




Tissue Licenses and registra�on 
for: 

Bimini Health Tech 
(Distributor) 



FDA information collection OMB Control number: 0910-0543, expiration date: 08/31/2026

Page 1 of 2

FEI: 3022978896 Devices:FEI: 3022978896  
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, 

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

TISSUES, AND CELLULAR AND TISSUE-BASED PRODUCTS
DESCRIBED IN 21 CFR 1271.10

Reason For Last Submission:       Annual Registration/Listing    

Last Annual Registration Year: 2024

Last Registration Receipt Date: 11/16/2023

Summary Report Print Date: 12/01/2023

Donor Type(s) Donor TestingRecover Screen Package Process Store Label Distribute
Date of 

Discontinuance
Date of 

Resumption

Amniotic Membrane

Blood Vessel

Bone

Cardiac Tissue - non-valved

Cartilage

Cornea

Dura Mater

Embryo

Fascia

Heart Valve

HPC Apheresis

HPC Cord Blood

Ligament

Nerve Tissue

Oocyte

Ovarian Tissue

Pancreatic Islet Cells - autologous

Parathyroid

Pericardium

Peripheral Blood Mononuclear Cells

Peritoneal Membrane

Sclera

Semen

Skin

Tendon

Testicular Tissue

Tooth Pulp

Umbilical Cord Tissue

Puregraft EssenceX X

Satellite Recovery Establishment:

Parent Manufacturing Establishment FEI No.: 

No

Note: FDA acceptance of an establishment registration and HCT/P listing does not 
constitute a determination that an establishment is in compliance with applicable 
rules and regulations or that the HCT/P is licensed or approved by FDA (21 CFR 
1271.27(b)).

Proprietary Name(s)

Establishment Functions

HCT/P(s)

FEI: 3022978896 Legal Name: Bimini Health Tech

Testing For Micro-Organisms Only: No

FOOD AND DRUG ADMINISTRATION
Blood:

Drugs:

Other FDA Registrations:

Legal Name and Location:

8400 Belleview Drive, Suite 125

Bimini Health Tech

Plano,  Texas   75024
USA

858-386-4140Phone: Ext.:

Reporting Official:

Trevor J Denbo,    VP, QA/RA

8400 Belleview Drive

Suite 125

Plano, Texas  75024

USA

Phone:  858-386-4140    Ext. 

tdenbo@BiminiHealthTech.com



FDA information collection OMB Control number: 0910-0543, expiration date: 08/31/2026

Page 2 of 2

FEI: 3022978896

Additional Information: No additional information provided.

Legal Name: Bimini Health Tech

  Proprietary Name(s):





    

DELAWARE HEALTH 
AND SOCIAL SERVICES 

DIVISION OF PUBLIC HEALTH 

 

 

 

 

 

February 12, 2024 
 
Trevor J. Denbo 
Bimini Health Tech 
8400 Belleview Drive, Suite 125, Plano, TX 75024 
 
 Dear Trevor J. Denbo, 
 
This letter confirms that  Bimini Health Tech is registered with the Delaware Tissue 
Bank until April 30, 2025. 

Thank you for notifying the Bureau of Communicable Diseases office in a timely manner 
of any changes to the information contained in the registration form.  Please continue to 
keep contact information current to ensure timely delivery of updates and notifications. 

If you have any questions, please contact me at the number below or via my e-mail. 

Best regards, 
 

Harley Bucher  
Investigator I 
Delaware Department of Health and Social Services  
Division of Public Health  
Stockley Campus | 102 Lloyd Lane, Georgetown, DE 19947  
Office: 302-744-1033 | Cell: 302-270-0526  
Harley.bucher@delaware.gov 
 

http://dhss.delaware.gov/dhss/index.html
http://dhss.delaware.gov/dhss/dph/index.html


View current license information at: Floridahealthfinder.gov LICENSE #: 403 

CERTIFICATE #: 2115 

State of Florida 
AGENCY FOR HEALTH CARE ADMINISTRATION 

DIVISION OF HEALTH CARE POLICY AND OVERSIGHT 

EFFECTIVE DATE:  01/25/2024 

Jason Weida, Secretary 
EXPIRATION DATE:  01/24/2026 

Tissue Bank 
Licensed 

This is to confirm that BIMNI TECHNOLOGIES LLC dba BIMINI HEALTH TECH has complied with the rules and regulations adopted by the 

State of Florida, Agency for Health Care Administration, and authorized in Chapter 765, Florida Statutes, and is authorized to operate the 

following: 

BIMINI HEALTH TECH 
8400 Belleview Drive 

Plano, TX  75024 

Authorized Services:  distribute tissues 









Tissue Licenses and registra�on 
for: 

J4 Biologics 
(Tissue Processor) 



FDA information collection OMB Control number: 0910-0543, expiration date: 08/31/2026

Page 1 of 2

FEI: 3025971176 Devices:
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, 

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

TISSUES, AND CELLULAR AND TISSUE-BASED PRODUCTS
DESCRIBED IN 21 CFR 1271.10

Reason For Last Submission:       Annual Registration/Listing    

Last Annual Registration Year: 2024

Last Registration Receipt Date: 12/31/2023

Summary Report Print Date: 01/05/2024

Donor Type(s) Donor TestingRecover Screen Package Process Store Label Distribute
Date of 

Discontinuance
Date of 

Resumption

Amniotic Membrane

Blood Vessel

Bone

Cardiac Tissue - non-valved

Cartilage

Cornea

Dura Mater

Embryo

Fascia

Heart Valve

HPC Apheresis

HPC Cord Blood

Ligament

Nerve Tissue

Oocyte

Ovarian Tissue

Pancreatic Islet Cells - autologous

Parathyroid

Pericardium

Peripheral Blood Mononuclear Cells

Peritoneal Membrane

Sclera

Semen

Skin

Tendon

Testicular Tissue

Tooth Pulp

Umbilical Cord Tissue

EvoPatch

***See full text on next page.

X

X

X

X

X

X

X

X

X

X

X

X

Satellite Recovery Establishment:

Parent Manufacturing Establishment FEI No.: 

No

Note: FDA acceptance of an establishment registration and HCT/P listing does not 
constitute a determination that an establishment is in compliance with applicable 
rules and regulations or that the HCT/P is licensed or approved by FDA (21 CFR 
1271.27(b)).

Proprietary Name(s)

Establishment Functions

HCT/P(s)

FEI: 3025971176 Legal Name: J4 Biologics, LLC

Testing For Micro-Organisms Only: No

FOOD AND DRUG ADMINISTRATION
Blood:

Drugs:

Other FDA Registrations:

Legal Name and Location:

4848 Research Drive

J4 Biologics, LLC

San Antonio,  Texas   78240
USA

210-701-7802Phone: Ext.:

Reporting Official:

Irma  Valdez,    Quality Assurance Manager

4848 Research Drive

San Antonio, Texas  78240

USA

Phone:  210-701-7802    Ext. 

valdezi@j4biologics.com



FDA information collection OMB Control number: 0910-0543, expiration date: 08/31/2026

Page 2 of 2

FEI: 3025971176

Additional Information: No additional information provided.

Legal Name: J4 Biologics, LLC

Skin
Puregraft Essence Acellular Dermal Matrix

  Proprietary Name(s):



In witness whereof the undersigned officers, being duly authorized, have caused this Certificate to be issued and 
the Corporate Seal of this Association to be affixed hereon this the 17h day of October 2024

Herewith certifies
that the Institution named here

J4 Biologics, LLC
San Antonio, Texas

has met the Association’s accreditation requirements 
and is hereby accredited for

Chair, Board of Governors

Expiration Date: October 17, 2027
Accreditation #: 00366

Deceased Donor Authorization Donor  
Screening Recovery Processing or

Preparation
Donor Eligibility
Determination Storage Distribution

Living Donor

Cardiac Tissue

Cellular Tissue

Musculoskeletal Tissue

Skin

Vascular Tissue
Non-Transplant Anatomical
(NAM or NTAD)

Autologous Tissue

Birth Tissue

Reproductive Tissue

Surgical bone

Informed 
Consent

Donor  
Screening

Recovery or
Acquisition Processing Donor Eligibility

Determination Storage Distribution

 



View current license information at: Floridahealthfinder.gov LICENSE #: 405 

CERTIFICATE #: 2119 

State of Florida 
AGENCY FOR HEALTH CARE ADMINISTRATION 

DIVISION OF HEALTH CARE POLICY AND OVERSIGHT 

EFFECTIVE DATE:  01/31/2024 

Jason Weida, Secretary 
EXPIRATION DATE:  02/06/2026 

Tissue Bank 
Licensed 

This is to confirm that J4 Biologics, LLC has complied with the rules and regulations adopted by the State of Florida, Agency for Health Care 

Administration, and authorized in Chapter 765, Florida Statutes, and is authorized to operate the following: 

J4 BIOLOGICS LLC 
4848 Research Dr 

San Antonio, TX  78240 

Authorized Services:   Distribution of tissues 





 
 
 

Tissue registra�on and CLIA 
Cer�ficate of Accredita�on for: 

 
Qualtex Laboratories 

(Test Lab) 
 











Tissue Licenses and registra�on 
for: 

Allosource 
(Tissue Processor) 



FDA information collection OMB Control number: 0910-0543, expiration date: 08/31/2026

Page 1 of 2

FEI: 3000215346 Devices:FEI: 3000215346  
ESTABLISHMENT REGISTRATION AND LISTING FOR HUMAN CELLS, 

DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE

TISSUES, AND CELLULAR AND TISSUE-BASED PRODUCTS
DESCRIBED IN 21 CFR 1271.10

Reason For Last Submission:       Change in Information    

Last Annual Registration Year: 2024

Last Registration Receipt Date: 07/16/2024

Summary Report Print Date: 08/07/2024

Donor Type(s) Donor TestingRecover Screen Package Process Store Label Distribute
Date of 

Discontinuance
Date of 

Resumption

Amniotic Membrane

Blood Vessel

Bone

Cardiac Tissue - non-valved

Cartilage

Cornea

Dura Mater

Embryo

Fascia

Heart Valve

HPC Apheresis

HPC Cord Blood

Ligament

Nerve Tissue

Oocyte

Ovarian Tissue

Pancreatic Islet Cells - autologous

Parathyroid

Pericardium

Peripheral Blood Mononuclear Cells

Peritoneal Membrane

Sclera

Semen

Skin

Tendon

Testicular Tissue

Tooth Pulp

Umbilical Cord Tissue

AlloWrap DS, AlloWrap Dry

***See full text on next page.

***See full text on next page.

AlloConnex

AlloConnex

***See full text on next page.

AlloConnex

X X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

X

Satellite Recovery Establishment:

Parent Manufacturing Establishment FEI No.: 

No

Note: FDA acceptance of an establishment registration and HCT/P listing does not 
constitute a determination that an establishment is in compliance with applicable 
rules and regulations or that the HCT/P is licensed or approved by FDA (21 CFR 
1271.27(b)).

Proprietary Name(s)

Establishment Functions

HCT/P(s)

FEI: 3000215346 Legal Name: AlloSource

Testing For Micro-Organisms Only: No

FOOD AND DRUG ADMINISTRATION
Blood:

Drugs:

Other FDA Registrations:

Legal Name and Location:

6278 South Troy Circle

AlloSource

Centennial,  Colorado   80111
USA

720-873-0213Phone: Ext.:

Reporting Official:

Trevor  Wright,    Director of Regulatory Affairs

6278 South Troy Circle

Centennial, Colorado  80111

USA

Phone:  720-873-0213    Ext. 

twright@allosource.org



FDA information collection OMB Control number: 0910-0543, expiration date: 08/31/2026

Page 2 of 2

FEI: 3000215346

Additional Information: The version of eHCTERS released on November 9, 2018 required establishments to only include 361 HCT/Ps (HCT/Ps described in §1271.10).  eHCTERS is no longer used for 
HCT/Ps regulated as drugs, devices, and/or biological products under 21 CFR Parts 207 or 807.

Previously listed HCT/Ps regulated as Medical Devices are now listed exclusively with CDRH under AlloSource's medical device listing.

Legal Name: AlloSource

Bone

Cartilage

Skin

AlloFuse Fibers, AlloFuse Fiber Boat, AlloFuse Micro Fibers, AlloFuse Select CM, AlloFuse Cervical Spacer, AlloFlex, AlloGro, AlloPac, CanPac, AcuPac

DeNovo NT, Osteochondral Allograft Kit, ProChondrix CR

PureSkin, AlloSkin, AlloSkin RT, AlloSkin AC, AlloMend, AlloMend UT (Ultra Thick), AlloMend Duo, ProLayer, Puregraft Essence

  Proprietary Name(s):









    

DELAWARE HEALTH 
AND SOCIAL SERVICES 

DIVISION OF PUBLIC HEALTH 

 

 

 

 

 

January 26, 2024 

 

Katrina Lambert 

AlloSource 

6278 South Troy Circle, Centennial, CO 80111 

 

 Dear Katrina Lambert, 

 

This letter confirms that  AlloSource is registered with the Delaware Tissue Bank until 

April 30, 2025. 

Thank you for notifying the Bureau of Communicable Diseases office in a timely manner 

of any changes to the information contained in the registration form.  Please continue to 

keep contact information current to ensure timely delivery of updates and notifications. 

If you have any questions, please contact me at the number below or via my e-mail. 

Best regards, 

 

Harley Bucher  
Investigator I 
Delaware Department of Health and Social Services  
Division of Public Health  
Stockley Campus | 102 Lloyd Lane, Georgetown, DE 19947  
Office: 302-744-1033 | Cell: 302-270-0526  
Harley.bucher@delaware.gov 
 

http://dhss.delaware.gov/dhss/index.html
http://dhss.delaware.gov/dhss/dph/index.html


View current license information at: Floridahealthfinder.gov LICENSE #: 33 

CERTIFICATE #: 2222 

State of Florida 
AGENCY FOR HEALTH CARE ADMINISTRATION 

DIVISION OF HEALTH CARE POLICY AND OVERSIGHT 

EFFECTIVE DATE:  11/18/2024 

Jason Weida, Secretary 
EXPIRATION DATE:  11/17/2026 

Tissue Bank 
Licensed 

This is to confirm that ALLOSOURCE has complied with the rules and regulations adopted by the State of Florida, Agency for Health Care 

Administration, and authorized in Chapter 765, Florida Statutes, and is authorized to operate the following: 

ALLOSOURCE INC 
6278 South Troy Circle 

Centennial, CO  80111 

Authorized Services:  distribute, storage and process tissues 
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