
Drafting an ISC Permit Application with a Third-party Initiator and/or Co-investigators


SafetyStratus does not allow multiple individuals to edit a permit application or track its changes; it does allow others to view an application.  This form, the ISC Permit Application Drafting Form, allows multiple individuals (the PI, a third-party initiator, co-investigators, research team members, etc.) working on an ISC application to draft, review, edit, and track edits for an ISC Permit Application.  The form can be uploaded into Microsoft Teams for all to review and edit.

When the draft is finalized, initiate a SafetyStratus ISC Permit Application, paste the text in and answer the questions.

The application initiator (the PI or third-party initiator, etc.) should contact EH&S via email to have the EH&S SafetyStratus Administrator add all involved with the application as Application Reviewers, allowing them access to a read-only version of the ISC Permit Application. 

ISC Permit Application Drafting Form
Click on the following ISC permit application form sections and sub-forms to locate the topic in this document. 
Verify “Track Changes” under the review tab is active to ensure changes are tracked.


ISC Permit Application form section
· 
2

· Title
· Anticipated Start Date
· Anticipated End Date
· Environmental Sustainability Components
· Confidential Information 
· Project Category
· PI, Chair, Dean
· Collaborating Institution
· Grant Funded
· Conflict of Interest
· Co-investigators
· Research Team Members
· Hypothesis / Research Questions
· Abstract
· Federal, etc. Regulations
· Risk Assessment
· Risk List
· Hazardous Materials
· Additional Information for ISC 



Sub forms 
· Chemicals and/or Reagents, Gases 
· Biologicals and/or Environmental Substances
· Collected Substances
· Purchased/Donated Substances
· Protocol
· Shipping Substances
· Radioactive Materials or Instruments with a Radioactive Label 
· High Magnetic Field Technology
· Laser and LIDAR 
· Nanoparticles
· Recombinant DNA/Genetically Modified Organisms


Note: The protocol is included in the Biologicals and/or Environmental Substances sub form



	
ISC Permit Application Form Sections

	[bookmark: AdmInfo]Section 1 - Administrative Information

	Title of Project:

	Project Anticipated Start Date:

	Project Anticipated End Date:

	[bookmark: Coinvestigators][bookmark: EnvironSust]Project contains environmental sustainability components.  Choose an item.

	[bookmark: ConfidInfo]Contains confidential information.     Choose an item.

	[bookmark: ProjCategory]Project category, select all that apply with an “X”. 
_____   Teaching                   _____   Research                    _____   Instrument/Material Purchase    
(if Teaching, additional questions are on the SafetyStratus Permit Application)

	[bookmark: PIchairDean][bookmark: _Hlk173836067]PI Name:                           
	Phone: 
	Dept/Division:

	Chair Name:

	Dean Name:

	Co-investigators   Choose an item.
(Insert row or attach spreadsheet if more than 1)

	Name: 
	Title:
	Email:
	Institution, if outside FGCU

	
	
	
	

	[bookmark: Researchteam]Research Team Members:     Choose an item.
(Insert row or attach spreadsheet if more than 2)

	Name
	Email Address
	Classification

	
	
	Choose an item.

	
	
	Choose an item.


	[bookmark: CollabInst]Collaborating Institution:     Choose an item.
(Insert row or attach spreadsheet if more than 1)

	Institution Name
	Address
	Protocol Name and Number

	
	
	

	[bookmark: GrantFunded]Grant Funded:    Choose an item.
(Insert row or attach spreadsheet if more than 1)

	Grant Title
	Name of Funding Source
	Sponsor

	
	
	

	[bookmark: ConflInterest]Conflict of Interest
(if Yes to any question below, see additional questions on SafetyStratus Permit Application)

	The PI, a co-investigator, research team member, or family member developed the technology, process or product involved in the study    Choose an item.

	The PI, a co-investigator, research team member, or family member, holds a financial interest in the technology, process or product involved in this study    Choose an item.

	The PI, a co-investigator, research team member, or family member is an employee of or holds an executive position in a business engaged in activities related to the study     Choose an item.

	Project Summary

	[bookmark: Hypothesis]Hypothesis / Research Questions
A statement of expectation or prediction the project will test; question(s) the project hopes to answer.


	[bookmark: Abstract]Abstract 
State why your work is important, its purpose, what you plan to do, how it will be done, etc., in laymen's terms.


	[bookmark: FedRegs]Federal, etc. regulations
Identify any regulations that apply to your work, e.g., federal, state, municipal, etc. Attach a copy of required permits or licenses

	[bookmark: RiskAssess]Risk Assessment

	Potential Hazards, Administrative and Engineering Controls, and PPE Associated with this Application
These are general hazards, controls, and PPE, those specific to a risk are included in the risk’s sub form. Indicate with an “X” those that apply.  

	General Hazards 
___   Sharps injury
___   Skin irritation/damage
___   Eye irritation/damage
___   Lung irritation/damage
___   Respiratory irritant
___   Ingestion

	___   Aspiration
___   Burns
___   Poisoning
___   Fire
___   Explosion
___   Splash/ spill on researchers, surfaces and floors
___   Exposure to infectious material
___   Other (explain)

	Administrative Controls  
___   Substitution of a less hazardous material or product is   investigated
___   Required safety training courses are completed by all working on the project, prior to beginning work
___   Work is conducted per the project-specific SOP (ISC application)
___   Work is conducted per the EH&S Lab Safety Guidelines
___   Work is conducted per the EH&S Spill and Waste Disposal Guidelines
___   Emergency response plan is reviewed by all participants
___   Research specific training on all instrument operation and materials used
___   Maintenance of the chemical inventory

	___   SDS’ are readily available
___   Seclusion of all incompatible materials.
___   Access to the area is controlled through locks, keys, badges, etc.
___   Appropriate signage and labelling clearly identify the context of the work, possible hazards, necessary PPE, and other requirements to enter.
___   Immediate access to a fire extinguisher
___   Immediate access to a shower and eye wash station
___   Applicable state and federal permits and/or licenses, are obtained
___   Frequent hand washing, especially before eating, smoking, applying cosmetics, or leaving the work area.
___   Other (explain)



	Engineering Controls 
___   Autoclave
___   Biological safety cabinet
___   Chemical fume hood
___   Glove box
___   Tweezers for blade handling

	___   Transport buckets
___   Transport carts designed for task
___   Biowaste container
___   Sharps container
___   Oxygen monitor with alarm
___   Sufficient ventilation
___   Other (explain)

	Active Researcher(s) PPE Controls  
___   Compatible lab coat (e.g., fire or cut resistant, nitrile, latex, disposable, etc.)
___   Mask
___   Safety glasses, splash goggles, face shield, as appropriate
___   Optical density and wave length-specific safety glasses
___   Hearing Protection
___   Compatible gloves (e.g., fire or cut resistant, nitrile, etc.)

	___   Apron
___   Lead shielded apron
___   Closed-toe shoes made of low-permeability materials
___   Long pants without cuffs and long-sleeved shirt
___   Fit-tested respirator
___   Dosimeter badge or ring, if assigned
___   Other (explain)



	PPE for Adjacent Individuals 
___   Compatible lab coat (e.g., fire or cut resistant, nitrile, latex, disposable, etc.)
___   Mask
___   Safety glasses, splash goggles, face shield as appropriate
___   Compatible gloves (e.g., fire-resistant, cut resistant, nitrile, latex, etc.)
	___   Closed-toe shoes made of low-permeability materials
___   Long pants without cuffs and long-sleeved shirt
___   Hearing Protection
___   Fit-tested respirator, as needed
___   Other (explain)



	[bookmark: RiskList]Risk List
Administrative and Engineering Controls and PPE specific to a risk are included in the sub form 
	Include in Application

	Chemicals and/or Reagents, Gases (chemical list and additional hazards, etc. are collected in the sub form)
	

	Biologicals and/or Environmental Substances (biologicals/substances and additional hazards, etc.  are collected in the sub form)
	

	II.D-1. Human Products, including Blood, Tissues, Bodily Fluids, Clinical Specimens, Cells/Cell Lines
	

	II.D-2. Live Animals, Animal Carcasses, or Animal Products including Blood, Tissues, Bodily Fluids, Cells/Cell Lines
	

	II.D-3. Viral Vectors (e.g., lentivirus, retrovirus, adenovirus, AAV)
	

	II.D-4. Pathogenic Microorganisms (including human, animal, or plant pathogens)
	

	II.D-5. Toxic Compound producing Plants, Animals, Insects, Microorganisms or Cells
	

	II.D-6. Environmental Samples (air, water, soil, or wastes (liquids, solids, sludges, etc.))
	

	II.D-7. Recombinant or Synthetic DNA/RNA (plasmids, cloned materials, oligonucleotides, siRNA)
            (the hazards, etc. are collected in the sub form)
	

	II.D-8. Select Agents or Toxins
	

	II.D-9. Nanoparticles or Nanochemistry measuring in the nanoscale (1-100 nanometers)
            (the hazards, etc. are collected in the sub form)
	  

	If Question D - 1 is Yes Enter IRB#:
	

	If Question D - 2 is Yes Enter IACUC#:
	

	Radioactive Materials or Instruments with a Radioactive Label (Sealed, Unsealed or X-ray Producing) (the materials, instruments and additional hazards, etc. are collected in the sub form)
	

	High Magnetic Field Technology (NMR, MRI, etc.) (the instruments and additional hazards, etc. are collected in the sub form)
	

	Laser or LIDAR Technology (the instruments and additional hazards, etc. are collected in the sub form)
	

	Ground Penetrating Radar
	

	Drone/Robot
	

	Boating/Scientific Diving
	

	[bookmark: HazMat]Hazardous Material / Sample / Byproduct Disposal

	Hazardous Material/Sample/Byproduct Disposal
(Attach spreadsheet if more than 2)

	Material 1

	Hazardous Material / Sample / Byproduct Description 
	Expected Quantity / Volume
	Method of Storage until Disposed
	Disposal Protocol

	
	
	
	

	Responsible for Disposal

	Name
	Title / Student Status
	Date Completed Canvas Bio/Haz Waste Training

	
	

	

	Material 2

	Hazardous Material / Sample / Byproduct Description 
	Expected Quantity / Volume
	Method of Storage until Disposed
	Disposal Protocol

	
	
	
	

	Responsible for Disposal
	
	
	

	Name
	Title / Student Status
	Date Completed Canvas Bio/Haz Waste Training

	
	

	

	[bookmark: AddlInfo]Additional Information for Committee

	Please add any other information that would help explain this project to the Committee.

	




	[bookmark: Chemicals]Sub Form:  Chemicals and/or Reagents, Gases
(add rows as needed)


	
	
Substance Name
	CAS
	Class
	Stored in Building/Room, Field Site

	1
	Enter substance name	
	Choose an item.	

	
	Emergency Response (Describe your exposure plan):

	
	Additional Safety Precautions

	2
	Enter substance name	
	Choose an item.	

	
	Emergency Response (Describe your exposure plan):

	
	Additional Safety Precautions

	3
	Enter substance name	
	Choose an item.	

	
	Emergency Response (Describe your exposure plan):

	
	Additional Safety Precautions

	4
	Enter substance name	
	Choose an item.	

	
	Emergency Response (Describe your exposure plan):

	
	Additional Safety Precautions

	5
	Enter substance name	
	Choose an item.	

	
	Emergency Response (Describe your exposure plan):

	
	Additional Safety Precautions

	6
	Enter substance name	
	Choose an item.	

	
	Emergency Response (Describe your exposure plan):

	
	Additional Safety Precautions



Indicate with an “X” what should be added to the permit application form in Section III.C for all chemicals/reagents and gases.
Hazards
___	Compatibility reactions
___	Oxygen deficient atmospheres
___	Toxic exposures
___	Frostbite
___	Aspiration
___	N/A
___ 	Other (explain)

Administrative Controls
___	Equipment and lines are frequently checked for leaks
____	Medical surveillance, if required
___	Inspection of containers regularly for signs of bulging, corrosion, color change, etc.
___	Elimination of ignition sources (sparks, open flames), whenever possible.
___	Monitoring of oxygen if greater than 60 gallons of liquid nitrogen
___	Presence of a minimum of 2 people in the lab when flammables are in use
___	Flow experiments using flammable materials will not be unattended.
___	Lecture bottles are NOT used.
___	DEA or other permit or license
___	N/A
___ 	Other (explain)

Engineering Controls 
___	Cylinders are secured upright to a wall or bench top in a cool, dry, well-ventilated and protected area away from heat, flames, and sunlight
___	Cylinders are identified as full, in-use, or empty
___	Appropriate equipment for monitoring toxic gas (e.g., CO) occurs
___	Use of non-sparking tools when working with or on flammable compressed gas cylinders/systems
___	Locked and / or segregated storage
___	N/A
___ 	Other (explain)


	[bookmark: BioSubstances]
Sub Form:  Biologicals and/or Environmental Substances (The protocol is in this section)

	Origin of Substances:
Note: substances for a permit may be both collected and purchased or donated.   
Indicate the source with an “X”.

__________Collected                               ____      ______      Purchased or Donated

· questions in red font are unique to collected substances
· questions in shaded gray fields are unique to purchased or donated substances 
· questions in black font and white fields are required by both origin groups

	[bookmark: Collectedsubst]Collected Substances
(unique to collected substances)

	Identify the Substances you will be creating or creating…

	Substance Type

	Volume/Quantity

	Location of substance collection or creation

	Substance Collection or Creation…

	Equipment and materials to gather or create substances

	Process to modify substance and/or substance source in the field 

	Substance Collector(s) or Creator(s) 

	Transferring Substances from the Field to Campus…

	Equipment and materials to pack the substances

	Process to pack the substances

	Transport Method

	Substance Transporter(s)

	[bookmark: PurchSubstances]Purchased Substances  
(unique to purchased or donated substances)

	Substance source

	Volume/Quantity

	Substance transporter (Attach spreadsheet if more than 2)

	Name
	Title / Student Status

	
	

	
	

	Transportation method

	Substance Unpacker (Attach spreadsheet if more than 2)
	

	
	

	
	

	
	

	Storage
(applies to BOTH collected and purchased substances)

	Substance Storage

	Storage location (Building & Room, Field Site):

	Storage Equipment Refrigerator, Freezer, Incubator, Locked Cabinet, etc.):

	Unpacking Process(es):

	Process to modify substance for storage (include materials, chemicals, etc. to modify and individuals performing modification):

	Additional relevant information for substance storage:

	[bookmark: Protocol]Research Protocol

	Work location (Building & Room, Field Site):

	Individuals performing procedures: (Attach spreadsheet if more than 3)

	Name
	Title / Student Status

	
	

	
	

	
	

	Protocol to open the substance containers Who will open, where and how:



	Explain the protocol including chemicals, reagents, materials, equipment, and methods to work with the substances:
 

	[bookmark: ShipSubstances]Shipping Substances


	Substances will be shipped out by FGCU Choose an item.
If Yes, complete the following:

	Item(s) and volume(s): Identify the item(s) and volume(s)

	Packers: (Attach spreadsheet if more than 2)

	Name
	Title / Student Status

	
	

	
	

	Shipping Container(s): Identify the inner and outer shipping containers. (i.e., cooler, fiber box, glass or fiber tube, etc.) 

	Packing Location(s): (Building, Room #, Biosafety Level and/or Field Location) 

	Destination(s): (Individual, department, company/university, full address)

	 I have documentation that all individuals "hands on" with shipping have completed the appropriate CITI and Canvas training (or an equivalent training) on shipping hazardous materials.    Choose an item.



Indicate with an “X” what should be added to the permit application form in Section III.D.

Administrative Controls
___	Appropriate vaccines, if available, may be required
___	Use of disinfectant, as needed
___	Medical surveillance, if required
___	Work areas, chemical fume hood interiors, biological safety cabinet interiors, and equipment, are cleaned routinely and at the end of each work shift (at a minimum) using a HEPA-filtered vacuum cleaner or wet wiping methods. Dry sweeping or pressurized air WILL NOT be used to clean work areas.
___	Materials are stored in labeled containers containing “nano” in the descriptor
___	Nanoparticle aerosol generating activities is performed in a fume hood, externally ducted biological safety cabinet, or glove box
 	rDNA registration prior to initiation the work, Certificate of registration issued by the Federal Select Agent Program
___	N/A
___ 	Other (explain)

Engineering Controls 
___	All materials used for a nanoparticle spill are placed into a sealed container until properly disposed
___	Locked Storage and Facility
___	N/A
___ 	Other (explain)




	[bookmark: Radioactive]Sub Form:  Radioactive Materials or Instruments with a Radioactive Label

	Identify all the types of material or instruments that apply by placing an “x” in front of the item.
_____Radiation Producing Instrument              _____ Sealed Source                    _____ Unsealed Source



	The PI is authorized to use radioactive instruments and/or materials by the State of FL Bureau of Radiation Control.
If not provide name of authorized user, email address, department below.    Choose an item.


	Work location (Building & Room, Field Site):

	All personnel involved in this project, other than the applicant, are Authorized Users, Supervised Users, or Student Users       Choose an item.

	The PI and all Research Team Members have completed the FGCU Radiation Safety Training Course. 
Choose an item.

	Identify the individuals that will be working hands-on with the instrument or material under the direct supervision of the Authorized User. (Attach spreadsheet if more than 3)

	Name
	Title / Student Status

	
	

	
	

	
	

	The material/instrument is registered with EH&S    Choose an item.



Indicate with an “X” what should be added to the permit application form in Section III.E for all materials or instruments.

General Hazards
___	Radiation exposure
___	Potential spread of radioactive materials
___	Cell, liver, kidney damage due to chronic exposure
___	N/A
___ 	Other (explain)

Administrative Controls
___	Conducting of contamination checks
___	Storage, waste storage, and facility will all be locked 
___	Inventory and contamination survey requirements will be maintained.
___ 	An approved permit for the source or device from the State of Florida is on file with EH&S
___	N/A
___ 	Other (explain)

Engineering Controls 
___	Volatile radioactive iodine will be used in a HEPA/charcoal filtered chemical fume hood, with RSC oversight/approval
___	Appropriate shielding
___	Safety interlocks
___	Area monitors as necessary
___	Enclosures, screens or filters to contain the UV and allow safe radiation.
___	N/A
___ 	Other (explain)


	[bookmark: HighMagFields]Sub Form:  High Magnetic Field Technology

	Instrument type: Choose an item.

	Instrument Name:

	Registered with EH&S: Choose an item.

	List the Research Team Member(s)working with the instrument under the direct supervision of the PI. 
(Attach spreadsheet if more than 3)

	Name
	Title / Student Status

	
	

	
	

	
	

	Instrument location (Building & Room, Field Site):




Indicate with an “X” what should be added to the permit application form in Section III.F.

General Hazards
 ___	Potential harm to persons with pacemakers, protheses or other implanted medical devices
 ___	Potential damage to cards with magnetic strips, including a Driver's license, cellular phones, laptops and mechanical watches
 ___	Kinetic energy sufficient to seriously injure people or damage the magnet.
 ___	Cryogen and/or magnetic quench
 ___	Normal cryogen boil-off
___	N/A
___ 	Other (explain)

Administrative Controls
___	No metallic objects are within 10 feet of any magnet
___	Persons with pacemakers, protheses or other implanted medical devices, cellular phones, mechanical watches, magnetic strip cards, laptop computers, etc. remain outside the 5 Gauss (G) threshold.
___	Field strength map of the area surrounding the magnet is posted, showing the diminishing field strength of the magnet and 5 G zones
___	Gauss lines are marked on floor
___	Restriction of public access to areas 5-gauss or higher.
___	Maintenance of usage records/log book
___	N/A
___ 	Other (explain)

Engineering Controls 
___	Volatile radioactive iodine will be used in a HEPA/charcoal filtered chemical fume hood, with RSC oversight/approval
___	Appropriate shielding


	[bookmark: LaserLIDAR]Sub Form:  Laser and LIDAR

	Laser type: Choose an item.
	Hazard class: Choose an item.

	The instrument is registered with EH&S. If YES, provide registration number:
If not registered, complete and attach Laser Registration Form located on EH&S website.

	The instrument is: Choose an item.

	Located in (Building & Room, Field Site):

	Location of instrument 

	List the Research Team Member(s) working with the laser under the direct supervision of the PI.
(Attach spreadsheet if more than 3)

	Name
	Title / Student Status
	PI and Research Team Members have read the EH&S Laser Safety Manual and completed the related training.

	
	
	Choose an item.
	
	
	Choose an item.
	
	
	Choose an item.


Indicate with an “X” what should be added to the permit application form in Section III.G

General Hazards
___	Irreversible eye and skin injury
___	Hazardous particulate and gaseous products from reactions induced by a laser
___	N/A
___ Other (explain)

Administrative Controls
___	Training of all laser users and restricting laser use to those users.
___	N/A
___ 	Other (explain)

Engineering Controls 
 ___	Control of the possible escape of laser radiation through windows and other portals
 ___	Interlocks, status panel
 ___	Laser protective housing
___	Beam bumps, stops, shrouds, barriers, shutters
___ 	Properly grounded equipment and tools
___	N/A
___ 	Other (explain)




	[bookmark: Nanopart]Sub Form:  Nanoparticles

	Nanoparticle Name/Identifier

	Nanoparticle will be synthesized by PI:    Choose an item.

	Particle is on Toxic Substances Control Act Inventory    Choose an item.
If Yes, provide the number

	Material type: Choose an item.

	Physical state of nanoparticle: Choose an item.

	Solubility in water:  Choose an item. 

	Solubility in solvent: Choose an item.

	Toxicity/Potential Toxicity: Choose an item. 

	Process synthesis (select all that apply): Choose an item. 

	Synthesis method: Choose an item.  


	Spill protocol












	[bookmark: rDNA]Sub Form:  Recombinant DNA/Genetically Modified Organisms

	Eighteen (18) Yes/No questions to determine if the experiment is covered by or is exempt per NIH guidelines Section III.  Refer to sub form on SafetyStratus permit application form.





