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REGENAFIL® and REGENAFORM ®  

ALLOGRAFT PASTES 
 
DESCRIPTION 
All paste products contain donated human tissue for transplantation. Flowable allograft 
paste contains human demineralized bone matrix (DBM) in an inert porcine gelatin 
carrier. Moldable allograft paste contains human DBM and human cortical cancellous 
chips (CCC) in an inert porcine gelatin carrier.  
 
These products induced bone formation when evaluated using the modified athymic 
nude rat assay. Findings from an animal model are not necessarily predictive of 
human clinical results. These products facilitate bone growth. 
  
Caution:  United States of America Federal law restricts this device to sale by or on 
the order of a licensed physician, dentist, or practitioner. 
 
Table 1:  Composition of Products 

PRODUCT DBM CCC Gelatin Water 

REGENAFIL® Allograft Paste X  X X 

REGENAFIL® RT Allograft Paste X  X  

REGENAFORM® Allograft Paste X X X X 

REGENAFORM® RT Allograft Paste X X X  

 
SCREENING AND REVIEW 
This tissue is from a donor determined to be free from indications of communicable 
diseases in accordance with the screening and testing criteria listed below.  After 
consent for donation is obtained, tissue donors are evaluated for high risk social 
behaviors, clinical signs or symptoms of HIV, hepatitis or other relevant communicable 
diseases, and treatments related to medical conditions suggestive of such risk. 
 
Donor medical charts are reviewed by an RTI Medical Director for donor eligibility. 
Following processing, production records are reviewed by qualified RTI personnel and 
the tissue determined to be suitable for transplantation. 
The donor’s blood is tested by a CLIA certified laboratory utilizing test kits approved by 
the FDA for donor screening and cadaveric blood testing where applicable.  The 
following test criteria were met for this donor: 
 
Table 2: Required infectious disease tests and acceptable result 

BLOOD TEST Acceptable Result 

HIV-1 / HIV-2 Antibody Non-Reactive/Negative 

Hepatitis C Virus Antibody Non-Reactive/Negative 

Hepatitis B Surface Antigen Non-Reactive/Negative 

Hepatitis B Core Antibody (Total) Non-Reactive/Negative 

RPR for  Syphilis Non-Reactive/Negative 

Human T-Cell Lymphotropic Virus I/II Antibody Non-Reactive/Negative 

HIV-1/HCV  NAT-TMA (tested after March 2005) Non-Reactive/Negative 

HIV-1 DNA by PCR (tested prior to March 2005) Non-Reactive/Negative 

  
RECOVERY AND PROCESSING 
Tissue recovery is performed using aseptic technique. All tissue recovered is placed in 
quarantine pending review of donor suitability by an RTI Medical Director. Tissues are 
processed into their final forms in controlled environments after medical release of the 
donor. Microbial testing is performed where appropriate and results meet a 
documented acceptance criterion that is based on AATB and FDA requirements. 
 

 PRODUCTS 
Products terminally sterilized with gamma irradiation are treated with a validated* 
dose.  

*All references to “Validated” sterilization processes indicate that the validation 
meets or exceeds requirements for product sterilization, i.e., a SAL of 10-6 per AAMI 
and ISO standards. 
 
ADVERSE REACTIONS 
Surgeons should discuss these potential adverse events with their patients. 
The following complications may occur after tissue transplantation: 

·  Loss of function and/or integrity of transplanted tissue due to resorption, 
fragmentation, and/or disintegration including, but not limited to, associated loss of 
continuity or displacement. 

·  Transmission of known infectious agents including, but not limited to, HIV, 
Hepatitis B, Hepatitis C, syphilis and bacteria. 

·  Immune rejection of transplanted tissues; or allergic reactions to residual 
chemicals. 

This product may contain trace amount of any of the following chemicals: ascorbic 
acid, hydrochloric acid, hydrogen peroxide, hydroxymethyl aminomethane, isopropyl 
alcohol, povidone-iodine, sodium phosphate buffer. 
 

The same medical/surgical conditions that may complicate any surgical procedure 
may occur during or following the transplantation of this product. 
 
Exactech and RTI, their affiliates, distributors and agents disclaim all implied 
warranties concerning this tissue including any warranty of merchantability or fitness 
for particular purpose.  Please promptly report complaints and possible adverse events 
as instructed in the Customer Service section of this insert. 
 
INDICATIONS FOR USE 
These products are intended to be packed into bony voids or gaps to fill and/or 
augment dental intraosseous, oral and cranio-/maxillofacial defects. These defects 
may be surgically created osseous defects or osseous defects created from traumatic 
injury to the bone, including Periodontal defects; Alveolar ridge augmentation; 
Extraction sockets (ridge preservation, implant preparation/ placement); Maxillary 
sinus floor elevation; craniofacial augmentation; Root resection, apicoectomy and 
cystectomy; Tumor resection. 
 
One or more of the product formulations, depending upon specific anatomical location 
and physician and/or dentist preference, can be placed in the dental intraosseous 
defect site. 
 
CONTRAINDICATIONS 
These products are contraindicated where stabilization of the defect is not possible. 
 
WARNINGS 
A small number of patients may experience localized immunological reactions 
resulting from the use of this product that generally consist of transient localized 
edema and swelling, and rash. Although there is no evidence that the product will be 
unsafe or ineffective in such patients, the safety and effectiveness of the product in 
these patients has not been established. These products are contraindicated, and 
should not be used, in patients who have known allergies to porcine collagen or who 
are being treated for desensitization for meat products, as this product contains 
porcine collagen. 
 
These products do not possess sufficient mechanical strength to support the reduction 
of a defect site prior to soft and hard tissue ingrowths. 
 
RECEIPT INSPECTION 
Upon arrival, unpack and inspect the graft. Verify that you have received the correct 
graft type and that the expiration date has not elapsed. Should you receive the incorrect 
order or find that the shipping container and product packaging integrity is 
compromised, do not use the product and immediately notify Exactech at (866) 284-
9690 or (352) 377-1140. 
 
STORAGE 
Storage conditions are also stated on the package label. It is the responsibility of the 
end-user to maintain products intended for transplantation at appropriate storage 
conditions. Storage conditions should be documented. 
 
Table 3:  Storage of Products  

Product Type 
 ( FZ / DR )  

Temperature 
  Expiration 

Frozen 
(FZ) on label 

-40 to -85°C 
(-40 to -121°F) 

See the expiration date on the label 

Frozen 
(FZ) on label 

-20 to -39°C 
(-4 to -39°F) 

Either 6 months or the expiration date on the 
label, whichever is shorter 

Room 
Temperature 
(DR) on label 

1 to 37ºC 
(33 to 98.6ºF) See the expiration date on the label 

 
GENERAL INFORMATION  
·  Once opened, this allograft paste must be used for the current procedure or 

discarded.  
·  This allograft paste may not be re-sterilized. 
·  Tissue & package contents for single patient & single surgery use only. 
·  Adhere to instructions provided on surgical techniques and use of 

instrumentation. 
·  Additional products of varying types and sizes should be accessible in case of 

an unexpected need. 
·  This product and all packaging materials used are latex free. 
·  The box or clear plastic outside packaging acts as a dust cover and is used to 

protect the product during shipping and storage. Outside dust cover of frozen 
product may be vented or perforated. 

 
 
 
PRODUCT INFORMATION AND PREPARATION:  
 
·  After thawing or mixing paste with warm water, DO NOT DIRECTLY expose 

paste to water warmer than 38°C (100°F). This may cause the paste to dissolve. 
Frozen paste must be thawed inside the sealed inner foil pouch.  

·  Remove the double packaged allograft product, package insert and Tissue 
Utilization Record card.  

·  Compare the labeling identification number on the pouch with the number on the 
outer pouch. If the numbers do not match, do not use the tissue. 

·  Use sterile technique to peel open the outer package and pass the inner 
package containing the product and any accessories to the sterile field for 
further handling. 
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DIRECTIONS FOR USE AND MIXING: 
 
FROZEN FLOWABLE AND MOLDABLE ALLOGRAFT PASTE 
These products must be warmed prior to surgery. Carefully follow the preparation 
steps described below. 
 
1. If the paste is packaged in a dispenser, open the inner package in the sterile field, 

and lay out the contents. If the paste is NOT packaged in a dispenser, DO NOT 
OPEN the inner package; the paste must be warmed while still sealed. 

2. Prepare either a standard warmer with sterile drape or sterile thermos. 
Thermos:  Add a solution of sterile water or sterile saline that is between 43 and 
49°C (110 to 120°F). 
Warmer:  Warm the sterile water/saline between 43 and 49°C (110 to 120°F). 

NOTE: DO NOT USE WATER WARMER THAN 49°C (120°F). (DO NOT heat any 
frozen paste for more than six hours). 

3. Place the capped dispenser or sealed package into thermos or warmer. 

4. Wait approximately 5 minutes for the paste to warm; then remove. 

5. Uncap or open package and use as needed. 

6. If the paste does not extrude or mold, it needs further warming.  Recap dispenser 
or place paste into watertight sterile container and warm for 5 minutes. 

 
ROOM TEMPERATURE FLOWABLE ALLOGRAFT PASTE   
REGENAFIL® RT ALLOGRAFT PASTE can be mixed with sterile saline, sterile water 
or the patient's own blood. The following table indicates the recommended volume of 
fluid required to mix. 
 
Table 4:  Approximate Fluid Volumes for Mixing  

Room Temperature Flowable Allograft Paste  

Product & Fluid  
Volumes in  (cc) 0.5cc 

Whole blood 
(Patient’s blood) 

Red Line 
(0.5) 

Room temperature  
(19 to 25°C; 66 to 77°F) 

Black line 
 (0.3) 

Warm  
(43 to 49°C; 110 to 120°F)   

Black line 
 (0.3) 

Room Temperature flowable allograft paste must be mixed with (warm or room 
temperature) fluids or patient’s blood prior to implantation. 
 
1. Open the package containing the fluid syringe and lay out the contents on the 

sterile field. Repeat for the powder syringe. 

2. Pick up powder syringe; do not remove cap. Draw back the plunger of the powder 
syringe about 3/4 of complete extension. Then shake the powder syringe 
vigorous manner for about 10 seconds. This ensures proper mix of product that 
may have settled during storage.   

3. To reduce the trapped air in the powder, gently push in the powder syringe stem 
to compress the powder; careful not to compact powder in excess. Compacted 
powder can reduce ability of proper mixing. 

4. Fill the fluid syringe with room temperature (19 to 25°C;  66 to 77°F) sterile saline 
or sterile water to black line. If using the patient’s blood, fill to the red line. Tap the 
syringe to eliminate air bubbles.  

NOTE: (For more robust handling use warm (43 to 49°C; 110 to 120°F) sterile fluids; 
fill to the black line. Fluids may be warmed in a warmer or thermos.) 

5. Remove cap from powder syringe and hold in vertical position. Holding the 
uncapped syringe with the tip down will result in loss of product. Connect the fluid 
syringe with the powder syringe keeping the fluid syringe vertical and above the 
powder syringe.  

6. Push the fluid from the fluid syringe slowly into the powder syringe. Apply counter 
pressure to the plunger of the powder syringe to keep the powder compressed 
while transferring the fluid. Fluid should penetrate the powder. Allow fluid to reach 
base of powder; it is okay for some fluid to remain in fluid syringe before mixing. 

7. Hold for 10 seconds, and then turn syringes to a horizontal position for mixing. 

8. Push mixture back and forth between syringes, empty each side as much as 
possible during each stroke. Continue mixing for 10 cycles (back and forth equals 
one cycle). Paste mixture should all transfer from one syringe to the other once 
fully mixed. 

9. Push all product into the fluid syringe. 

10. Connect preferred tip, and dispense as needed. 

 
ROOM TEMPERATURE MOLDABLE PASTES  
REGENAFORM® RT ALLOGRAFT PASTE can be mixed with sterile saline, sterile 
water or the patient's own blood. The following table indicates the approximate volume 
of fluid required to mix with RT moldable allograft paste: 
 
Table 5:  Approximate Fluid Volumes for Mixing 

Room Temperature Moldable Allograft Paste 

Product & Fluid Volumes in  (cc) 1cc 2cc 

Whole blood & Room Temperature 
(19 to 25°C; 66 to 77°F) Red line (0.6) Red line  (1.2) 

Warm  (43 to 49°C; 
 110 to 120°F) 

Blue line (0.4) Blue line (0.9) 

Room temperature moldable allograft paste must be mixed with (warm or room 
temperature) fluids or patient’s blood prior to implantation. 
 
1. Open the inner package and place the contents onto the sterile field. 

2. Shake package containing powder, then open. 

3. Fill the fluid syringe with room temperature (19 to 25°C ; 66 to 77°F) sterile saline 
or sterile water to red line. If using the patient’s blood, fill to the red line. Tap the 
syringe to eliminate air bubbles.  

NOTE: (For more robust handling use warm (43 to 49°C; 110 to 120°F) sterile fluids; 
fill to the blue line. Fluids may be warmed in a warmer or thermos.) 

4. Add the fluid into the powder slowly. 

5. Use spatula to mix powder and fluid completely. 

6. Paste is now ready for molding.  

7. Mold graft into the desired shape (e.g., disc or log).  At room temperature, the 
graft should become firm.  

NOTE: Moistening the surgical glove will prevent paste adhesion to the glove. 

 
 

TISSUE UTILIZATION RECORD (TUR CARD)  
The TUR card is designed for tracking implanted human tissue. All information 
provided is kept confidential and used for product tracking only. Please fill out the TUR 
card including patient information and attach the provided TUR CARD peel off label, 
located on the outer pouch label, onto the last page. The first two pages are designed 
to be used in the patient chart or hospital records.  
 
Please provide the name and phone number of the individual filling out the card in the 
comments section. This card must be completed by the operating room staff or 
clinician after the surgery.  Return completed copy to RTI at the address or fax number 
provided on the TUR card. 
 

  
FREQUENTLY ASKED QUESTIONS  
 
Q.  If we don’t use all of the paste at once, can we use it la ter in the same case? 
A. Yes. Replace the syringe cap on the syringe, tighten securely, and place it in sterile 
warm water at 43 to 49°C (110 to 120°F). Alternatively t he product may be warmed by 
placing it in a sealed watertight sterile container and then into sterile warm water at 43 
to 49°C (110 to 120°F). 

Q.  Can over-warming the paste damage it?  
A. Yes. As with all DBM pastes, exposing the paste to temperatures in excess of 54°C 
(129°F) for over 30 minutes will denature some of the proteins and destroy the 
product. 

Q.  What if the paste stops coming out of the syringe or stops m olding easily 
mid-use?  
A. The paste may have cooled. Recap the syringe (if not packaged in a syringe, place 
in a watertight sterile container) and warm for approximately 5 minutes (or until paste 
flows or shapes easily) before reusing. 

Q.  Are frozen and room temperature allograft paste pro ducts tested for 
osteoinductivity?  
A. Yes. A sample from every lot is implanted in vivo in an athymic nude rat to test its 
osteoinductive potential. Only lots that pass this quality control test are released for 
distribution. Findings from an animal model are not necessarily predictive of human 
clinical results. 

Q.  What does the FZ or DR mean on the label? 
A. FZ stands for frozen and appears on all frozen products. DR stands for dried or 
freeze dried and refers to room temperature products. 
 

CUSTOMER SERVICE 
 
For further information or to report a complaint or adverse event, please contact:   

 
Exactech, Inc. 
Gainesville, Florida, 32653, USA.  
TEL:  (352) 377-1140, (866) 284-9690 or  
FAX:  (800)-329-3922 
www.exac.com 

 
Table 6: Definitions of label symbols: 

            
 

 

See instructions for use Sterile Expiration Date 
(month/day/year) 

   

Catalog number Lot Serial Number 

   

Storage temperature 
limits Do not reuse Manufacturer 

 
REGENAFIL® and REGENAFORM® are registered trademarks of Regeneration 
Technologies, Inc. 
 
 

 Regeneration Technologies, Inc. 
11621 Research Circle   |   P.O. Box 2650 
Alachua, FL 32615-2650 U.S.A 
www.rtix.com 


