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New International Society for Cell & Gene Therapy (ISCT) Educational Resource to 
Support Cell and Gene Therapy (CGT) Development 

New York, USA. June 28, 2019  

Hybrid Concepts International (HCI)’s Dr. Michael Mendicino Leads Publication Effort 
for ISCT Committee 

There has been exponential growth in Investigational New Drug Applications (INDs) 
submitted to the Food & Drug Administration (FDA) for cell and gene therapies (CGTs) in 
recent years. Recently, there has also been potentially curative CGT Biologics License 
Applications (BLA) approved by the FDA. Due to this growing interest and commitment 
from organizations and companies developing CGTs, and their potential to cure diseases and 
conditions with high, unmet clinical needs, the International Society for Cell & Gene 
Therapy’s (ISCT™) North America Legal & Regulatory Affairs Committee (NA LRA) 
published a review article on the current state of FDA CGT regulation in Cytotherapy™, the 
official journal of ISCT. This review, titled ‘Current state of U.S. Food and Drug 
Administration regulation for cellular and gene therapy products: potential cures on the 
horizon’, is intended to be utilized as an educational tool for current and potential CGT 
product developers, FDA IND sponsors, and future BLA applicants. The review was led by 
Dr. Michael Mendicino, Chief Consultant and Advisor for Hybrid Concepts International 
(HCI), which covers high-level areas such as: 
 

• Current legislation, regulation, guidance documents, 
• regulatory submissions, meetings, 
• product jurisdiction, 
• expedited programs, 
• regulatory science, and 
• other relevant information.  

This valuable resource is designed to help both those new to the field, and those already in the 
process of development, better understand and navigate the FDA regulatory review 
requirements and processes for CGT development through major FDA milestones such as 
IND submission, and subsequent licensure.  

Queenie Jang, BSC (Pharmacy), MBA, CEO of ISCT, says this tool brings “tremendous 
value” to the CGT field.  

https://www.ourhybridconcepts.com/
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“ISCT truly values these proactive and comprehensive educational resources generated by its 
expert committees such as the experienced NA LRA,” she says. “We are proud to promote 
this important resource through the ISCT website.”   

HCI is committed to help educate and support CGT developers who are either planning to or 
already working with the FDA at all stages of product, preclinical, and clinical development. 
This includes the following stages: start-up (usually before INTERACT), INTERACT, pre-
IND, IND, FDA interactions and management of IND files after IND (including CMC and 
End-of-Phase [EOP] meetings), all the way through to preparing for licensure, including the 
pre-BLA, and subsequent BLA and associated interactions. HCI also works with worldwide 
partner expert consulting and other professional organizations wherever the client need exists.   

More Information 

Please visit the ISCT website for more details. Go to the Cytotherapy™ journal for the online 
version of the review article here. This article will also be published in print in the July 2019 
issue (Cytotherapy 21 (2019) pp. 699-724) of Cytotherapy™.  As part of a Global LRA ISCT 
initiative, a back-to-back review article on the current state of Health Canada’s CGT 
regulation, accompanied by a foreword, will be published in the same issue. 

Hybrid Concepts International (HCI) is a niche consulting and advisory firm serving the 
fields of cell therapy, ex vivo modified cell therapies (gene or non-gene modified), in vivo 
gene therapy, other advanced therapies & regenerative medicines, tissue engineering, and 
cell-based drug discovery. HCI operates for clients located around the world seeking HCI 
services in the United States.  Specific discipline expertise for the aforementioned fields 
include global regulatory affairs strategy and content (especially FDA), CMC, Process 
Development and cGMP-compliant manufacture, translational R&D (e.g., IND-enabling 
preclinical studies), technical/product/platform/regulatory diligence activities, and related QA, 
QC, and regulatory publishing/eCTD support. HCI clients can tap into either specific 
discipline leadership or support, or take more of a multi-disciplinary, streamlined, one-stop 
shop approach. HCI can fulfill both i) project-specific, hourly rate consulting contracts 
(examples to-date include pre-submissions, INDs, Type A/B/C FDA meetings, regulatory 
strategy, product development, tech transfer, expedited programs, etc.) and ii) longer-term, 
more largely scoped, part-time, titled advisory contracts (examples to-date include EVP, Dept. 
Head, C-Suite, etc.). Please go to the HCI website for more information, including expertise 
and services and LinkedIn for Dr. Michael Mendicino’s profile.  
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