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DefyGravityTM Manufacturing 
 

Manufacturing the DefyGravity breast implant is about manufacturing a new 
templet (mandrel) used to form a shell (scaffold) that sustains the implant. 

The physical characteristics and configuration of DefyGravity mandrel are described in 
the patent. 

Incorporating the DefyGravity breast implant product within any manufacturer’s 
product line is very much similar to adding any new style of implants. 

DefyGravity implant can be manufactured with a range of volumes in CCs, base width, 
vertical heights, and variable projections (low, moderate, high, or extra-high), 

DefyGravity shell surface is smooth, 

DefyGravity shell can be filled with one of the following fillers:  

• COHESIVE silicone gen,  

• highly-cohesive, form-stable silicone gel,  

• SoftTouch silicone gel,  

• B light silicone gel, 

• Alternatively, the implant can be filled with saline solution. 

• If the buyer/licensee is in the business of breast implant manufacturing, they will 
continue to do what they are doing today, following their current manufacturing 
protocol steps, using the same medical grade, safe, FDA approved silicone, 
even the same experienced employees and equipment. 
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• The basic protocol for current breast implant manufacturing techniques was fully 
described by Barr and Bayat2.   

• The figure below demonstrates the manufacturing DefyGravity breast 
implant, that requires the manufacturing of a novel SHELL or "mandrel" with the 
physical characteristics of the implant described in the patent application and in 
"The Implant" page of this website. This mandrel will replace the mandrels that 
are used in the current manufacturing steps. 

• The Breast implant manufacturing process is demonstrated in YouTube videos 
from breast implant manufacturers seen in Annex 1 below. 

 

 
 
 
 

Contract Manufacturing Option  
 
A second option to manufacture DefyGravity is to make a contract manufacturing 
agreement with a CMO.  
 
Currently, two companies in the medical aesthetic field, Sientra and the Ideal Implants, 
have received their FDA approval to manufacture their breast implants in an FDA-
approved manufacturing site of Vesta, a Lubrizol LifeSciences company, at Vesta's 
Wisconsin-based, FDA-approved manufacturing facility. 1, 2 
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DefyGravityTM Regulatory Approval  

Marketing Authorization 

Breast implants are medical devices for surgical use to be implanted into a human 
body. Hence, the regulatory agencies are concerned about patient safety and device 
effectiveness, i.e. the benefits offered to the patients. 
 
Currently, the FDA  
 
Marketing DefyGravity Internationally 

Market approval for DefyGravity breast implant in each country should comply with 
requirements of the Regional and National health regulatory agencies: 

In the United States of America: The Food and Drug Administartion or FDA 

In Europe: European Medicines Agency (EMA) 

In Korea: Korean Food and Drug Administration 

In Brazil: ANVISA 

In Australia: Therapeutic Goods Administration (TGA)  
In the United Kingdom: The Medicines and Healthcare Products Regulatory 
Agency (MHRA) 

In France: Agence Nationale de Securite du Medicament et des Produits de Sante 
(ANSM). 

FDA Regulations 

In the U.S., the FDA classifies breast implants as a Class III medical device requiring 
the submission of a premarket approval (PMA) Application.  

Further, a new style of the implant requires a PMA Supplement Application: a 
supplement means that the new implant may have changed the device Design/ 
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Components/Specifications/Description/Function/ Indication/Material from that 
approved in the original PMA. 

DefyGravity in the USA 

According to data available online, marketing approval can be achieved by submitting 
DefyGravity “PMA Supplement” Application, considering DefyGravity as a new 
style anatomical silicone/saline filled breast implant medical device that has a changed 
Design/Description/Specification and is used for the same indications as breast 
augmentation, reconstruction, and lift. 

As a condition of approval, the manufacturer may be required to conduct a series of 
post-approval studies to further characterize the safety and effectiveness of 
DefyGravity silicone gel-filled breast implant and to answer scientific questions that the 
premarket clinical trial was not designed to answer. 

Information and Updates from the FDA 

Safety and Performance-Based Pathway 

In January 22, 2019, the FDA released the new “Safety and Performance-Based 
Pathway” Guidance for Industry that strengthen 510(K) review process. The FDA 
believes that this will enhance the safety of new medical devices. By using this 
pathway, manufacturers have to demonstrate that their product meet objective 
safety and performance criteria that are based on modern technologic principles. 

 
Early Feasibility Studies (EFS) Program  
 
Introduction 
An early feasibility study (EFS) is a limited clinical investigation of a device early in development.3 It 
typically: 

1. enrolls a small number of subjects; 

2. is used to evaluate the device design concept with respect to initial clinical safety and 
device functionality; and 

3. may guide device modifications. 
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CDRH's EFS Program facilitates the conduct of early feasibility studies in the United States to 
increase access for patients to potentially beneficial technologies and to support device innovation. 
EFS concepts are described in the FDA guidance document, "Investigational Device Exemptions 
(IDEs) for Early Feasibility Medical Device Clinical studies, Including Certain First in Human (FIH) 
Studies".   

The EFS Program provides a mechanism for innovators to work directly with, sponsors, FDA review 
teams, and clinicians to work together early so they can increase the efficiency of their device 
development. Early clinical experience obtained from an EFS can provide insights for sponsors and 
FDA review teams into device proof of concept, patient characteristics that may impact 
performance, operator technique refinements, device safety, necessary device modifications, and 
human factors. 

Components of the EFS Program include: 

• Opportunities for interactive review 
• Assistance in submission preparation from an EFS Program representative 
• Potential for less non-clinical data to support study initiation relative to the data needed for 

larger clinical studies based on use of clinical mitigation strategies 
• New mechanisms for timely device and clinical protocol modifications 

Devices Appropriate for Early Feasibility Studies 
The EFS Program is open to devices subject to Premarket Approval (PMA), Premarket Notification 
(510[k]), De Novo classification, or Humanitarian Device Exemption (HDE).  EFS may be applicable 
when clinical experience is necessary because non-clinical testing is unavailable or inadequate to 
provide the information needed to advance device development. Therefore, EFS may be conducted 
on new devices without prior clinical experience and in some cases, may also be conducted on 
devices with limited prior clinical experience.  For example devices previously used under 
a Compassionate Use approval, devices used outside of the United States, or marketed devices 
being proposed for a new indication are suitable for investigation in an EFS.  
 
 

Contract Regulatory Approval Organization 

It is possible to use the services of a Contract Regulatory Approval Organizations 
(CRAO) to meet the requirements of the FDA PMA submission. The following are 
two examples of CRAO: 

A- A Wright Path®: 
A Wright Path is a consulting agency in global regulatory compliance based in 
Pennsylvania, with strong and solid industry expertise, A Wright Path navigates 
and executes the FDA and global regulatory requirements and submissions so 
our clients achieve the launch of their products with confidence into the 
marketplace. they interface with regulatory agencies on your behalf while acting 
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as your strategic partner. they offer strategy and quality solutions in the medical 
device industries. https://awrightpath.net  
How A Right Path Help? They see the client product through its entire life cycle. 
From strategy and regulatory submissions through post-marketing surveillance, A 
Wright Path is with you every step of the way. The Right Intelligence. The Right 
Experience. The Right Strategy. The Right Path... 

 

 
B- Right Submission: 

medical device regulatory submissions done faster, done smarter. 
Right Submission provides consulting, software and hybrid consulting+software 
to both early stage and established medical device companies. Right 
Submission help clients with presubs, 315 (G), 510K, De Novo and PMA 
submission. Right Submission also provide solutions for clinical study reports, 
clinical evaluation reports, and other clinical work. 
https://www.rightsubmission.com  

 
 

DefyGravity Marketing 

DefyGravity breast implants can be marketed along current marketing routes 
that are used by breast implant manufacturers to deliver the product to end 
users in surgery clinics and hospitals. 
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Annex I 

https://youtu.be/T7qkCjiIPwkEstablishment Lab Manufacturing Process. Last visited 
Dec., 2018 

https://youtu.be/LEi-roc6RXA  GC Aesthetics Manufacturing Process. Last visited 
Dec., 2018 

https://youtu.be/-R9UAqlBfAoMentor Manufacturing Process. Last visited Dec., 2018 
https://www.youtube.com/watch?v=D4cXJjBev_sPolyTech Manufacturing Process. 

Last visited Dec., 2018 
https://youtu.be/d8ze7bRhYQMSilimed Manufacturing Process. Last visited Dec., 2018 
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