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ABOUT PSC BIOTECH

With over 26 years of experience providing services and products to
support the development and manufacturing of biopharmaceuticals and
other highly regulated industries, PSC Biotech® is a leading provider of
innovative solutions.

Our comprehensive services and products meet the specific needs of our
clients. Over 1000 clients across the globe rely on us for quality service and
support. We have highly skilled professionals committed to providing quality
service and support.
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INTRODUCTION

Life science companies play a vital role in developing and distributing
life-saving drugs, devices, biological products, and other treatments for
human or animal use. Every year many such products are developed
and put under pre-clinical and clinical trials to ensure these products
are safe for consumption. Companies spend millions of dollars on every
developed product to get these clinical studies performed and approved
by Regulatory agencies.

To continue their research and development efforts, these companies
must secure funding from various sources, such as grants and
proposals. Grant and proposal writing in the life science industry can
be complex, requiring a deep understanding of the industry, the latest
research and development, and effective communication skills.
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The primary purpose of grant and
proposal writing in life science
companies is to secure funding for
research and development projects.
These projects can range from early-
stage discovery research to clinical
trials and future commercialization.
The funding from grants and
proposals allows pharmaceutical and
other life science companies to invest
in new technologies, hire additional
staff, and conduct the research
necessary to bring new treatments to
the market.
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SIGNIFICANCE OF
GRANT WRITING

In the Life Science Industry

In the life science industry, grant writing is essential to funding the
development of new drugs and therapies. Pharmaceutical or medical
device companies, academic institutions, and research organizations
often rely on grant funding from government agencies, private
foundations, and other organizations to support their research and
development programs that can help them bring new treatments to the
market quicker than their competitors.

Key Areas where Grant Writing is Critical
for Life Science Companies includes

Pre-clinical and Clinical trials

Funding for pre-clinical and clinical trials is essential for testing the
safety and efficacy of new drugs and getting them approved for the
market. Pre-clinical trials on animals are done initially to understand a
newly developed product’s safety and dosage levels. Clinical trials, on
the other hand, are performed on humans and patients to study the
efficacy, safety, benefits, and risks of the proposed product.

While pre-clinical studies can be conducted on a lab scale, clinical
trials need to be extensive, ranging from 7-10 years of studies post-
development, performed on a wide range of people to get as much
data related to the safety and efficacy of the product in addition to data
associated with side effects and adverse or fatal events. These studies
may also need to be performed in different geographic regions
depending on the market and end use of the product.
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GRANT WRITING

4 SIGNIFICANCE W
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In the Life Science Industry

Clinical trials must be followed with very stringent clinical guidelines
set forth by regulatory authorities. Funding for these clinical studies
ensures companies can carry out such extensive studies efficiently
and get the required approval for marketing their products.

Research and Development

Grant funding can support research into new drug targets and
therapies, such as for rare diseases, and the development of newer
technologies that can be used in the production or development of a
product, improve the stability of a product, as well as more
contemporary techniques for drug discovery and development, dosage
forms or routes of administration.

Biotechnology Startups

Early- stage biotech companies may rely heavily on grant funding to
support their R&D while raising capital. Biotech products are usually
derived from biological sources. They need to be thoroughly
researched and studied for their potential uses and stability in the new
product form, owing to the variability in the biological sources, different
challenges in developing products on a lab scale or larger scale from
biological sources, and maintaining consistency in the product form
throughout the product life cycle.
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WRITING GRANTS
AND PROPOSALS

In the Regulatory Process

In addition to securing funding, grant and proposal writing can also play a role
in the regulatory process. Many pharmaceutical companies must submit
proposals to government agencies, such as the US Food and Drug
Administration (FDA), to obtain approval for their products. These proposals
must include detailed information on the safety and efficacy of the proposed
treatment, as well as a comprehensive plan for its manufacture, distribution,
and marketing. A well-written grant or proposal can help to streamline the
regulatory process and increase the chances of approval from the Agencies.

As with any grant writing, grant writing for life science companies also requires
a clear and compelling proposal that highlights the potential impact and
importance of the research or development project, as well as a strong budget
and a plan for how the funding will be used.

Furthermore, the life science industry is highly regulated, so grant proposals
for research and development of newer treatments must also demonstrate
compliance with relevant regulations and ethical guidelines. This means that
grant writers must have a thorough understanding of the regulatory landscape
and be able to communicate this effectively through their grant proposals.
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KEYSTO A
SUCCESSFUL FUNDING

Increased Funding

By securing funding from
grants and proposals,
companies can invest in the
research and development of
new treatments, hire additional
staff, establish better quality
management systems and
processes, invest in better
training resources, purchase
required equipments and
supplies necessary to advance
their work.

Faster regulatory approval

Improved Collaboration

Grant and proposal writing often
requires collaboration between
scientists, clinical researchers, and
regulatory specialists. This
collaboration can lead to the sharing of
ideas and knowledge, and the
formation of new partnerships. It also
promotes early identification of risks
and challenges in the potential
development of the product that can be
considered added in the proposal as
part of the grant to the funding groups.

A well-written grant or proposal can help to streamline the regulatory
process and increase the chances of approval for new treatments.

This includes
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KEYSTO A
SUCCESSFUL
FUNDING

Improved Public Relations

Grant and proposal writing also provides an opportunity for companies
to communicate the importance of the proposed project and its
potential impact on public health and the environment. This can help to
build public support, understand the need for the product in the market
and increase the visibility of the company and its potential products.

Competitive Advantage

By securing funding earlier, thereby conducting studies and obtaining
regulatory approval faster, companies can gain a competitive
advantage over their rivals and position themselves as leaders in the
field by gaining quicker entry into the market and spreading
awareness, providing benefits information about their products among
patients and healthcare professionals.

Increased Credibility

A successful grant or proposal can increase the credibility of the

pharmaceutical company and its products, making it easier to secure
additional funding for future products and getting regulatory approval
from agencies based on the history of the company and its products.
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DEVELOPING
GRANTS AND
PROPOSALS

In the Regulatory Process

While the grant writing process can be
complicated depending on the type of
project, the grant and proposal writing
process can be streamlined and can be
broken down into several common key
steps, including:

Identifying potential funding
sources

The first step is to identify detailed
research of all available grants and
funding opportunities that align with the
goals and objectives of the proposed
project. This is crucial in understanding
what your project needs are or if there
needs to be any improvement to the
project needs.

Preparing a Detailed Proposal

Once the funding opportunities have been
identified, the next step is to draft a grant
proposal. This involves writing a
comprehensive proposal that outlines the
objectives, methods, and budget for the
proposed project. The proposal should
also include a detailed timeline of the
several steps in the project and a
discussion of the expected outcomes,
benefits, and potential risks of the project.

www.biotech.com

5 Key Step
Process

Grant & Proposal
Writing

Identify Potential
Funding Source

Preparing a detailed
proposal

Review and
Revisions

Submission

Review and
Award of grant
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DEVELOPING
4 GRANTS AND \
PROPOSALS

Review and Revision

Once the proposal is complete, it needs to
be thoroughly reviewed and revised as
necessary to ensure that it is clear,
concise, and easy to understand. It is
always advisable to get a proposal
reviewed or revised by all the impacted
departments that will be participating in the
project.

Submission

The final proposal should be submitted to
the relevant funding agency or
organizations for consideration and
approval.

Review and Award of the
Grant

The funding agency or organization will
review the proposal and make a decision
on whether to award funding. If additional
information is needed, agencies usually
allow a specific timeframe for companies to
provide additional information or data
necessary for the grant approval.
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In the Regulatory Process

5 Key Step
Process

Grant & Proposal
Writing

Identify Potential
Funding Source

Preparing a detailed
proposal

Revig\ng and
Revisions

Submission
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Award of grant
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GRANT OR
PROPOSAL

COMPONENTS

S

A successful grant or proposal in the life science industry will typically

include the following key components:

Executive Summary

This consists of a concise
overview of the proposed
project, including its purpose,
goals, proposed safety, quality
and indications for the
developed product, potential
use, and route of
administration for the end user
and expected outcomes such
as potential pharmacological or
pharmacodynamic effects.

Background and
Significance

A detailed explanation of the
current state of research in the
field, with data from the
market, including existing
products or treatments in the
market, competitors’ products,
the problem or unmet need
that the proposed project aims
to address, and the
significance of the proposed
project to the industry and
public health.

Objectives

A clear description of the goals
and objectives of the proposed
project, including specific
outcomes and deliverables,
such as proposed indication,
treatment, method of use by
the end consumer, safety
aspects, risk assessment.

Methods

A detailed description of the
methods and techniques that
will be used to achieve the
project's objectives, including
any experimental designs,
manufacturing or production
process controls, stability of
the product, and sample sizes
to name a few. The content of
this section will depend mainly
on the end use of the product.

www.bhiotech.com

Timetable

A timeline for the proposed
project, including milestones,
deadlines, and expected
completion dates.

Budget

A detailed breakdown of the
costs associated with the
proposed project, including
R&D, raw materials to be used,
process controls, personnel,
equipment, and supplies.

References

A list of relevant literature and
other sources used in the
development of the proposal.

Appendices

Additional supporting
materials, such as data,
figures, and graphs, that help
to illustrate the proposed
project.
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PROPOSALS AND
GRANTS: SUCCESS
FACTORS

There are several factors that can influence the success of grant and
proposal writing in the life science industry, some of them include:

Quality of the Proposal

A well-written, well-researched proposal
that clearly outlines the objectives and
benefits of the proposed project and
provides sufficient product and process
data is more likely to be successful.

Alignment with Funding Agency
Goals

While it's essential for companies to
consider all relevant standards and
guidelines when it comes to developing
regulated products, the proposal must
also align with the goals and objectives
of the funding agency to increase the
chances of approval.

Budget and Timeline

A realistic budget and timeline that
accurately reflects the costs and time
required to complete the project is
critical to successful approval of the
grant.

www.bhiotech.com

Expertise and Experience

It is important for companies to
establish a team of technical experts
with an extensive experience in grant
and proposal writing, as well as in the
relevant scientific and regulatory
fields, to increase the chances of
developing a detailed grant proposal
and the success of the proposal.

Strong Relationships

Building strong relationships with
funding agencies and other
stakeholders can help to establish
trust, understand expectations and
thereby increase the chances of
success in the grant and proposal
writing process as well as funding for
future projects.
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Know your audience

It is essential to understand the
requirements, priorities, and
funding priorities of the funding
agency or organization to
which you are submitting your
proposal.

WRITE A GRANT
AND PROPOSAL
EFFECTIVELY

5 Tips for Effective
Grant Proposal Writing

e 2 2 00
Be clear and concise
A well-written grant or
proposal should be easy 1o
understand and free of
jargon. It should clearly
indicate the purpose of the
grant, objectives, budget
and use of resources,

Focus on impact
Emphasize the potential
impact of the proposed

project, including its
benefits to public health,
the environment, and the
industry.
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Stay current

Stay up lo date on the
latest research and
development in the field
and be sure o
incorporate this
information into your
proposal.

® ® 9 9 0 0
Build a strong team
Collaborate with experts
in the: field, including
scientists, clinical
researchers, and
regulatory specialists, to
ensure the success of
your proposed project.
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GRANT WRITING
CHALLENGES

Finding the right funding sources

Identifying potential funding sources that align with the goals and objectives of the
proposed project can be a challenge, especially given the competitive nature of the
grant and proposal writing process, availability of various funding organizations and
different companies competing for these grants.

Writing a clear and compelling proposal

Writing a clear, concise, and compelling proposal that effectively communicates the
objectives and benefits of the proposed project can be challenging, especially given
the complex nature of many development projects by life science companies and
amount of resources needed for these projects.

Requires specific knowledge

Grant writing requires a certain level of knowledge about the funding organization as
well as certain level of expertise in understanding the different aspects and
requirements for the grant proposal, which can be difficult for those who are not
familiar with the process.

2. Clear ?::d f.;;JTPEI'.I‘.m& 3. Specific
1.Finding the right s i Knowledge

funding source

4. Budget

balanee

\\‘
- 9 challenges
” In Grant
9. Kejection
Writing
Process ' . (andecape
6. Timeline
ethical rigour
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GRANT WRITING
CHALLENGES

Balancing the Budget:
Creating a budget that accurately reflects the costs of the proposed project while also
being competitive and attractive to funding agencies can be a difficult process.

Navigating the Regulatory Landscape:

Navigating the complex regulatory landscape and ensuring that the proposal meets all
relevant regulations and guidelines while also ensuring receiving appropriate funds can be
challenging and time-consuming process.

Managing Timelines:

Grant writing can be a time-consuming process, as it often involves researching potential
funding sources, developing a detailed proposal, and coordinating with other organizations
or individuals involved in the project. Balancing the timelines for the grant and proposal
writing process with the timelines for the actual project can be challenging, especially given
the tight deadlines often associated with grant and proposal writing.

Ensuring Scientific and Ethical Rigor:

Grant proposals often need to adhere to strict guidelines, including specific formatting and
content requirements. Failing to follow these guidelines can result in a proposal being
rejected. Ensuring that the proposed project is scientifically and ethically rigorous can be a
challenge, especially given the need to balance the scientific goals of the project with the
ethical considerations of human subjects and animal welfare.

Competition:

There is often high competition for grant funding, with many organizations and groups
vying for a limited pool of resources. This can make it difficult for a proposal to stand out
and be selected for funding.

Chances of Rejection:
There is always a chance that a grant proposal may be rejected, which can be
disappointing and can delay the progress of a project and thereby entry into the market.
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TACKLING THE
CHALLENGES

While there are many challenges, companies can still ensure the success
of their grant proposal, here are a few steps that can be taken by
companies to develop a well detailed grant proposal:

Seek Out Experts
Working with experienced grant and

proposal writing professionals can help
companies overcome many of the
challenges associated with the

process. These professionals can ol
provide guidance on the most Spei
appropriate funding sources,

Prepa_re far Establis_h
understand the level of budget and eyt Elrong|profoct
process plan
resources to be allocated, help
develop a clear and compelling Tackling The
Follow nF Conduct
proposal, as well as navigate the BRI Grant Writing thorough

guidelines Challenges research
regulatory landscape.

(1151 04

Use clear & Build a strong

Establish a Strong Project Plan concise team
Before beginning the grant and S

proposal writing process, it is
important for companies to establish a
strong project plan that outlines the
objectives, budget, and timeline for the
proposed project. This plan should
also address any potential challenges
as well as plan out contingency
programs to address them.
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TACKLING THE
CHALLENGES

Conduct Thorough Research

Conducting thorough research on potential funding sources, the
regulatory landscape, and the competition can help companies identify
the most promising opportunities and tailor their development
programs and proposals accordingly.

Build a Strong Team

Building a strong team of experts from across the company can help
ensure that all aspects of the proposed project are well-represented in
the proposal and that the project has the support it needs to succeed.

Use Clear and Concise Language

As mentioned earlier, its essential that the grant and proposal must
consists of clear and concise language that effectively communicates
the goals and benefits of the proposed project. This will help increase
the chances of securing funding and regulatory approval.

Follow all Regulations and Guidelines

Ensuring that the proposal meets all relevant regulations and
guidelines is critical to the success of the grant and proposal writing
process. Companies should carefully review all regulations and
guidelines and seek the advice of experts if necessary.

Prepare for the Review Process

Companies should be prepared for the review process, including
preparing for potential questions or concerns from reviewers and
providing all necessary documentation and data during the process to
the Agencies.
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CONCLUSION

Grant and proposal writing is an integral part of the life science industry,
allowing companies to secure appropriate funding for their critical
research and development projects, regulatory approval, and increased
credibility. A well-written grant or proposal will demonstrate a clear
understanding of the industry and the latest research data, as well as
highlight the potential impacts of the proposed project. By following best
practices and seeking the advice of experts, companies can increase
their chances of success in securing the funding they need to advance
their work and bring new treatments to market.

When it comes to Grant writing, PSC Biotech has extensive expertise
and experienced professionals that can help companies navigate the
challenging process of grant writing. PSC has subject matter experts
(SMESs) that have experience in different areas of development and life
cycle of a product, regulatory expertise that can help your company
understand the different impacting regulations for your product, quality
compliance expertise that can ensure companies are compliant with
quality standards. PSC also offers to support in terms of maintaining all
project data and documentation that are integral part of a grant writing
process.

PSC has software such as ACE® and ACE essentials® that are highly
functional quality management systems that can help track progress of
your projects in one place and ensure consistency and high quality of
data. Contact PSC Biotech today to help you in your grant writing
process!
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CONTACT US

Founded in 1996, PSC Biotech® has spent more than two decades providing
life sciences with essential services to ensure that healthcare products are
developed, manufactured, and distributed to the highest standards in
compliance with all applicable regulatory requirements.

Our goal is to skyrocket our clients’ success. To achieve this, our method is
straightforward; we put the client’s needs first. We attain top-tier expertise at
each project stage, from generating thorough, comprehensive project plans to
reaching extensive production operations into attentive asset management,
authenticity, and non-expendable ventures.

Since our inception, PSC® has served as a strategic partner to emerging and
established life science companies to help bring their life-saving products to
market. PSC® operates in 52 countries globally and has served thousands of
clients. Employing a global team of skilled professionals and experts across
strategically located offices in North America, Europe, Asia, and the Middle
East, we are proud of the roles we have fulfilled to help our clients succeed.

9 Info@biotech.com @ +1-909-784-3350

: 700 Corporate Center Dr.
@ www.biotech.com Pomona, CA. 91768
United States of America
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