
             PROFILE

This prescription dental paste is  
indicated for the treatment of lesions 
in the mouth. Its cellulose solids  
form a pseudo-scab that protects 
those lesions from enzymatic attack, 
while its pharmaceutical component 
reduces inflammation and promotes 
healing. 

It contains triamcinolone acetonide, 
carboxymethylcellulose sodium, 
polyethylene resin, light mineral oil, 
gelatin, and pectin.

LGM Pharma provided the following 
services: 
• Formulation development

• Product manufacturing

• Packaging

• Stability testing

• Finished product testing

• Regulatory support

To turn our client’s idea into a commercial product, we started by reverse- 
engineering the reference drug’s formulation. The FDA’s Orange Book data files 
helped us to determine the maximum allowable quantity for the product’s active 
ingredient, triamcinolone acetonide. To understand the balance of all other 
ingredients, we applied test methods like Gas Chromatography (GC) and High 
Performance Liquid Chromatography (HPLC). 

This approach to product development, based on the principles of Quality by 
Design (QbD), generated a significant volume of scientific data, which we put  
to work in two important ways. First, we used that data to understand and 
de-risk our manufacturing process, which allowed us to scale from 500g test 
batches to 150kg commercial volumes smoothly and efficiently while protecting 
the quality of our finished product. Secondly, we parlayed that scientific data 
into a robust FDA submission that will help our client accelerate through the 
regulatory review process. 

FIRST CHALLENGE: A hard-to-source excipient
This product relies on a plasticized gel as its vehicle for delivery into the  
mouth. We investigated the possibility of procuring this gel from third-party 
manufacturers, but our research revealed more risks than benefits for our client.  
To ensure a continuous and cost-effective supply of this critical ingredient,  
we recommended a different approach altogether.

SOLUTION: We made the excipient in-situ 
Our development team went back to the scientific literature and searched until 
they found a reference for formulating the plasticized gel as part of our own 
manufacturing process. 

We heated mineral oil to within 93 – 95ºF and held it there while manually  
incorporating polyethylene at a precise mixing speed. This homogeneous  
mixture gradually formed the plasticized gel, at which point we quickly dropped 
the temperature and incorporated the drug’s solid elements. 

CASE STUDY: 

How an ANDA Project Overcame Unique Sourcing  
and Manufacturing Challenges

When the patent on a brand-name dental paste expired, our client 
saw an opportunity to offer sufferers of painful oral lesions a generic  
alternative. Their product would drive down costs for patients 
while positioning the client’s business for success in a competitive 
market. With the FDA’s Abbreviated New Drug Application (ANDA) 
regulatory pathway leading the way forward, all they needed  
was a partner with experience developing and manufacturing 
unique semi-solid products. That’s when they found LGM Pharma. 



This was a delicate process. To get it right, our operators had to maintain  
absolute control over the formulation’s temperature and mixing speed.  
Our QbD approach served us well in this case: we wrote detailed protocols  
based on our scientific analysis of the product, ensuring high-quality and  
reproducible results, batch after batch. 

SECOND CHALLENGE: In as a molten substance, out as a gel
Packaging a semi-solid product requires precise temperature management.  
The product must be warm enough to handle smoothly and consistently on  
the filling line, but cool enough to solidify into a gel appropriate for consumer 
use. This challenge was especially acute for our client’s product, which was  
destined for relatively small 5g tubes.

SOLUTION: A finely controlled packaging process
We tested our process until we arrived at the precise temperature necessary  
to successfully package our client’s product. 

To ensure the integrity of this process, we subjected our test batches to a  
battery of quality assessments including critical quality attributes. The product 
has gone through both accelerated and long-term stability for 36 months and  
is meeting all the product specifications.

RESULTS 
There are many CMDOs ready to take direction from clients pursuing ANDA 
projects. As a smart partner, we offer something else. We seek out solutions 
that our clients haven’t considered in order to arrive at an outcome they  
may not have thought possible. That was the case with this project, which 
required us to go beyond basic problem-solving to create a bespoke process 
suitable for manufacturing this niche semi-solid product. 

HOW “QUALITY BY DESIGN” 
DRIVES ANDA PROJECTS

We apply the principles of QbD to our 
process for one very important reason:  
it ensures a successful result for  
our client, no matter how that client  
measures success. 

• Product quality Our scientific analysis 
impacts both the quality of the final 
product and the controlled protocols 
that make such quality possible.

• Regulatory outcome Our product 
development team works closely with 
our regulatory sciences and submis-
sions team from day one. The result  
is an evidence-based report that  
supports a faster review process.

• Cost control Our QbD approach helps 
us to identify bottlenecks before they 
happen and ensure smooth knowledge 
transfer between teams, ultimately 
leading to a healthier ROI. 

• Flexibility By focusing as keenly  
on the quality of our process as we 
do on the quality of our final product, 
we’re able to address challenges and 
adapt to shifting circumstances 
quickly and without compromising  
the outcome.
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“If you’re looking for a CDMO, don’t be fooled by those who promise a 
problem-free project. Every project has its challenges. What you need 
is a partner who knows how to solve those challenges quickly while 
communicating effectively. That’s why we chose LGM.”

— DENTAL PASTE CLIENT

LGM Pharma provides pharmaceutical, biotechnology, and compounding pharmacy clients with expert API sourcing and CDMO services for 
complete supply chain management across all phases of drug development. With a long-established positive regulatory track record, we are 
trusted advisors for regulatory and market intelligence. We focus on quality, exceptional customer service, and custom solutions, to give  
our clients a comprehensive, one-stop solution that reduces risk, increases efficiency, and accelerates a smooth path to commercialization. 
Partner with LGM Pharma. Now that’s smart.

Ready to accelerate your ANDA? Partner smart with LGM Pharma for  
creative problem-solving that moves you toward a successful FDA submission. 
Contact us today at 1-800-881-8210 or email info@lgmpharma.com.


