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Human Dehydrated Placental 
Membrane Graft 
INSTRUCTIONS FOR USE 

 
PRODUCT DESCRIPTION 
UFIZI is a prescription only, sterile (10-6), room temperature 
allograft derived from human placental tissue collected from 
consenting healthy donors. Prior to being packaged in a heat-
sealed double pouch packaging system and subjected to low 
dose gamma irradiation, UFIZI is minimally processed, 
dehydrated, and precision configured. The amniotic membrane 
is an extracellular matrix sheet (graft) that is applied topically as 
a dental covering or protective barrier. 
 
REGULATORY STATUS 
UFIZI is an HCT/P (Human Cells, Tissues, and Cellular and 
Tissue-based Products) regulated solely under Section 361 of 
the U.S. Public Health Services Act and regulations set forth in 
the Code of Federal Regulations, Title 21, Part 1271. Ponya 
Therapeutics, LLC is registered with the Food and Drug 
Administration (FDA) as a manufacturer and distributor of 
Human Cells, Tissue, and Cellular and Tissue-based Products. 
UFIZI is manufactured under current Good Tissue Practices 
(cGTP). Ponya Therapeutics follows applicable State laws as 
well as the standards of the American Association of Tissue 
Banks (AATB).  
 
INTENDED USE/INDICATIONS FOR USE 
UFIZI is intended for homologous use as a protective 
covering in dental applications. It can be hydrated with sterile 
saline prior to application. The dose or size is determined by 
the physician and is dependent on the size of the affected area. 
UFIZI is intended for single use. 
 
DONOR ELIGIBILITY AND SUMMARY OF 
RECORDS 
Donated tissue is aseptically recovered and processed by an 
FDA registered tissue bank according to the standards required 
for transplantation. The donor has been determined to be 
eligible by a qualified medical director, and therefore the tissue 
is suitable for transplant once processed, according to cGTP 
standards, prior to the amnion grafts being released for use. 
Blood specimens collected from the donor at the time of tissue 
recovery are tested by a CLIA certified laboratory that is 

registered with the FDA using FDA approved test kits for the 
relevant communicable disease agents found in the Table 
below. 
 

INFECTIOUS DISEASE TESTING 

BLOOD TESTING ACCEPTABLE RESULT 

HIV-1/HIV-2 Antibody 

(Human Immunodeficiency 

Virus) 
Negative / Non-Reactive 

HIV NAT (Nucleic Acid Test) Negative / Non-Reactive 

Hepatitis B Surface Antigen Negative / Non-Reactive 

Hepatitis B Core Antibody 
(total) 

Negative / Non-Reactive 

Hepatitis B NAT Negative / Non-Reactive 

Hepatitis C Virus Antibody Negative / Non-Reactive 

Hepatitis C NAT Negative / Non-Reactive 

Syphilis Rapid Plasm or 

Treponemal Specific Assay Negative / Non-Reactive 

Human T Cell Lymphotropic 

Virus type I/II antibody Negative / Non-Reactive 

West Nile Virus Negative / Non-Reactive 

 
Donors that have non-reactive or negative serological 
screening test results and have been thoroughly screened 
against a medical and high-risk behavior criterion will be 
acceptable. Tissues are from informed consenting donors, who 
completed a medical history and risk assessment interview, 
have had a physical examination, and made available medical 
records. Collection & transport records along with 
microbiology culture results are included in the final review. 
Once all criteria have been met, Ponya Therapeutic’s Medical 
Director determines the eligibility of the donor. The medical 
eligibility requirements and Donor Acceptance Criteria exceed 
what is required by the FDA and AATB. 
In addition to the pre-clinical safety testing and review, a 

comprehensive, Quality Assurance review of the processing & 

packaging records and the labeling associated with the amniotic 

grafts for distribution is performed. The names and addresses 

of organizations involved in the recovery, screening, testing, 

processing, eligibility determination of the donated tissue and 

the release of amniotic grafts for distribution can be made 

available upon request. Ponya Therapeutics maintains all donor 

testing reports, medical record reports, donor eligibility 

determinations, and manufacturing batch records for 10 years 

beyond the expiration date of the product as required by 

21CFR1271.55(d)(4). 

 
PROCESSING 
The allograft tissue is processed to preserve the native structure 
and extra cellular components. Technical Quality Assurance 
standards throughout the manufacturing process are rigorously 
followed and reviewed. 
UFIZI is manufactured aseptically in an ISO 5 cleanroom. 
Each lot of finished product is terminally sterilized using low 
dose gamma irradiation. 
 
STORAGE 
UFIZI is stored at 0-37°C in Ponya Therapeutics in a clean, 
dry controlled storage location until ready to ship. 
Upon receipt UFIZI should be stored at 0-37°C. No 
refrigeration necessary. Do not freeze. 
 
PACKAGING, LABELING AND SHIPPING: 
Each lot is identified by its own unique ID, packaged in a 
sterile, single-patient-use dual pouch system, and labeled with 
the expiration date, product description, and size. Do not x-ray 
or irradiate the product. 
 
WARNINGS AND PRECAUTIONS 

▪ Once opened the product must be used immediately or 
discarded.  

▪ Opened products should NOT be used at a later time and 
may not be re-sterilized.  

▪ Discard all open and unused portions. 

▪ The product is for one-time use only and for one patient. 
Do not re- use. 

▪ Do not use if packaging is open or damaged. 

▪ Do not use if UFIZI is beyond its expiration. See package 
label for expiration date. 

▪ Do not use UFIZI on necrotic or poorly perfused tissue. 
 
AVAILABLE SIZES 
UFIZI is available in two sizes: 1 x 1cm and 2 x 2cm. UFIZI 
may be cut aseptically to fit the affected area.  
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PRIOR TO USE 
Prior to opening a UFIZI pouch examine the packaging for 
any signs of damage or tampering. If there appears to be 
damage to the packaging, product, or product label, do not use 
the product. If the identifying barcode is severely damaged 
beyond the ability to be scanned or is not eye readable, do not 
use the product. 
UFIZI is dehydrated during the manufacturing process and 
should be visibly dry when received in the sealed packaging. If 
there is any visible moisture within the packaging, do not use 
the product. 
 

SUGGESTED INSTRUCTIONS FOR USE 

1. Always apply UFIZI in a sterile field. UFIZI should 
only be handled by a physician, nurse, or other healthcare 
professional trained using aseptic technique. 

2. Prepare the affected area using standard medical 
procedures for cleaning and debridement. 

3. Measure the size of the affected area and determine the 
appropriate size UFIZI graft to use. 

4. Open the Secondary (outer) Tyvek pouch to drop the 
primary Tyvek pouch onto a sterile field. Carefully peel 
apart the primary pouch to retrieve UFIZI with sterile 
forceps. Exercise caution as the product is lightweight 
and can easily be displaced. 

5. Carefully place the UFIZI graft on the affected area.  

6. The graft should cover the affected area and may extend 
slightly beyond the margins of the affected area. Use 
more than one graft if needed to cover the affected area. 

7. Once applied to the affected area, UFIZI may be 
hydrated with sterile 0.9% saline for infusion or sterile 
water for irrigation. This step is optional and at the 
discretion of the clinician. 

8. UFIZI should be secured to the affected area using a 
secondary covering, pressure dressing, or other method, 
at the discretion of the clinician. 

9. UFIZI may be periodically reapplied at the physician’s 
discretion. Do not remove the previously applied UFIZI 
graft(s). 
 

TISSUE TRACKING & TRACEABILIY 

As per FDA requirements, traceability of HCT/P products 

must be maintained from donor to patient. Ponya uses a unique 

lot number, and each unit is serialized that is internally traceable 

to the donor. The UFIZI lot number must be placed in the 

patient’s medical records. Barcode labels are provided with 

UFIZI and may be used for patient paperwork. 

Complete and return the Traceability form that is included in the 

packaging, following the instructions on the form. 

 

ADVERSE EVENTS & REPORTING 

Possible adverse events may include irritation, local infection, 

transmission of viral disease, rejection of the graft, or local 

immune response. Physicians should notify the distributor of 

any reactions or suspected adverse events. 

FDA requires reporting any adverse events relating to a 

communicable disease in patients receiving HCT/Ps [21 CFR 

1271.350(a)]. Therefore, physicians must notify Ponya 

Therapeutics immediately in the event of an adverse event 
potentially attributable to the use of UFIZI. 

 
SYMBOLS USED ON LABEL OR PACKAGING 

 
Manufacturer. 

 
Do not re-use. 

 
Do not re-sterilize. 

 
Sterilized by radiation. 

 
Do not use if package is damaged. 

 
Not Sterile 

 
Expiration date. 

 
Temperature limitation. 

 Prescription only. 

 Quantity. Contains one unit. 

 
Catalog Number/Product Code 

 
Lot or batch number. 

 
Consult the package insert. 

 

DISCLAIMER 

IT IS THE RESPONSIBILITY OF DISRIBUTORS 

AND END USERS TO PROPERLY STORE AND 

USE UFIZI AS DESCRIBED IN THIS PACKAGE 

INSERT. PONYA THERAPEUTICS, LLC IS NOT 

RESPONSIBLE FOR INCIDENTAL OR 

CONSEQUENTIAL DAMAGES, LOSSES, OR 

COSTS THAT MAY ARISE DIRECTLY OR 

INDIRECTLY FROM THE MISUSE OF THIS 

PRODUCT. 

 
Manufactured by:  

Ponya Therapeutics, LLC 
13 Corporate Blvd NE 
Brookhaven, GA 30329 
(229) 442-7210 
info@ponyatx.com   
FEIN#: 33-4548218 
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