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2 General Information 

 

1. Device name  
1.1. Propriety name: CollaDental Barrier 
1.2. Common name: Barrier, animal source, intraoral 
1.3. Classification name: Bone grafting material                                             

 

2. Registration number 

2.1 Registration number: 3005841971 

2.2 Address of manufacturing establishment 

 

Collamatrix Inc. 

1st floor, No. 50-1, Keyan Road, Jhunan Science Park,  

Miaoli County, 350, Taiwan 

 

3. Classification 

Unclassified  

 

4. Panel  

Dental 

 

5. Product code 
NPL 

 

6. Guidance and performance standards 

6.1. ISO 10993 Biological Evaluation of Medical Devices. 

6.2. ISO 11137:2006 Sterilization of health care products – Radiation.                  
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3 Statement of indications for use 

510(k) Number (if known):             

Device Name: CollaDental Barrier 

Indications for Use: 

CollaDental barrier is intended for use in oral surgical procedures including use in 

augmentation around implants placed in immediate extraction sockets, delayed extraction 

sockets; localized ridge augmentation for later implantation; alveolar ridge reconstruction for 

prosthetic treatment; filling of bone defects after roots resection, cystectomy, removal of 

retained teeth; guided bone regeneration in dehiscence defects and guided tissue regeneration 

procedures in periodontal defects. 

 
 
 
 
 

 

Prescription Use     X      
(Part 21 CFR 801 Subpart D)  

AND/OR
Over-The-Counter Use          
(21 CFR 801 Subpart C)             

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF 
NEEDED) 

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 
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4 Substantial Equivalence Comparison 

  
A. Predicate devices 

CollaDental Barrier is substantially equivalent in indications and design principles to predicate 

devices including: 

(1) BioMend Extend absorbable collagen membrane (K992216) manufactured by Integra 

LifeSciences corp. 

(2) BIO-GIDE® (K042197) manufactured by Ed. Geistlich Söhne AG für chemische Industrie. 

 
B. Basis for Substantial Equivalence 

1. Indications for use 

1.1  CollaDental Barrier is intended for augmentation around implants placed in immediate 

extraction sockets; augmentation around implants placed in delayed extraction sockets; 

localized ridge augmentation for later implantation; alveolar ridge reconstruction for 

prosthetic treatment; filling of bone defects after root resection, cystectomy, removal of 

retained teeth; guided tissue regeneration procedures in periodontal defects. 

1.2 BioMend Extend absorbable collagen membrane is indicated for guided tissue regeneration 

procedures in periodontal defects to enhance regeneration of periodontal apparatus. 

1.3 BIO-GIDE is indicated for simultaneous use of GBR-membrane and implants; 

augmentation around implants placed in immediate extraction sockets; augmentation around 

implants placed in delayed extraction sockets; localized ridge augmentation for later 

implantation; alveolar ridge reconstruction for prosthetic treatment; filling of bone defects 

after root resection, cystectomy, removal of retained teeth; guided bone regeneration in 

dehiscence defects; guided tissue regeneration procedures in periodontal defects.                
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1.4 Therefore, indications for use of CollaDental Barrier is comparable to predicate device. 

 

2. Technological characteristics 

2.1 CollaDental Barrier is a monolayer, conformable, resorbable, non-friable, glutaldehyde- 

crosslinked membrane.  

2.2 BioMend Extend absorbable collagen membrane is a resorbable, non-friable, monolayer, 

glutaldehyde-crosslinked membrane. 

2.3 BIO-GIDE is a bilayer, resorbable non-crosslink membrane. 

2.4 Therefore, CollaDental Barrier is similar in technological characteristics to predicate 

device. 

 

3. Material 

3.1 CollaDental Barrier comprises type I collagen obtained from porcine dermis. 

3.2 BioMend Extend absorbable collagen membrane contains type I collagen obtained from 

bovine Achilles tendon. 

3.3 BIO-GIDE contains type I and type III collagen obtained from porcine dermis. 

3.4 Therefore, CollaDental Barrier is similar to predicate device with respect to materials of 

construction. 

 

In summary, CollaDental Barrier is substantially equivalent to the predicate devices in terms of 

indication of use, technological characteristics and material used in manufacturing the device. 

 

A table comparing the characteristics of CollaDental Barrier and predicate devices is provided 

in Table 1 (Attachment 4.1). 
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Comparison summary of CollaDental Barrier with predicate devices, BioMend Extend 
absorbable collagen membrane and BIO-GIDE Resorbable Bilayer Membrane  
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Device name CollaDental Barrier 

BioMend Extend 

absorbable collagen 

membrane 

BIO-GIDE® resorbable 

bilayer membrane 

Intended use 

Used for guide tissue 

regeneration procedures in 

periodontal defects to 

enhance regeneration of the 

periodontal apparatus 

Used for guide tissue 

regeneration procedures in 

periodontal defects to 

enhance regeneration of the 

periodontal apparatus 

Used for guide tissue 

regeneration procedures in 

periodontal defects to 

enhance regeneration of the 

periodontal apparatus 

Incorporate same 

basic design 
Yes Yes Yes 

Utilizes the same 

operating principle 

Cell occlusive 

Implantable 

Resorbable 

Cell occlusive 

Implantable 

Resorbable 

Hemostatic 

Cell occlusive 

Implantable 

Resorbable 

Hemostatic 

Incorporate same 

material 

Yes.  

Type I Collagen 

Yes.  

Type I collagen 

Yes.  

Type I and type III Collagen

Biocompatibility Yes Yes Yes 

Sterilization process Gamma irradiation ETO Gamma irradiation 

Compatible sizes Yes Yes Yes 

Shelf life 36 months 24 months 36 months 
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5 Product Description 
 
Description 

CollaDental Barrier is a barrier membrane used in oral surgery and periodontal surgery to 

prevent epithelium from growing into an area in which another, more slowly-growing tissue 

type, such as bone, is desired. Such a method of preventing epithelial migration into a specific 

area is known as guided tissue regeneration (GTR).  

 

CollaDental barrier is a resorbable membrane made of type I collagen derived from pig. It is 

glutaraldehyde crosslinked and takes about eighteen weeks to fully resorb. It can inhibit 

migration of epithelial cells, promote the attachment of new connective tissue, are not antigenic. 

Compared to non-resorbable membrane such as ePTFE membranes, resorbable CollaDental 

barrier allow for fewer exposures and therefore reduce the effects of infection.  

 

CollaDental Barrier is a white to off white, nonfriable, conformable, resorbable, membrane 

consisting of primarily purified type I collagen derived from porcine dermis. CollaDental 

Barrier is  thick and has a dense impermeable surface with a multi-laminated 

structure (Figure 1). The average  (Figure 2). Device appears white to off 

white in dry state and translucent and non-slippery when wet. It is flexible and conforms to the 

contours of the defect site. When moistened with water, saline, serum or blood, the material is 

flexible and conforms to the contours of the defect site.  
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Degradation of CollaDental Barrier was evaluated in rat subcutaneous implantation. As shown 

in Figure 3, the membrane remained stable for  was fully absorbed in about

(Attachment 5.1). CollaDental Barrier is an odorless, hydrophilic product. It is water insoluble 

but lightly soluble in hot water and completely soluble in either acidic solution (pH ≤ 3) or 

basic solution (pH ≥ 10). The porcine collagen is extracted from veterinary certified pigs and is 

carefully purified to avoid antigenic reactions. The collagen extraction process has been 

demonstrated to have the ability to substantially inactivate potential virus contaminant could be 

transmitted in the starting collagen-containing materials and to meet the requirement of sterility 

assurance level (SAL) equal to 10-6. CollaDental Barrier is supplied sterile and for single use. 

 

This device is available in three sizes 15mm x 20mm, 20mm x 30mm and 30mm x 40mm, 

respectively. CollaDental Barrier can be cut to any size or shape with scissors or scalpel in the 

wet and dry state, without tearing or fragmenting to meet the needs of the surgeon. CollaDental 

Barrier is individually housed in PET blister and sterilized by gamma irradiation.  
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Figure 1 Scanning electron micrograpy image of CollaDental 

Barrier. The device has a dense surface and a multi-layer 

structure with thickness 
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Figure 2 Scanning electron micrograpy image of CollaDental 

Barrier. The device has average pore size

Figure 3 Change in surface area versus implantation time. CollaDental Barrier 

degradation profile, evaluated in rat subcutaneous implantation, demonstrated the 

device is degraded in
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6 Manufacturing information 
 
A. Materials 

1. Collagen-containing tissues 

Porcine hides are the principle material used in the manufacturing of CollaDental Barrier. 

This material is harvested from pigs maintained under the appropriate

veterinary/animal welfare schemes. Extensive veterinary checks are made to the animals on 

a regular basis throughout their life and both pre- and post-mortem to ensure they are 

healthy and suitable for use. The animals are slaughtered by

slaughterhouse and are qualified for human consumption. Slaughtering of pigs and packing 

of porcine hides are all provided by  slaughterhouse 

 whereas packing and distribution of frozen porcine hides are handled by a

old storage 

 

2.  are the three hog species used. The type I collagen used in 

the device is prepared from the pig hides. No other animal tissues have been used. 

3 How the health of herd is maintained and monitored. 

3.1.1 Yes, the herd is closed. 

3.1.2 Vaccination for

standard. The type of vaccine used is . 

3.1.3 Veterinarian inspections are performed with the frequency of once a month. 

3.1.4 Composition of the animal feed is composed of corn, barley, grain sorghum, oats, and 

wheat. 

3.1.5 
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3.1.6 No bovine origin or other animal derived material has been used in the preparation of 

CollaDental Barrier. 

 

4 How the health of each animal is maintained and monitored. 

4.1 The animal is sacrificed at the age of

4.2 Yes. Pre and post morteum are performed. 

4.3 Animal material subjects to several tests as shown in the table. When the test results meet 

the acceptance criteria, the animal material is then qualified for further processing.  

4.4 The following tests are performed (Table 1) to qualify porcine hides for further processing: 
 

Table 1: Acceptance criteria for porcine hide’s inspection 
Tests Acceptance criteria 

 
5. Validation of virus inactivation study  

Study was performed to provide evidence that (a) the virus inactivation steps in the 

manufacturing process have the capability to substantially inactivate potential virus 

contaminant could be transmitted in the starting collagen-containing materials; (b) the 

virus inactivation steps in the manufacturing process has the capacity to inactivate and 

remove novel or yet undetermined virus contamination in the product. The results of 

inactivation meet the requirement of sterility assurance level (SAL) equal to 10-6 

(Attachment 6.1). 
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6. Upon receipt, goods are inspected for proper documents and undergo visual inspection for 

any non-conformity. After which, porcine hides are    or 

proceed to decontamination according to steps listed in Table 2 shown below.  

 
Table 2: Cleaning SOP  

Treatments 

 
7. Chemicals 
7.1 Chemicals used in manufacturing CollaDental Barrier are tabulated in Table 3. 
 

Table 3: Chemicals and specification 
Items Specification 

 

7.2 Packaging of CollaDental Barrier 

7.2.1 CollaDental Barrier is individually packaged in a polyethylene terephthalate (PET) 

blister pouch, heat-sealed with an aluminum foil and sterilized by gamma 

(γ)-irradiation. 
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B. Manufacture of CollaDental Barrier 
 

1. Incoming inspection of collagen-containing animal tissues and other raw ingredients 

including

are carried out to demonstrate the specification of each ingredient complies with 

quality requirements (Table 4). Certificate of Analysis and safety data sheet of each 

ingredient can be found in attachment 6.2 

 
Table 4: Specification of ingredients 

Items Specifications 

 

2. Disinfection of porcine collagen-containing tissues is carried out as described in Table 5 

shown below. 

 
Table 5: Cleaning steps and parameters for porcine tissues 

Treatments Parameters/conditions 
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7. Preparation of collagen membrane Dissolve collagen sludge in  by gently 

to generate a homogeneous solution with collagen concentration 

about . Pour the solution into a  and  

with collagen solution to a . The  is then 

transferred to a       for 

The  process continues for  until the solution is completely 

The collagen membrane appears to be opaque, non-friable, off white and 

conformable.  

 

8. Immerse  in a solution containing

solution and keep at  with constant agitation , followed 

by  to remove unused 

glutaraldehyde. The collagen membrane is then  before 

transferred to a refrigerated lyophilizer. Vacuum is applied and, the vacuum is maintained 

at  the process. Lyophilization continues for . The 

resultant lyophilized membrane has a thickness of . The membrane is 

further processed to give different dimensions including 15mm x 20mm, 20mm x 30mm 

and 30mm x 40mm, respectively. Five pieces of air-dried product are collected for 

 

9. Filling and packaging of CollaDental Barrier are carried out in a class 10k clean room 

environment. CollaDental Barrier CollaDental Barrier is individually packaged in a 

polyethylene terephthalate (PET) blister, heat-sealed with a lidding material and sterilized 

by gamma (γ)-irradiation.  
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D.  Final testing 

Final product release tests of CollaDental barrier include bioburden and physical 

appearance inspection. Table 7 summarizes the acceptance criteria for release tests. 

 
Table 7: Release/acceptance criteria 

 

 

E. Cleaning 

Cleaning/disinfection of the production line is carried out by a cleaning procedure 

comprises . Rinsing with  is 

carried out in between each washing session. The washing conditions are tabulated in 

Table 8 shown below. 

 
  Table 8: Clean-in-Place parameters 

Steps Description/parameters 

 
6-8 

Description Acceptance criteria 
(b)(4) Confidential and Proprietary Information

(b)(4) Confidential and Proprietary Information (b)(4) 
Confidential 

 
 

(b)(4) Confidential and Proprietary Information

Records processed under FOIA Request #2016-3346; Released by CDRH on 09-12-2016.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.



7  Labeling 

 
All labeling information for CollaDental Barrier is supplied together with this application 
including 
 

1. Pouch label    (Attachment 7.1) 
2. Package box label   (Attachment 7.2) 
3. Instruction for use  (Attachment 7.3) 

 

The content of the labeling information of CollaDental Barrier specifies the intended use, 

product claims, direction for use, contraindications, precautions and storage conditions that 

meet the requirements as defined in 21 CFR § 807.87 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

7-1 

Records processed under FOIA Request #2016-3346; Released by CDRH on 09-12-2016.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or call 301-796-8118.



8  Controls 

 
A. Quality assurance 
 
1. Quality management system 

The establishment is Good Manufacturing Practice certified as required by the regulatory 

agency of Taiwan. In addition, the establishment also implements a quality management 

system complies with the requirements of BS EN ISO 13485:2003 and is certified 

by British Standards Institution management system.   

 
2. Quality assurance program: QA program is implemented to assure that the product quality is 

consistently met. The entire program can be divided into four parts. 
  

i. Raw materials 

Quality of materials used directly or indirectly in the manufacturing of the device 

must be substantiated by incoming QC inspection according to each inspection SOP. 

Standard procedure of decontamination is established for source materials used in 

collagen extraction as described under section “Manufacturing information”. 

Provisions of veterinary inspection licenses or certificates must be met prior to or 

accompanied with the delivery of the purchased items. 

 
ii. Process controls 

1. In process control at various manufacturing points is implemented to monitor the 

manufacturing parameters as well as the intermediates. This is to ensure that the 

quality requirements are consistently met and do not show deviation throughout the 

manufacturing process. 
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2. A closed production system is installed in order to reduce exposure to environmental 

change and minimized air-borne contamination.  

 

3. Vessels and piping lines are made of  that comply with ASTM 

standard. All surfaces that come in contact with product(s) are mechanically 

polished to  so that residual substances left behind between different or 

similar production batches can be efficiently removed by a CIP cleaning process. 

 
iii. Personnel training 

Personnel working in the production site and QC laboratory received properly 

training to ensure that tasks are performed per SOPs. All records and test results are 

documented, filed to create a Device History Record of each product lot.  

 

iv. Environment management  

A well-maintained clean environment is important in controlling bioburden level in 

the product. In order to meet the standard of clean environment, Collamatrix 

manufacturing site divides into two zones. The first zone is a class 10K clean room 

where the production facilities are located. The second zone is a class 10K clean 

room where a class 100 Biosafety hood is housed. The handling and filling of 

CollaDental Barrier is performed in a class 10K clean room. In addition to routine 

cleaning procedure, a monitoring program comprising temperature, humidity, 

air-borne viable count, air-borne particle count and differential pressure between two 

clean zones are also included to maintain a clean and hygienic working environment. 
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3. Validation of Systems and Equipments: Utility systems, manufacturing equipments, 

manufacturing processes and analytical methodologies used in the production of 

CollaDental Barrier have been validated according to established written procedures. 

Procedures are in place to ensure the regular maintenance of equipment and the regular 

monitoring of environmental conditions within the production facilities.   

 

B. Stability studies 

The proposed shelf life of CollaDental Barrier is one month. Stability study of the device 

comprises real time stability at room temperature. The studies evaluate the effectiveness of 

terminal γ-sterilization by determining the bioburden level in the products. In addition, the 

color and the physical appearance of the product are also inspected. 

 

Real-time study at room temperature condition  is ongoing. Interim results of 

bioburden level for 1 month and physical appearance of the product revealed no deviation 

from the specification (Attachment 8.1).  

 
C. Production batch/lot identification 

Each production lot of CollaDental Barrier is assigned with an unique lot number for 

manufacturing and product traceability control. For example, lot number

which means the CollaDental 

Barrier lot was manufactured o
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9  Performance 

 
A. Biocompatibility tests 

CollaDental Barrier was subjected to a battery of tests in accordance with Part-10993 of the 

International Standard Organization (ISO) Standard (Biological Evaluation of Medical 

Devices) and the United States Pharmacopeia (USP) methods.         

 

CollaDental Barrier has been designed to meet the following requirements: (1) cytotoxicity 

study, (2) ISO modified intracutaneous study (irritation), (3) murine local lymph node 

assay (sensitization), (4) acute systemic toxicity study, (5) Salmonella typhimurium reverse 

mutation (Ames) test, (6) hemolytic study and (7) Endotoxin test.    

 
1. Summary of cytotoxicity study 

A single extract of CollaDental Barrier was prepared using single strength 

supplemented Minimum Essential Medium and tested on L-929 mouse fibroblast cells 

at standard culture conditions for 48 hours. CollaDental Barrier showed no evidence of 

causing cell lysis or toxicity. (Attachment 9.1)  

 
2. Summary of ISO modified Intracutaneous study 

Two extracts of CollaDental Barrier prepared in 0.9% sodium chloride solution and 

sesame oil were injected intracutaneously into the dorsal sites of rabbits. Observations 

for erythema and edema were conducted after injection. CollaDental Barrier showed 

no evidence of causing any sign of irritation at the injection sites and the primary 

irritation index of CollaDental Barrier was negligible. (Attachment 9.2) 
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3. Summary of murine local lymph node assay 

The delayed contact sensitization of CollaDental Barrier was tested in mice. Two 

extracts of CollaDental Barrier, prepared in 0.9% sodium chloride solution and 

dimethylsulfoxide, were used to dose on the dorsum of ear for 3 consecutive days. The 

radioactive counts in the lymph nodes draining were measured using scintillation 

counter. The Stimulatory Index of CollaDental Barrier was insignificance and 

considered non-sensitizing. (Attachment 9.3) 

 
4. Summary of Acute systemic toxicity study  

Two extracts of CollaDental Barrier, prepared in 0.9% sodium chloride solution and 

sesame oil, were injected either intraveneously or intraperitoneally into mice. Sign of 

mortality or evidence of systemic toxicity from the extracts were not found. Therefore, 

CollaDental Barrier did not cause systemic toxicity in test animals. (Attachment 9.4) 

 
5. Summary of genotoxicity study  

Extracts of CollaDental Barrier prepared in 0.9% sodium chloride solution were tested 

for the genotoxicity activity using the Salmonella typhimurium reverse mutation 

(Ames) test. Signs of mutagenic activity from the extracts were not found. Therefore, 

CollaDental Barrier did not cause genetic mutation. (Attachment 9.5) 

 

Extracts of CollaDental Barrier prepared in 0.9% sodium chloride solution or sesame 

oil was tested for the genotoxicity activity using micronucleus test. Signs of mutagenic 

activity from the extracts were not found. Therefore, CollaDental Barrier did not cause 

genetic mutation. (Attachment 9.6) 
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Extracts of CollaDental Barrier prepared in 0.9% sodium chloride or DMSO was tested 

for the genotoxicity activity using mouse lymphoma test. Signs of mutagenic activity 

from the extracts were not found. Therefore, CollaDental Barrier did not cause genetic 

mutation. (Attachment 9.7) 

 

6. Summary of hemolysis study  

Extracts of CollaDental Barrier prepared in 0.9% sodium chloride solution were tested 

for the hemolytic activity. Signs of hemolytic activity from the extracts were not found. 

Therefore, CollaDental Barrier did not cause blood incompatibility. (Attachment 9.8) 

 
 

7. Summary of Endotoxin test  

The extracts of CollaDental Barrier prepared in 0.9% sodium chloride solution were 

tested the pyrogenic activity using Limulus amebocyte lysate (LAL) gelation assay. 

Sign of LAL reactivity from the extracts was not found. (Attachment 9.9) 

 
B. Sterilization 

CollaDental Barrier is sterilized by γ-irradiation. The terminal sterilization service was 

performed by China Biotech Corporation (FDA establishment registration number: 

9681277), an ISO 13485:2003 and ISO 9001:2000 quality management systems certified 

contract sterilizer.  

 

Sterilization of CollaDental Barrier was validated according to ISO 11137:2006 

Sterilization of Health Care Products – Radiation. Dosimetry results revealed that the

indicating that devices received 

sufficient sterilization dose (Attachment 9.10). 
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C. Sterility 

CollaDental Barrier is sterilized by irradiation according to ISO 11137:2006. Sterility of 

CollaDental Barrier was verified using fluid thioglycollate medium (for bacteria) and Potato 

Dextrose agar (for yeasts and molds) per USP <71>. Results have consistently demonstrated 

that no microorganism was detected in the sterilized CollaDental Barrier. The effectiveness 

of γ-sterilization is validated and further substantiated by stability study. (Attachment 8.1) 
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10 510k Summary  

  

A summary of the 510k safety and effectiveness information upon which the substantial 

equivalence of CollaDental Barrier is based is prepared to meet the requirements as defined in 

21 CFR § 807. (Attachment 10.1) 
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Dose calculation 

 

Test article: CollaDental Barrier 

Bioburden enumeration results: 

 

Lot number: 

 

Overall average bioburden:  

Adjusted overall average bioburden:  

 

The adjusted overall bioburden  would be used to choose 

a verification dose. And according to ISO11137  the verification 

dose is  In accordance with ISO11137  one 

hundred pieces of product should be selected from a single production 

and irradiated at  
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Executive Summary 

Device description  
CollaDental Barrier is a membrane used in oral surgery and periodontal surgery to prevent 

epithelium from growing into an area in which another, more slowly-growing tissue type, such as 

bone, is desired. Such a method of preventing epithelial migration into a specific area is known 

as guided tissue regeneration (GTR). It comprises of odorless, hydrophilic 

porcine collagen membrane with a white appearance. It is water insoluble but lightly 

soluble in hot water and completely soluble in either acidic solution (pH ≤ 3) or basic solution 

(pH ≥ 10).  

CollaDental Barrier is a white to off white, non-friable, conformable, resorbable, membrane 

consisting of purified type I collagen (purity>98%) derived from porcine dermis. CollaDental 

Barrier appears paper white in dry state. It is flexible and conforms to the contours of the defect 

site. When moistened with water, saline, serum or blood, the material is flexible and conforms to 

the contours of the defect site. 

CollaDental Barrier is supplied sterile and for single use only. This device is available in three 

sizes 15mm x 20mm, 20mm x 30mm and 30mm x 40mm, respectively. CollaDental Barrier can 

be cut to any size or shape with scissors or scalpel in the wet and dry state, without tearing or 

fragmenting to meet the needs of the surgeon. CollaDental Barrier is individually housed in PET 

blister and sterilized by gamma irradiation.  

Indication for use  
CollaDental barrier is intended for use in oral surgical procedures including use in augmentation 

around implants placed in immediate extraction sockets, delayed extraction sockets; localized 

ridge augmentation for later implantation; alveolar ridge reconstruction for prosthetic treatment; 

filling of bone defects after roots resection, cystectomy, removal of retained teeth; guided bone 

regeneration in dehiscence defects and guided tissue regeneration procedures in periodontal 

defects. 

(b)(4) Confidential and 
Proprietary Information (b)(4) 

Confidentia
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Device comparison and performance results 
The comparison of CollaDental Barrier to its predicate is tabulated as shown below. CollaDental 

Barrier has the same intended use as the predicates in dental surgery procedures. In the aspect of 

composition and technological characteristics, all devices are made of collagen and, in principle, 

are designed for providing a barrier to prevent epithelium from growing into an area in which 

another, more slowly-growing tissue type, such as bone, is desired. CollaDental Barrier is tested 

to be non-cytotoxic, non-irritant, non-sensitizer, non-toxic, non-genotoxic and non-hemolytic in 

accordance with ISO 10993 Biological evaluation of Medical devices Parts 4, 5, 10 and 11. The 

device is sterilized by gamma-irradiation according to ISO 11137 requirements and its sterility 

(SAL=10-6) is tested and established according to ISO 11137 sterility test. In summary, the claim 

of substantially equivalence of CollaDental Barrier to legally U.S. marketed predicate is 

substantiated by the intended use, technology characteristics, building material, biocompatibility 

and sterility requirements.   

 

 

Device name CollaDental Barrier BioMend Extend absorbable 
collagen membrane 

BIO-GIDE® 

Manufacturer Collamatrix Inc. Integra LifeSciences corp. Ed. Geistlich Söhne AG für 
chemische Industrie. 

510(k) - K992216 K042197 
Product code NPL LYC NPL 

Intended use 

augmentation around 
implants placed in 
immediate extraction 
sockets; augmentation 
around implants placed in 
delayed extraction sockets; 
localized ridge 
augmentation for later 
implantation; alveolar ridge 
reconstruction for prosthetic 
treatment; filling of bone 
defects after root resection, 
cystectomy, removal of 
retained teeth; guided tissue 
regeneration procedures in 
periodontal defects. 

Indicated for guided tissue 
regeneration procedures in 
periodontal defects to 
enhance regeneration of 
periodontal apparatus. 

Simultaneous use of GBR-
membrane and implants; 
augmentation around 
implants placed in 
immediate extraction 
sockets; augmentation 
around implants placed in 
delayed extraction sockets; 
localized ridge 
augmentation for later 
implantation; alveolar ridge 
reconstruction for prosthetic 
treatment; filling of bone 
defects after root resection, 
cystectomy, removal of 
retained teeth; guided bone 
regeneration in dehiscence 
defects; guided tissue 
regeneration procedures in 
periodontal defects. 

Device comparison table 
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Contents Collagen Collagen Collagen 
Biocompatibility Yes Yes Yes 

Sterility Yes Yes Yes 
Compatible size Yes Yes Yes 
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510(K) Number (if known):  

Device Name: CollaDental Barrier 

Indications for Use: 

CollaDental barrier is intended for use in oral surgical procedures including use in augmentation 

around implants placed in immediate extraction sockets, delayed extraction sockets; localized 

ridge augmentation for later implantation; alveolar ridge reconstruction for prosthetic treatment; 

filling of bone defects after roots resection, cystectomy, removal of retained teeth; guided bone 

regeneration in dehiscence defects and guided tissue regeneration procedures in periodontal 

defects. 
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