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TESTING + VALIDATION:
20% of every lot manufactured is sent for sterility and endotoxin 
testing by a 3rd party CLIA Certified laboratory. These products 
are aseptically processed and packaged.
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MANUFACTURER’S INTENT:
is a human cellular, tissue-based product (HCT/P) 

as defined in 21 CFR  1271.3(d), meets all of the criteria listed 
in 21 CFR 1271.10(a), and is therefore regulated solely under 
section 361 of the Public Health Service (PHS) Act (42 
U.S.C.264)(Section 361 HCT/Ps). This includes following the 
June 2020 guidance document by the Food and Drug 
Administration (FDA), Regulatory Considerations for Human 
Cells, Tissues, and Cellular and Tissue-Based Products: 
Minimal Manipulation and Homologous in context to non-
conduit structural tissue regulated under section 361 of the 
PHS Act.

 MATRIX HCT/P ALLOGRAFT FOR HOMOLOGOUS USE

WHERE  RESEARCH AND  DEVELOPMENT 
CREATE  RESPONSIBLE MANUFACTURING 
VITTILABS.COM

PRODUCT OPTIONS 

Vitti Labs™ products meet the criteria of 21 CFR 1271.10, therefore are regulated under 21 CFR 1271 under Section 361 of the PHS Act. 

These products are not approved by the FDA.Vitti Labs™ products are only intended to be used by Medical Professionals. 

* Package may be different than illustrated
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FAQ’s

Q: What is a structural tissue?
A: Tissues that physically support or serve as a barrier or conduit, or connect, cover, or cushion in the donor are generally considered 
structural tissues for the purposes of determining the applicable regulatory definition. Examples of structural tissues include:

Q:  What are the meaningful characteristics of structural tissue?
A:  Structural tissues utility for reconstruction, repair, and replacement uses the original relevant characteristics of structural tissues 
such as support, strength, flexibility, cushioning, covering, and compressibility.

Q: Do these structural tissues contain cells?
A: Structural tissues may contain both extracellular matrix and cellular components because any alteration of these components 
that relates to the structural tissue’s utility for reconstruction, repair, or replacement would generally be considered more than  
minimal manipulation.

Q: What’s Minimal Manipulation?
A: For structural tissue, processing that does not alter the original relevant characteristics of the tissue relating to the tissue’s utility 
for reconstruction, repair, or replacement.

Q: What is Homologous Use?
A:  

Citation: Source: Regulatory Considerations for Human Cells, Tissues, and Cellular and Tissue-Based Products: Minimal Manipulation and Homologous Use. Guidance for Industry 
and Food and Drug Administration Staff- July2020
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Skin

Amniotic membrane and umbilical cord

Blood vessel

Adipose tissue

Articular cartilage

Non-articular cartilage
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