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Introduction

Consider this common origin story for a biotech startup: an individual
leaving academia or a role at a larger biotech branches off to form his
or her own startup. This person will typically find a venture capitalist
(VC) to back their idea. In addition to funding, the VC will also

provide guidance and take on a mentorship role. In order to help the
organization grow, the founding scientist will likely take on multiple
roles. It's here, in taking on too many roles beyond their research
expertise, where biotech startup founders find they limit their ability to

grow.

When founding scientists take on roles outside their area of expertise, knowledge gaps can lead to operational
problems. For instance, a scientist might be put in charge of safety regulations, despite not having a
background in compliance. They could try and cover this important aspect by themselves initially, but time

constraints and lack of expertise could cause breakdowns in safety or compliance.

These knowledge gaps and roadblocks can also lead to project delays (e.g., due to lack of certain permits to
operate) - a significant drawback as timing is everything when it comes to launching a startup. Meeting your
timeframe is crucial for keeping investors and influencers happy. Getting your biotech startup off the ground

quickly is essential for getting your innovation out into the world as soon as possible.

To ensure these early hiccups don't derail the progress and growth of your biotech startup, it's important to

follow a carefully cultivated process that allows your biotech startup to build and flourish.

In this guide, we break down the process for finding and cultivating a safe, compliant laboratory space in which

to work and setting the stage for growth. This process is divided into three key phases and five chapters:
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Phase I: Finding and Leasing a Laboratory
Chapter One: How to Find the Right Space and Make It Yours

Phase Il: Getting Up and Running
Chapter Two: What You Need to Know About Permitting the Lab
Chapter Three: Establishing an EHS Program

Phase lll: Growing and Moving On
Chapter Four: What to Consider in the Laboratory Design Process
Chapter Five: Moving Out of Your Space and Ensuring Continuity

These phases represent the typical early growth transitions of a successful biotech. As we take a more

detailed look at each phase, we'll identify strategies for proper planning to ensure the right steps are taken

and that your startup is headed for success.
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PHASE I: FINDING AND LEASING A LABORATORY

CHAPTER ONE:

How to Find the Right Space and Make It Yours

You have an innovative idea for a biotech startup. You have the funding
and the team in place. However, before your plans can truly take off,
you need to find the right space for your laboratory.

Finding the right space isn't always as easy as searching through real estate listings. There are several factors
and considerations involved in the decision. If you don't take the time to work through each step, you could be

stuck with a lease that doesn't suit your needs.

First things first: make a list. Think carefully about the needs of your laboratory by addressing the following

questions:

1. WHAT IS THE BEST LOCATION FOR THE COST?

2. WHAT IS THE BEST COST STRUCTURE FOR YOUR LAB: A NEW LEASE OR A SUBLEASE THAT
ALLOWS YOU TO SHARE SPACE WITH ANOTHER LAB?

HOW MUCH SQUARE FOOTAGE DO YOU NEED NOW? WILL YOU NEED MORE AS YOU GROW?
WHAT KIND OF EQUIPMENT WILL YOU NEED?

WHAT UTILITIES NEED TO BE AVAILABLE?

DO YOU HAVE SPECIFIC OR UNUSUAL ELECTRICAL REQUIREMENTS?

WHAT VENTILATION REQUIREMENTS WILL BE NECESSARY FOR A SAFE ENVIRONMENT?
WHAT SUPPLIES AND SERVICES WILL BE NEEDED?

© N o U kW

The items on this list represent the basic questions you'll need to answer before getting too far into your
laboratory search. However, they aren’t the only considerations that should play into your decision. The more
you know about your needs upfront, the more you can avoid potential conflicts with your space as you're

getting your biotech startup off the ground.
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4 Important Considerations When Choosing a Laboratory Space

1. SAFETY LEVEL
What biosafety level is necessary for your laboratory? Depending on the types of biological materials you'll
be working with, your lab will need to meet the correct biosafety level (BSL). If you're working with human
blood, tissues, or cells, a BSL2 laboratory is required. The same goes for any bacteria or virus that have the
potential to cause disease in a healthy human. If you aren't using any of the aforementioned materials, you

may only need a BSL1.

2. CHEMICAL USAGE
The types and amounts of chemicals you will be using in your laboratory will affect several decisions you'll
need to make. For instance, you'll need to consider how each chemical will be safely stored, which may
demand unique storage needs in your space. Certain chemicals also have strict ventilation requirements,
so you'll need to make sure you're prepared to keep the air quality in your lab safe. The types of chemicals
you'll be using will also affect the type and quality of fume hood your lab needs. Additionally, there are
chemical storage quantity limitations to consider. For example, chemical intensive labs should look for

space on lower floors that allow more space for chemical (especially flammables) storage.

3. EQUIPMENT
While the type of equipment you may need in your space could evolve, it's best to have as clear of an
idea in the beginning as possible. Think of the specific support spaces, like chemical hazardous waste
and biohazardous waste storage, which might be necessary to safely perform your functions. Other
basic equipment, like a glass-washing station, emergency showers, and eye washes, are also important
considerations. Make sure storage space allows room for new or additional equipment that may be needed

as your lab operations evolve and expand.

4. UTILITIES AND SERVICES
You need to make sure that your new laboratory space has the utility The more you know about your
capabilities to support your daily operations. Does any of your new needs upfront, the more you
equipment have specific electrical requirements? Do you need access can avoid potential conflicts

to reverse osmosis deionized water? In some instances, the town . ,
with your space as you're
water and sewer inspector may require you to install an active pH ) )

o ) . getting your biotech startup off
neutralization system. Understanding these needs in advance can help

you get your biotech startup off the ground with fewer setbacks. IS e

EHS Questions to Ask Before You Sign the Lease
At this point, you've made your lists, you've considered various factors, and you're just about ready to sign the

lease. Before you get too eager, spend time considering your laboratory’s specific environmental health and

safety (EHS) issues.
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Here are ten questions to ask before you sign on the dotted line:

1. WHO HOLDS RESPONSIBILITY FOR OBTAINING EACH PERMIT AND APPROVAL?
Determine tenant and landlord responsibility for each permit or approval element within the lease

language. The permit and approval process is crucial, so don't leave this question unanswered.

2. HAS THE SPACE BEEN DECOMMISSIONED?
Ask the landlord to provide the decommissioning report for the previous tenant to verify that you are

moving into a space that has been properly decommissioned.

3. WHAT EQUIPMENT IS THE LANDLORD RESPONSIBLE FOR PROVIDING?
Generally, this will include equipment shared by all tenants, such as emergency generators. However, it's

best not to make assumptions and to include lease language delineating this responsibility.

4. WHAT ARE YOUR OBLIGATIONS UPON MOVING OUT?
Frequently, this section of a laboratory lease is left vague, which can leave you with unexpected costs when

it comes time to move out. Make sure your obligations are clearly stated so there will be no confusion.

5. WHAT ARE THE DECOMMISSIONING REQUIREMENTS IF YOU MOVE OUT?
Having this clearly outlined in your lease helps ensure the landlord that the premises will be free of any
residual impact from your operations. For instance, if you are working with hazardous materials, there
needs to be a stated process for decommissioning to ensure the future safety of the property. Proper
decommissioning may require the use of a vendor to ensure your lease is in compliance with the standard
ANSI/ASSE 79.11 - 2016, Laboratory Decommissioning.

6. DOES YOUR LEASE CONTAIN AN INDEMNITY CLAUSE?
This protects you, as the tenant, from any cleanup costs related to pre-existing hazardous materials or
any other materials used by a previous tenant or in a multi-tenant setting. If your lease does not currently

include an indemnity clause, make sure you discuss adding one in with your landlord.

7. WHAT OPTIONS ARE THERE FOR BACKUP POWER?
Does your space have access to emergency power generators? Don't wait until a blackout strikes to figure

this one out. Talk to your landlord about the capabilities of your space for backup power.

8. DO YOU HAVE A CLEAR UNDERSTANDING OF THE EXISTING WASTEWATER TREATMENT SYSTEMS?
Knowing the capabilities of your new laboratory’s wastewater treatment system — and your obligations for

maintaining them — can help avoid problems and maintenance miscommunications.
9. WHAT OPERATIONS SUPPORT WILL THE LANDLORD PROVIDE?

Some landlords are more hands-off than others, so it's good to know what you're getting into upfront. Ask

your landlord whether they have the obligation, capability, or capacity to help with the following, assuming
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each applies to your operations:

Emergency equipment inspection

T o

Centralized hazardous, non-hazardous, and biological waste removal
Waste storage room access
Centralized shipping and receiving of hazardous materials

Emergency response support

- o a n

Site access and security
10. DOES YOUR LEASE SET STIPULATIONS AROUND SUBLEASING?
If subleasing is allowed by the landlord, tenants considering subleasing their space should include in any

subsequent lease document the responsibilities of their tenants based on the initial lease.

With these questions answered you can comfortably move forward with making your new laboratory space

your own. Now, it's time to get your biotech startup up and running.
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CHAPTER TWO:

What You Need to Know About Permitting the Lab

Even though signing a lease is cause for celebration, the “getting ready”
stage is still far from over. Applying for and obtaining the permits
necessary to operate your lab could take several weeks — or even
months. Without properly planning ahead, your operation could lose

momentum and end up in permit limbo.

While the exact permits you need will depend on the specifics of your operation and where your laboratory is

located, here are a few of the primary types of permits that are needed for getting a biotech up and running:
e A permit for the storage of flammable liquids
¢ A permit for the storage of cryogenic liquids and/or compressed gases.
e A permit for water discharge

¢ A permit for the use of rDNA (Note: this is a local permit only required in some major cities, such as

Boston, Cambridge, and several outlying suburbs)

* A hazardous waste generator ID
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Know Your Local Compliance Requirements

Further complicating the challenge of ensuring your lab is properly permitted is the fact that requirements
vary from state to state and municipality to municipality. Each state and municipality has the ability to decide
whether or not to adopt a new code when it is available, and whether or not to set their own requirements atop

the code.

For example, when Massachusetts amended its state Comprehensive Fire Safety Code 527 CMR 1.00 (Fire
Safety Code) in December 2022 to adopt the 2021 edition of National Fire Protection Association 1, it added

several Massachusetts-specific amendments. Within 527 CMR 26.1.6.1.2 is now a requirement that landlords

submit a Hazardous Material Building Master Plan report (also known as a 414 report) to the state authorities
having jurisdiction. However, certain municipalities within Massachusetts also require tenants to furnish a 414

report that demonstrates their responsibilities for storing hazardous materials.

Other states assessing adoption of NFPA 1-2021 may consider adding their own nuanced requirements

atop or alongside these regulations. As a result, it's essential to remain abreast of local code changes and
permitting requirements to ensure your laboratory space remains fully compliant. Look into your state’s exact
requirements and determine additional permits or licenses that may be required depending on the type of
work you'll be performing at your lab. (See the Appendix for examples of Authorities Having Jurisdiction that

may set requirements for your space.)
Simplifying the Permitting Process

Luckily, there is a way to simplify the permitting process and get your lab processes underway sooner. Because
so many factors can impact the lab permitting process - including local requirements, the types of activities
being performed, and the facility’s biosafety level, among other factors - many labs opt to work with a third

party that can ensure compliance with all applicable requirements.

EHS experts can help navigate state regulations and permitting requirements to ensure all the proper permits
are in place before operations begin. EHS experts can be particularly helpful in the busy early days of a startup
when your to-do list seems to be never-ending. Since they are experts in the permitting process, you won't have

to worry about missteps or confusing requirements.
Hiring an EHS expert is a common choice for many biotech startups because it can make a complicated process

much more manageable. Additionally, having assistance with permitting greatly reduces the time needed to get

up and operational.
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Developing EHS Compliance Plans
Most permits will also require the development of specific environmental health and safety compliance plans or
manuals. While the exact nature of these requirements will depend on the specific operations of your lab, a few
of the typical plans you can expect to prepare include:

o A chemical hygiene plan

e An exposure control plan

e Anemergency action plan

¢ A hazard communication plan

e A biosafety manual

If developing all of these plans feels intimidating, don’t worry. In Chapter 3, we'll explain how to establish a

comprehensive EHS program.
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CHAPTER THREE:

Establishing an Effective EHS Program

An effective environmental health and safety program isn't just the best
way to ensure your operations remain in compliance with federal, state,
and local regulations. It's also an invaluable tool for prioritizing a safety
culture within your start-up.

Of course, it isn't enough to just create an EHS program — you need to take the necessary steps to ensure its
success. While some aspects of your EHS program may be individualized to your specific operations, there are a

few components that every successful EHS program should include.
Elements for EHS Program Success

Regardless of how carefully planned your EHS program may be, it won't succeed without six critical elements
necessary to get your plan off the ground.

1. SENIOR MANAGEMENT BUY-IN
The first and arguably most important element necessary to any successful EHS program is senior
management buy-in. Depending on the nature of your startup, your senior management team may be
represented by the founding scientists or investors. Regardless, the early key players need to be involved
at the inception of your EHS program. This is important to ensure that your senior management team
understands both the importance of the program and how it functions from the very beginning. By
maintaining involvement and continuously endorsing your EHS program, senior management can send a

clear top-down message throughout your organization that EHS is a top priority.

2. ADEQUATE RESOURCES
Securing buy-in from your senior management team can make acquiring the necessary resources to help
your program succeed much easier. For instance, with senior management on board, you can ensure you

have the right personnel, expertise, and support systems in place to maintain your program.
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3. DEDICATED PERSONNEL
The right staff is crucial to building an engaged safety culture. You need people in place who you can trust
to implement and maintain your EHS program throughout each new phase of your startup and to secure
resources for this program as needed. In the early stages of operation, it may be helpful to outsource much
of your EHS compliance to a consultant. If outsourcing these duties, it's essential to also have on staff an
individual in leadership who can build a bridge connecting compliance activities to an organizational culture

of environmental health and safety.

4. PROCESSES AND PROCEDURES
Startups will want to document procedures for handling and storing any potentially hazardous materials,
among a multitude of other EHS concerns. These processes should be outlined in Standard Operating
Procedure (SOP) documents. As noted in Chapter 2, many permits require the development of specific
environmental health and safety compliance plans or manuals. Startups must have processes in place for

not just creating but also sharing and updating this documentation on a regular basis.

5. EFFECTIVE COMMUNICATION
Your EHS program will quickly fall apart without a commitment to consistent communication about your
plan. Consistent messaging from leaders across your organization will help ensure that environmental

health and safety remain a priority for everyone.

6. DILIGENT TRAINING
Training shouldn't just be a one-time occurrence. Each new staff member needs to be trained on lab
hazards, emergency procedures, and other risk areas, depending on the type of work being conducted.
Training sessions should serve as a resource for EHS matters, and even seasoned employees should

undergo routine refresher safety training courses.
EHS Program Components

With these six essentials in place, you'll be properly prepared to get your
EHS program off the ground. The next step is to adequately address EHS

components within your program.

e Personal Protective Equipment: Protecting your workers
should be a top priority. If you are unsure about what personal
protective equipment (PPE) is necessary for the safety of
your workers, consult with an EHS professional for additional

guidance.

e Signage: Safety signage is required by regulations to ensure

employees and visitors understand the various risks in each

area of your space. Other requirements, like emergency
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contact information and appropriate PPE, may also be required on certain signs. And just like your
EHS plans, it's easy for signage to become outdated quickly if you arent vigilant about maintenance.

Assign a point person for regularly scheduled reviews and necessary updates.

e Job Hazard Analysis: A risk assessment of laboratory procedures and processes must be completed,

and any identified risks must be mitigated to the lowest level possible using the hierarchy of controls.

e Inspections: Maintaining a schedule of regular inspections of lab spaces isn't just important for safety
— it also helps ensure compliance with regulations and uphold company policies. Once you create

your inspection schedule, stick to it as part of your daily operations.

e Chemical usage: How you store and use dangerous chemicals is important for maintaining state
building and fire codes, per flammable use permits. Your lab spaces will be regularly inspected by the
municipal fire department, so if your chemical and solvent storage doesn’t comply with regulations,
your laboratory might face non-compliance charges — or worse, suffer a safety breach. It's important

to also understand the storage limits for your lab, especially as your company grows.

e Laboratory wastewater disposal: Your process for wastewater disposal depends on your lab
wastewater discharge permit and wastewater treatment system. Do you have a pH neutralization
system or a lime chip tank? If you have a pH neutralization system, keep in mind that it must be
monitored and tested regularly. There are also penalties for continual pH outside the requirements
and high levels of contamination. Understanding the limits and capabilities of your wastewater

treatment system can help avoid these penalties and potential mishaps.

e Hazardous waste: When dealing with hazardous waste in your biotech lab, you must dedicate an
established accumulation area. Within this area, there are specific requirements for labeling and
removing hazardous waste to maintain safety and compliance with regulations. It's critical to have
an understanding of hazardous waste streams, particularly since it can be costly to analyze unknown
chemicals or mixtures before disposal to ensure safe practices. If you're unsure about how to go
about establishing a hazardous waste program, seek the consultation of a qualified hazardous waste
management company. With their insight, you can feel confident that your materials are being

disposed of in a safe, compliant manner.

By carefully considering these essential elements and components, you can establish an EHS program that
has the necessary infrastructure to succeed, is compliant with state and federal regulations, and is safe for
everyone at your facility. If you're unsure about any of the above components, don’t be afraid to bring in an
EHS expert to ensure your bases are covered. After all, your company can't begin to grow or flourish if the

proper safety practices aren’t put in place and carefully maintained.
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PHASE I11: GROWING AND MOVING ON

CHAPTER FOUR:

What to Consider in the Laboratory Design Process

As with any startup, the goal is continual growth. However, unless
you initially leased an enormous laboratory, you may find that success
means growing out of your existing space and designing a new one.

How do you know it's time to move on from your current space? The best gauge is to ask yourself if the size of
the current lab is beginning to pose a hazard or affect the quality of the research being performed. Cramped
lab space can quickly affect the safety status of your facility and, as a result, affect the quality of your research.
For instance, a lack of storage space could lead to material pile-ups in front of exits, which could result in an
improper egress for potential evacuations. Or, one of your employees could neglect to use a biosafety cabinet
for a particular procedure that needs it, simply because all the cabinets are occupied. This could potentially

expose your employee to infectious materials or contaminate important samples.

Maintaining these safety standards is important. If the growth of your company begins to affect your ability
to offer a safe and efficient workspace, it might be time to move to a lab space that better suits your growing

needs.
6 Considerations to Keep in Mind During the Lab Design Process

Deciding to move your laboratory space is a big step, but designing your new space from scratch is an even
bigger one. It's important to remember the critical features that are necessary to keep your new space safe and

compliant.

1. REMEMBER THE LITTLE THINGS
You might be so focused on the opportunity of moving to a bigger space that it's easy to forget the small,
necessary features in the design process. For instance, don't forget to consider the location of biosafety
cabinets, emergency showers, and eye wash stations. You should also consider the location of biosafety
cabinets relative to other biosafety cabinets, highly trafficked corridors, and air supply vents to ensure they
are effective. Additionally, you need to account for well-marked exits and the location of chemical fume
hoods. Depending on the type of work you'll be doing, your design needs to acknowledge the amount of

BSL1 and BSL2 needed, including whether you need dedicated tissue culture rooms.
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2. EVALUATE YOUR CHEMICAL INVENTORY
An evaluation of your chemical inventory can greatly impact the design of your laboratory. The location
and number of emergency showers can depend on the number of chemicals used in the lab. If using highly

hazardous materials, you'll need to include more emergency showers in order to follow best practices.

3. DON'T NEGLECT STORAGE SPACE
This is especially important if a lack of storage space or limited storage space contributes to your need to
relocate your operations. An increase in storage can also translate to an increase in safety and reduced
accidents. When everything has a dedicated place, your facility becomes instantly less accident-prone. The
same concept applies to chemical storage. If the new lab is on higher floors, there will be limitations to the
quantity of chemicals (especially flammables) that are allowed. Your lab may quickly run out of chemical

storage space to store chemicals essential to conducting your laboratory operations effectively.

4. ACCOUNT FOR WASTE COLLECTION CONTAINERS
Depending on the types of waste collection your facility needs, these storage containers can take up
significant space that needs to be accounted for. This is especially true if you need to dispose of sharp
materials, lab trash, recyclable containers, medical waste, hazardous waste, or radioactive waste. Don't
forget to make a plan for where these waste collection containers will be housed and how your new facility

will organize this process.

5. GO WITH THE EXPERTS
If possible, hire a firm that has expertise in laboratory spaces to design your new space or renovate an
existing space. By hiring a firm that already has this expertise, you won't have to worry about explaining
various purposes or requirements, like proper ventilation. Instead, they'll be able to create a design that is

highly functional, compliant, and well-suited to your growing needs.

6. BRING IN A THIRD PARTY
Bring in a third-party commissioning group to review the design space and ensure all engineering systems
are performing as they have been designed — for example, is the HVAC system designed and operating
appropriately — and that all EHS requirements have been met. This can help you make sure you're

receiving a laboratory design that is optimized for your purposes.

To illustrate the value of a third-party design review, consider a case where the laboratory conducted
work with a virus, yet, when designing a new space, did not include an autoclave in the vaccine suite. This
extends the potential exposure zone significantly beyond the suite since waste materials would need to be
transported to a separate area for steam sterilization. The company would need to vaccinate employees

working outside of the vaccine-manufacturing suite — a significant added expense.

As nice as it will be to move into a space that better fits your growing needs, designing your new space isn't
the last hurdle to moving on with your growing company. Now it's time to consider the actual logistics of

moving out of your space.
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CHAPTER FIVE:

Moving Out of Your Space and Ensuring Continuity

When transferring a biotech laboratory to a new space, the moving
process isn't as simple as renting a U-Haul and packing up boxes. You'll
have certain responsibilities and obligations that need to be followed to
ensure you leave behind a clean, safe space for the next tenant.

First things first: determine your decommissioning obligation. Hopefully, you worked this out with your
landlord before you even moved in, so the process won't come as a surprise. Your landlord may request a
decommissioning plan in advance of your lease end date for their review and approval. Within this plan, you'll

need to address and explain the following:

e A complete list of chemicals, biological, and radioactive materials used throughout the duration of

your lease.
e A complete list of equipment that will be removed from the space.
e A complete list of equipment that will remain in the space.
o Clear descriptions and processes for how hazardous and biological wastes were handled.
¢ Sampling plan for certain chemicals used onsite (e.g., mercury).
e Clear descriptions of decontamination procedures.

e Adeposition of all relevant EHS permits, including which permits are being transferred and which

are being closed.

¢ How the decommissioning plan and activities are going to be verified (i.e., a final report with all

relevant supporting documentation, certified by a qualified individual).

Biotech Start-Ups: How to Navigate Early EHS Compliance Challenges




Formalizing this exchange of information with your landlord helps to protect both of you. Since there are no
specific regulatory requirements for moving out, it is your responsibility to define the means and methods that

will lead to clean conditions. This will help avoid problems and minimize safety concerns for the next tenant.
Once your decommissioning process is clear, it's time to put safe moving procedures into practice.
7 Tips for Safely Moving Your Biotech Laboratory

1. CONSIDER HIRING A DECOMMISSIONING VENDOR.
As you examine decommissioning costs, you may want to think about hiring a vendor who can accelerate
the project. If you decide to go this route, look for a vendor who can provide a certified industrial hygienist

(CIH) approved decommissioning report that you can provide to your landlord.

Vendors should also have experience decommissioning labs similar to yours or who are familiar with the
particular regulations of your industry and location. Ask about their processes and weigh the pros and cons
of the service they provide based on your needs and finances.

Keep in mind, too, that this process is most effective as a partnership between the vendor and a laboratory
leader familiar with daily operations. This leader can provide invaluable information about the lab to which

the CIH may not be privy.

2. FOLLOW PROCEDURES FOR HANDLING SPECIFIC MATERIALS
Depending on the materials you'll be handling during the move, certain procedures may need to be
carefully followed to ensure safety. For instance, if your lab handles mercury, determine the SOP for
handling a mercury spill or contamination so you'll be prepared if necessary. The same goes for the
disposal of unused chemicals and equipment — follow procedures carefully to avoid dangerous or costly

errors.

3. CONFIRM AREAS HAVE BEEN DECONTAMINATED
The ability to provide proof and confirmation that areas have been properly decontaminated will help the
process of moving out go as smoothly as possible. Take before and after pictures of various areas in your
laboratory and obtain a statement of acceptable level of risk, signed by a Certified Industrial Hygienist (CIH)

or qualified individual, to provide to your landlord.

4. MANAGE YOUR LICENSING AND PERMITTING TRANSITION
Your landlord may handle some of your lab licenses and permits (e.g., wastewater permit for multitenant
facility) while your company is responsible for others. Make sure you and your landlord are clear on each
other’s obligations and what processes need to be handled in the transition. In some cases, permits might
simply need to be transferred to your new location, while others will need to be canceled outright. If you
are subleasing your space, be aware of any obligations to your subtenant that might need to be addressed

in a supplementary agreement.
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5. IDENTIFY GAPS.
Make sure your new location has a home for everything and identify any gaps so you can handle the flow

of materials moving from one location to the other.

6. IMPLEMENT SECURITY AND SAFETY MEASURES.
Moving chemicals increases workers’ exposure, so make sure the proper security and safety measures
are in place to limit your liability. In some cases, it may make more sense in terms of cost and liability to

dispose of your old chemicals and purchase new ones at your new location.

7. CONSIDER ADOPTING A BUSINESS CONTINUITY PLAN.
Perhaps one of the biggest challenges of growing your business is thinking about the continuity of your
operations. A business continuity plan outlines what you'll do in case of an emergency. As organizations
grow, it's important to consider how essential services or products are maintained or delivered during a
disruption — whether it's a move, a natural disaster, a power failure, or a cyberattack. It can also come in

handy in the event that the transition to a new laboratory doesn’t go as smoothly as planned.

If you don’t currently have a business continuity plan, there are numerous resources to help you get

started. Learn more about what goes into a business continuity plan here.
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The biotechnology industry is full of innovation and possibility — but

it's also full of red tape, regulations, and safety issues. Take the time to
consider the typical early growth transitions of a startup biotech from
an EHS perspective to get on the right path when getting your startup
off the ground. With proper planning and insight from environmental

health and safety experts, you can become compliant and operational
faster.
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Appendix

While the exact permits needed will vary based on the type of research being conducted and location, this

table should serve as an example of the possible permits that may be required. Check with your state and local

regulatory agencies to verify the specific requirements for your operations.

JURISDICTION - LOCAL

Local Fire Department

Local Emergency Planning Committee, Local Fire Department

Local Dept. of Public Works

Local Public Health Department

JURISDICTION - STATE
Water Resource Authority

State Department of Environmental Protection

State Department of Environmental Protection and United States
Environmental Protection Agency

State Department of Public Health

State Department of Public Health, Radiation Control

State Department of Public Health
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PERMIT OR REQUIREMENT
Flammables Storage
Cryogenic liquids and compressed gases permit
Inventories and storage location map are typically required
Emergency Contingency (Action) Plan (also known as a Risk
Management Plan), Chemical Hygiene Plan, Site Plan, 24-hour
emergency contacts, Occupational Health Service Provider (OHS)
letter
Wastewater Discharge
Many cities require a recombinant DNA permit if working with
recombinant/synthetic DNA and/or a Biosafety Permit if working

with non-recombinant materials at BSL-3 or with Select Agents.

Some municipalities require a Laboratory Animal Use Permit for
organizations

PERMIT OR REQUIREMENT
Wastewater Discharge Permit

Wastewater: pH neutralization systems only. Grading Report and
Staffing Plan.

Hazardous Waste Generator ID#

Air Emissions or Source Registration may be required (including
boiler/furnace installations and operations and depending on
boiler/furnace size).

Medical or Biological Waste

Radiation Control Permit

Controlled Substances Registration




JURISDICTION - FEDERAL

Occupational Safety and Health Administration

National Institutes of Health, Office of Science Policy

National Institutes of Health, Office of Laboratory Animal Welfare

United States Drug Enforcement Agency

United States Environmental Protection Agency

United States Department of Transportation

United States Department of Homeland Security, United States
Department of Agriculture

Biotech Start-Ups: How to Navigate Early EHS Compliance Challenges

PERMIT OR REQUIREMENT

No permits required. Relevant OSHA Standards include, but are not
limited to, Bloodborne Pathogen, Chemical Hygiene/Laboratory,
Hazard Communication, Respiratory Protection, and individual
Standards for particular hazardous chemicals.

Institutional Biosafety Committee (IBC) Registration, if receiving
federal funds

Institutional Animal Care and Use Committee (IACUC), Animal
Welfare Assurance, if receiving federal funds

Controlled Substances Registration

Tier Il Report and/or Biennial Report (for Large Quantity Generator
status) (Note: While Tier Il Reporting is a federal program, states
have specific reporting procedures and requirements.)

Hazardous Waste Generator ID#

Hazardous Materials Registration (generally applies if highly
hazardous material/waste or radioactive material/waste is
shipped). Shipping training is required for staff members shipping
hazardous materials.

Select Agent Registration, if working with certain microorganisms/
toxins




About Environmental Health & Engineering

With over 35 years’ experience and a team of industry-leading professionals, EH&E has a deep knowledge of
the compliance, safety and facility management challenges across the life sciences sector. Our multidisciplinary
team of safety professionals, scientists and engineers offers all the specialized expertise needed to resolve any

challenge, prevent disruption to operations, and help you achieve your business goals.

¢ Indoor Environmental Quality

e Biosafety

e Industrial Hygiene & Safety

e IBC and Safety Committee - Development and Support

e Landlord/Tenant EHS Program Responsibilities and Lab Decommissioning Review
¢ Emergency Management and Business Continuity Plans

¢ Environmental Compliance & Management

e Commissioning

e Lab HVAC Optimization

e  Sustainability

e Strategic EHS Staffing
To find out how EH&E can help

get your start-up on the right
path to EHS compliance and
positioned for success, contact

us today!

EH&E
800-825-5343
contact@eheinc.com
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