s) 

 

  Fire Lane and/or Fire Apparatus Road 
  Percentage of Green Space 
  Location of Emergency Power Systems 
  Loading & Unloading  
  Security Gates & Fences 

 

  

PART III – ENERGY SOURCES & ENGINEERING SYSTEMS: 

Applicant shall provide the following minimum information to outline the specifications relating to the energy sources and engineering systems of each building included in the 
application. 

 
Energy Source: 

  Natural Gas                                        Oil                                           Electric  
  Solar                                                   Other _______________ 

 

Engineering Systems: 
  Heating System:  Type ___________, Size_____________  Efficiency ___________,   

                                   Ventilation Requirements _____________________________________ 
  Cooling System:  Type ___________, Size_____________  Efficiency ___________,   

                                   Ventilation Requirements _____________________________________ 
  Ventilation & Humidification Systems:  

                                    Type ___________, Size_____________ ,  Efficiency ___________,    
                                    Ventilation Requirements _____________________________________ 

  Electrical Distribution Available _________________________________ 
  Water Supply:       Municipal Water Service _______     or  Private Well Water ____________ 
  Sewage:                Municipal Sewer System _______     or  Private Septic System ____________ 
  Emergency Power System: 

                                     Type ___________, Size_____________  Efficiency ___________,   

✔
✔

✔
✔

✔
✔

✔
✔

✔

✔ ✔

✔

✔

pkg RTU
per ashre standars

pkg RTU
per ashre standards

✔
pkg RTU

per ashre standards
✔ 480/277 volt
✔ x
✔ x
✔

battery varies
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PART IV – BUILDING CODE COMPLIANCE:  (pages 3-13) 

CHECK ALL APPLICABLE CODES FOR THE FACILITY 

                                           2010 BUILDING CODE OF NYS 

                                           2010 FIRE CODE OF NYS 

                                           2010 PLUMBING CODE OF NYS 

                                           2010 MECHANICAL CODE OF NYS 

                                           2010 FUEL GAS CODE OF NYS 

                                           2010 PROPERTY MAINTENANCE CODE OF NYS 

                                           2010 ENERGY CONSERVATION CONSTRUCTION CODE OF NYS 

                                           2012 IECC COMMERCIAL PROVISIONS 

                                           2010 EXISTING BUILDING CODE OF NYS 

                                           NEC NATIONAL ELECTRIC CODE, (Specify Applicable Version) 

                                           2014 NY CITY CONSTRUCTION CODE 

                                           2008 NY CITY CONSTRUCTION CODE 

                                           1968 NY CITY CONSTRUCTION CODE 

                                           NFPA 101-06 LIFE SAFETY CODE 

                                           ICC/ANSI A117.1-03 ACCESSIBLE AND USABLE BUILDINGS AND FACILITIES 

                                           OTHER 

   

✔

✔

✔

✔

✔

✔

✔
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Select Project 
Type: 
Check all that apply.  
Refer to the Existing 
Building Code for 
definitions. 

  New Building 
  Repair 
  Alteration Level 1 
  Alteration Level 2 

  Alteration Level 3 
  Change of Occupancy 
  Addition 
  Historic Building 

  Demolition 
  Chapter 3. Prescriptive Compliance Method 
  Chapter 13.  Performance Compliance Method 

Select Work 
Involved: 
Check all that apply.   

  General Construction 
  Roofing 
  Asbestos 

Abatement/Environmental 
  Fire Alarm 

  Structural 
  Mechanical 
  Plumbing 
  Electrical 

  Site Work 
  Sprinkler                    
  Elevators 
  Other:_____________________________ 

 

CODE COMPLIANCE REVIEW 
Applicant shall provide all applicable information in regards to the code topic and section listed below.   
1. Code Compliance Review is based on the 2010 NY State Building Code for New Construction.  If any other building code applies to the location or type of construction, provide applicable code and sections that most closely 

relates and references the code topic and information in the code sections listed below.  Provide appropriate abbreviations for other applicable codes, such as: FC: Fire Code, PC: Plumbing Code, MC: Mechanical Code, FGC: 
Fuel Gas Code, ECCC: Energy Conservation Code. 

2. Provide the Required standard for each applicable code section. (i.e.: area, quantity, classification type, materials, hourly separation, etc.).  If section does not apply, indicate one of the following with explanation:  NA: Not 
Applicable, NR: Not Required, NP: Not Permitted 

3. Provide your facilities “Actual” value for each required standard as per applicable code section. 

No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 

Facility’s Actual Value³ 

1 Use & 
Occupancy 
Classification 

302.1 - 
312 

 Use & occupancy of this facility. 
Identify all applicable materials, class 
and quantities regarding Table 307.1. 
 
 

  

  

✔

✔✔

✔

✔
✔

M Mercantile M Mercantile
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

2 Combustible 
Storage  

413  All combustible storage areas and 
rooms, as per applicable Building and 
Fire Codes.  Identify all combustible 
stored materials, area and room 
dimensions, all required fire separations, 
and exit requirements.  

  

3 Hazardous 
Materials 

414  All hazardous materials stored or used 
as per applicable Building and Fire 
Codes.   
Identify all combustible stored materials, 
area and room dimensions, all required 
fire separations, and exit requirements. 
 

  

4 Hazardous  
Materials 
Control Areas 

414.2  Provide additional information indicating 
number, size, materials stored, and 
quantity of each material. 

  

5 Building Area 
& Height 

501-507  Provide the building area & height 
Provide all calculations and cite 
applicable code sections for increased 
Building Area & Heights allowed per 
building code(s).  

  

6 Incidental Use 
Areas 

508.2  Identify all Incidental Use Areas and 
required fire separation of occupancies 
on Building Plans. 

  

  

NA

NA

NA

existing building, section 
does not apply

 

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

7 Mixed 
Occupancies 

508.3  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

8 Nonseparated 
Uses 

508.3.2  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

9 Separated 
Uses (Ratio < 
1) 

508.3.3  Provide analysis with code cited, and 
required fire separation of occupancies. 
Identify required fire separation of 
occupancies on Building Plan(s).  
 

  

10 Construction 
Classification 

602  Provide Construction Classification per 
each building included in Application. 

 
 
 

 

11 Fire 
Resistance 
Rating Reqm’t 
for Building 
Elements 

Table 601  Provide Fire Resistance Rating per each 
building element as per Table 601.  
Identify rating & elements on Building 
Plans. 

  

  

NA

NA

NA

Type IIb Type IIb

not required none provided
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

12 Exterior Wall 
Fire- 
Resistance 
Rating 

Table 602  Identify required fire resistance rating of 
exterior walls on Building Plan(s). 

  

13 Exterior Fire 
Separation 
Distance 

Table 602  Identify required fire separation distance 
of exterior walls between Buildings on 
Plan. 
 

  

14 Fire Walls 705  Provide code information and identify all 
applicable required Fire Wall(s) and fire 
resistance requirement on Building 
Plans.  
 

  

15 Fire Barriers 706  Provide code information and identify all 
applicable required Fire Barrier(s) and 
fire resistance requirement on Building 
Plans.  

  

16 Shaft 
Enclosures 

707  Provide code information and identify all 
applicable required Shaft Wall(s) and fire 
resistance requirement on Building 
Plans.  

  

17 Fire Partitions 708  Provide code information and identify all 
applicable required Fire Partition(s) and 
fire resistance requirement on Building 
Plans. 

  

NA

existing building, section 
does not apply

NA

2 hr fire barriers required 
between fire areas

provided in tenant 
seperations

2 hr shaft enclosures 
required

see plans

1 hr fire partitions required see plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

18 Horizontal 
Assemblies 

711  Provide code information and identify all 
applicable required Horizontal 
Assemblies and fire resistance 
requirement on Building Plans. 

  

19 Fire 
Protection: 
Sprinkler 
System 

903  Indicate Type of Sprinkler System: 
    NFPA 13           NFPA 13 R        NFPA 13D 
Provide code information of all 
applicable requirements for Automatic 
Sprinkler Systems with code section 
cited. 

  

20 Alt. Fire 
Extinguishing 
System 

904  Provide code information of all 
applicable requirements for Alternative 
Automatic Fire-Extinguishing Systems 
with code section(s) cited. 

  

21 Standpipe 
System 

905  Provide code information of all 
applicable requirements for Standpipe 
Systems with code section(s) cited. 

  

22 Fire Alarm & 
Detection 
Systems 

907  Provide code information of all 
applicable requirements for Fire Alarm 
System(s) with code section cited. 
Indicate Type of Fire Alarm System 
      Addressable                     Hardwired 
(zoned) 

  

  

Not Required

✔
Not required under 
12,000sqft

fire area under 12,000sqft

NA

NA

✔

required with occupant load 
over 500

occupant load is less than 
500 therefore its not required
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

23 Emergency 
Alarm System 

908  Provide code information of all 
applicable requirements for Emergency 
Alarm Systems with code section cited. 

  

24 Fire 
Department 
Connections 

912  Identify Fire Department connections in 
accordance with NFPA applicable 
standard. 

  

25 Exits 1001.1 &2  Identify on the Building Plans and 
documents, per each door, the following 
information: door width, door height, 
direction of swing, type of construction, 
hourly rating, and door closures. 

  

26 Occupant 
Load 

1004 & 
Table 
1004.1.1 

 Identify the use/name of each room, 
dimensions of each room, and Occupant 
Loads per each room on the Building 
Plans.  

  

27 Egress Width 1005  Provide egress widths & cite applicable 
code section(s) and requirement(s) on 
the Building Plans 

  

28 Accessible 
Means of 
Egress 

1007.1  Provide accessible means of egress as 
per Section 1007 & cite applicable code 
section(s) and requirement(s) on the 
Building Plans. 
 

  

  

NA

NA

required provided, see plans

total occupant load is 25 see plans for occupant loads 
of individual spaces

stairways .3 per occupant, 
other components .2

stairways 8" other 5"

required provided, see plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

29 Doors, Gates, 
and Turnstiles 

1008  Means of egress doors shall meet the 
requirements of this section. 

  

30 Interior Stairs 1009  Identify the following information for each 
stairway on the Building Plan(s): the 
width of stairways; the height, width, 
depth and number of risers and treads; 
dimensions of landings; stairway 
construction type; and handrail height. 

  

31 Ramps 1010.1  Identify the following information of each 
ramp, on the Building Plan(s): width; 
total vertical rise; length of ramp; and 
handrail height. 

  

32 Common Path 
of Travel 

1014.3  Identify on the Building Plan(s): the 
length of the “Common Path of Travel” 
per each room as per applicable building 
code requirements. 

  

33 Exit Doorway 
Arrangement 

1015  Identify on the Building Plan(s): 
applicable building code requirements 
for all Exits and Exit Access Doorways 
per each room and required exits in all 
buildings. 

  

34 Corridor Fire 
Rating 

1017.1  Identify, on the Building Plan(s): all 
corridors with required fire resistance 
and the applicable fire rating. 

  

required Provided, See plans

required See plans

NA

not greater than 75' See plans

maximum occupant load 
with one means of egress is 
49 people per space

See plans

1 hr fire resistance rating 
required in corridors

1hr provided See plans
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

35 Corridor Width 1017.2  Identify on the Building Plan(s): the width 
of all corridors.  Provide applicable code 
section(s) and requirement(s).  
 

  

36 Dead End 
Corridor 

1017.3  Corridors shall not exceed the maximum 
dead end corridor length as per 
applicable code. 
 

  

37 Number of 
Exits and 
Continuity  

1019  Identify on the Building Plan(s): required 
number of exits, continuity and 
arrangement as per the applicable code 
requirements. 

  

38 Vertical Exit 
Enclosures 

1020  Identify on the Building Plan(s): all 
applicable code requirements for each 
Vertical Exit Enclosure. 
 

  

39 Exit 
Passageways 

1021  Identify on the Building Plan(s): all 
applicable code requirements for each 
Exit Passageway. 
 

  

40 Horizontal 
Exits 

1022  Identify on the Building Plan(s): all 
applicable code requirements for each 
Horizontal Exit.  
 

  

44" min required 45" provided

shall not exceed 20' none provided

1 exits required 2 exits provided

NA no vertical exit enclosures

required Provided

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

41 Exterior Exit 
Ramps & 
Stairways 

1023  Identify on the Building Plan(s): all 
applicable code requirements for each 
exterior exit ramps and stairways. 

  

42 Exit Discharge 1024  Identify on the Building Plan(s): all 
applicable code requirements for each 
Exit Discharge.  

  

43 Accessibility 1101.1 - 
1110 
& 
ICC/A117.
1(03) 

 Identify on the Building Plan(s): all 
applicable code requirements such that 
the design and construction of each 
building/facility provides accessibility to 
physically disabled persons. 

  

44 Energy 
Conservation 

2010 NYS 
ECCC & 
IECC 
2012 

 Identify the R-Value and U-Value of each 
construction component and assembly of 
the building envelope as required in the 
applicable energy and building code(s). 

  

45 Emergency & 
Standby 
Power 

2702.1  Identify emergency & Standby Power 
locations and specifications of the 
system to be provided. 
 

  

46 Smoke Control 
Systems 

2702.2.2  Identify the Standby power for smoke 
control systems in accordance with 
Section 909.11 of NYS Building Code. 
 

  

  

NA no exterior stairs or ramps 
are provided in the project

required provided, see plans

required provided, see plans for door 
and fixture clearances

existing building, section 
does not apply

NA

NA
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No. Topic NYS 
Building       
Code 
Section  

Other Code¹ 
(as Stated 
Above) & 
Section 

Minimum Information Required to be 
Identified for this building/facility on the 
Building or Site Plan(s)  

Required Code Value² 

/Allowed Code Value 
Facility’s Actual Value³ 

47 Plumbing 
Fixture Count 

2902.1  Identify on the Building Plan(s): the 
minimum plumbing facilities as per 
applicable plumbing code(s).   

  

48 Available 
Street Water 
Pressure 

  Provide the available street or well water 
pressure. 

  

49 Fire Apparatus 
Access Road 

FC503.1  Identify on the Site Plan: Fire Apparatus 
Road, Fire Lane and other Fire Service 
requirements per applicable Building and 
Fire Codes. 

  

 
 
 

1 DF, 1 service sink, 1 WC 
M, 1WC F, 1Lav M, 1Lav F

1 DF, 1 service sink, 1 WC M, 
1WC F, 1Lav M, 1 Lav F

existing building, TBD

see site plan see site plan
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June 1, 2015 
Kinex Supportive Pharmaceuticals, 

In order to comply with the Compassionate Care Act application, proof of internet access from a 
local service provider is needed. More specifically, attachment K calls for proof that all applicants’ 
manufacturing and dispensing facilities are located in an area with internet connectivity. For the 
dispensary location at 2320 Court St. Syracuse, NY 13206.  Verizon has services HSI & Hicap 
services available in the area [HSI is High Speed Internet (DSL) – with speeds ranging from 25/25 
mbps to 300/300 Mbps 
 
 
Sincerely, 
 
 

 
 
 
John Considine 
Network Engineering and Operations 6360 
Thompson Rd, 02 Floor Syracuse, NY USA 
13206 
315-459-5082 W 

 
 
 
 
 
 
 
 
 
    



7/1/2015
8/1/2015 9/1/2015 10/1/2015 11/1/2015 12/1/2015 1/1/2016

1/4/2016

Product Available

7/6/2015

State Announces Award 

Kinex Supportive Pharmaceuticals  
Timeline Demonstrating Estimated Timeframe From Growing To Production of Final Approved 

7/1/2015 - 9/25/2015

Construction 

9/25/2015

State Approval of facilities

9/25/2015 - 1/24/2016

Grow Cycle Product in Dispen12/16/2015

First harvest

12/19/2015

Extraction

Dependencies
Testing Timelines for Wadsworth lab is less than 2 weeks
Extraction accelerated secondary to our freezing method vs drying



Tab 4 
 

Location of Non Refundable and Conditionally Refundable Registration Fees 
 

 
In the original application, the checks for the required fees appear in Tab 1 
immediately behind the application’s letter of introduction.   In all copies of the 
application, copies of the checks for the application fees have been inserted in 
Tab 1. 
 
 

 
 



7/1/2015
8/1/2015 9/1/2015 10/1/2015 11/1/2015 12/1/2015 1/1/2016

1/4/2016

Product Available

7/6/2015

State Announces Award 

Kinex Supportive Pharmaceuticals  
Commitment to the Timeline

7/1/2015 - 9/25/2015

Construction 

9/25/2015

State Approval of facilities

9/25/2015 - 1/24/2016

Grow Cycle Product in Dispen



7/1/2015 2/1/2016
8/1/2015 9/1/2015 10/1/2015 11/1/2015 12/1/2015 1/1/2016

10/1/2015

State Approval of facilities

1/4/2016

Product Available

7/6/2015

State Announces Award 

6/1/2015 - 10/1/2015

Construction 

10/1/2015 - 12/31/2015

Grow Cycle Product in Dispensary

Kinex Supportive Pharmaceuticals  
Timeline Commitment

12/1/2015

Physician Certification Completed

11/30/2015 - 1/5/2016

DOH issues Patient
 Certification
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