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5. Slide attached implant and piston inside to the ActivaPin™ HT Applicator 

TUBE.  
 

 
 

6. Introduce the implant into the hole on the distal side of the fusion plane by 
sliding the PISTON.  

7. During insertion, hold the applicator and the implant parallel to the long axis of 
the drill hole so that it slides easily to the drill hole. Insert the implant by lightly 
tapping the PISTON with a mallet. 
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8. Tap the PISTON until the ActivaPin™ HT comes out of the end of the toe and 
the joint can be closed. 
  

 
9. Place the distal fusion part in alignment with the proximal part and insert the 

pin from the distal direction backwards across the joint.  
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10. If the implant needs to be inserted across the DIP joint, insert the pin 
antergrade into level with the bone at the tip of the toe. Then take the 
Applicator TUBE off and insert the pin deeper using only the PISTON until the 
DIP joint is free. 

 

 
 

11. After fixation, the wound is closed in layers applying standard principles of 
orthopaedics and traumatology.  

12. On the basis of surgeon’s decision radiographs are taken before wound 
closure.  

13. Meticulous hemostasis and complete primary skin closure over the implant are 
essential. 

 

 

 

 

 

 

 

 

 

 

 

 

 

REMARK: 

Prior to using Bioretec Implants examine thoroughly the Instructions For Use - inside 
each product package. 
 
 

Please refer to package insert for indications, contraindications, precautions and warnings. This brochure is presented to demonstrate the surgical 
technique. Bioretec as the manufacturer of this device does not practice medicine and does not recommend this or any other system for use on a 
specific patient. The surgeon who performs any procedure is responsible for determining and utilizing the appropriate techniques for such procedure 
for use on a specific patient. Bioretec is not responsible for selection on the appropriate product or surgical technique to be utilized for an individual 
patient.  
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       Sample 1. FFP-1530 Foil pouch label                                          Sample 2. FFP-1530 Patient card      Sample 3. Indicator 

 

 

 

                                
             Sample 4. FFP-1530 customer                     Sample 5. Sticker                       Sample 6. White box with customer, 

             package label                                                                                                               package label, indicator and two stickers                                                                                                                   
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Bioretec Ltd. 
Hermiankatu 22, Modulight Building
FI-33720 Tampere, Finland 
Tel. +358 20 778 9500 
Fax. +358 3 317 0225 
Bioretec@bioretec.com 
www.bioretec.com 
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Symbols: 
 

Symbol Meaning

 
Catalogue number

 
Lot Number

 
Use by - 

 
Sterilized by Radiation

 
See Instructions for Use

 
Do not reuse

 

Manufacturer

 

MR safe  

 
Material of product

Rx Only  
U.S. Federal law restricts this device to sale, distribution, or use by or on the 

order of a physician

 
Date of manufacture

 
Temperature 

 
Keep dry

 

BIORETEC BIOABSORBABLE

Building 

Meaning 

Catalogue number 

Lot Number 

 year and month 

Sterilized by Radiation 

Instructions for Use 

Do not reuse 

Manufacturer 

 

Material of product 

U.S. Federal law restricts this device to sale, distribution, or use by or on the 

order of a physician 

Date of manufacture 

Temperature limitation 

Keep dry 

BIOABSORBABLE 
ActivaPin™ HT 
Rev. 1.0 12/13 

Page 4 of 4 

U.S. Federal law restricts this device to sale, distribution, or use by or on the 
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FUSE LINK 
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ENGLISH / INSTRUCTIONS FOR USE 
 
FUSE LINK BIOABSORBABLE IMPLANT 
 
FOR FIXATION OF BONE FRACTURES, OSTEOTOMIES, ARTHRODESES AND OSTEOCHONDRAL 
FRACTURES IN THE PRESENCE OF APPROPRIATE IMMOBILIZATION 
 
DESCRIPTION AND ACTIONS 
FUSE LINK is constructed of bioabsorbable poly(L-lactide-co-glycolide) (PLGA). These polymers have a 
long history of safe medical use and they degrade in vivo by hydrolysis into alpha-hydroxy acids that are 
metabolized by the body. The manufacturing process generates the high initial mechanical strength and 
stiffness of the implant. Properly used, in the presence of adequate immobilization, FUSE LINK maintains 
accurate alignment of small bone fractures, apical fragments and osteochondral fragments after surgical 
procedure. As the operated bone fracture or osteotomy gains strength during healing, FUSE LINK gradually 
loses its strength, however, maintaining its function at least 8 weeks. Bioabsorption takes place within 
approximately two years thus eliminating the need for implant removal surgery. 
 
FUSE LINK is MR Safe, sterile, non-collagenous , non-pyrogenic. The material used in the manufacturing of 
FUSE LINK has a history of safe medical use, and it has been shown to be biocompatible in both animal 
and clinical evaluations. 
 
FUSE LINK is designed to be used with customized instrumentation FUSE LINK Disposable Applicator. 
Please refer to the valid catalogue for product codes and sizes available. 
 
FUSE LINK is delivered inside the pin holder. This is to protect the pin during storage and delivery, and to 
enable easy and aseptic implantation of the pin. 
 
INDICATIONS 
FUSE LINK is indicated for fixation of bone fractures, osteotomies, arthrodeses and osteochondral fractures 
in the presence of appropriate immobilization. 
 
CONTRAINDICATIONS 
1. High-load bearing applications 
2. Situations where internal fixation is otherwise contraindicated, e.g., active or potential infection and 

where patient’s co-operation cannot be guaranteed. 
 
INFORMATION FOR USE 
 
Surgical Considerations and reminders 
As for other methods of internal fixation: 
i Perioperative antibiotics are recommended. 
i Use proper local, regional or general anaesthesia. 
i Maintain aseptic conditions during procedure. 
i Proper exposure using standard surgical procedure. 
i Arteries and nerves should be preserved by careful dissection. 
i On the basis of surgeon’s decision radiographs are taken before wound closure. 
i Meticulous hemostasis and complete primary skin closure over the implant are essential. 
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i X-ray control can be used for alignment/reduction evaluation. 
 
Surgical Technique 
1. Prepare the treated fusion line by applying standard principles of orthopaedics and traumatology. 
2. Drill holes which correspond to the implant diameter into the proximal and distal sides of the fusion 

plane. To prevent overdrilling, multiple reaming with drill bit should be avoided. 
3. Prepare the fusion surfaces e.g.  with . 
4. Open the pin holder cap. 
5. Pick the implant by pushing the FUSE LINK Disposable Applicator PISTON distal head into the pin 

holder until it is attached to the implant. 
6. Slide attached implant and piston inside to the FUSE LINK Disposable Applicator SLEEVE. 
7. Introduce the implant into the hole on the distal side of the fusion plane by sliding the PISTON.  
8. During insertion, hold the applicator and the implant parallel to the long axis of the drill hole so that it 

slides easily to the drill hole. Insert the implant by lightly tapping the PISTON with a mallet. 
9. Tap the PISTON until the FUSE LINK comes out of the end of the toe and the joint can be closed.  
10. Place the distal fusion part in alignment with the proximal part and insert the pin from the distal direction 

backwards across the joint. After insertion of the implant, it is impossible to correct the alignment of the 
implant by rotating. If the alignment is incorrect, the distal part can be pulled off from the fusion implant 
and repositioned in a correct angular position or the implant can be removed by overdrilling. 

11. If the implant needs to be inserted across the DIP joint, insert the pin antergrade into level with the bone 
at the tip of the toe. Then take the APPLICATOR SLEEVE off and insert the pin deeper using only the 
PISTON until the DIP joint is free. 

12. After fixation, the wound is closed in layers applying standard principles of orthopaedics and 
traumatology.  

 
Postoperative Reminders 
i Use appropriate additional immobilization (e.g. suitable cast, brace and/or crutches) during bone 

healing. 
i Provide the patient with detailed instructions for postoperative care. 
i The type of fracture will determine the nature of postoperative weight bearing and rehabilitation 

regimen. 
i X-ray, CT or MRI control can be used to evaluate bone healing. 
 
PRECAUTIONS AND WARNINGS 
i FUSE LINK is supplied sterile for single patient use only. 
i DO NOT reuse, reprocess or re-sterilize by any method. Reusing, reprocessing or re-sterilization may 

compromise the structural integrity of the device and/or lead to device failure which, in turn, may result 
in patient injury, illness or death. Reusing, reprocessing or re-sterilization may also create a risk of 
contamination of the device and/or cause patient infection or cross-infection, including, but not limited 
to, the transmission of infectious disease(s) from one patient to another. Contamination of the device 
may lead to injury, illness or death of the patient. 

i DO NOT use FUSE LINK if sterile barrier of the package is damaged. Unused pins from damaged or 
opened packages must be discarded. This is because the pin is no longer sterile and therefore may 
cause infection. In addition the pin may no longer biodegrade as specified. 

i Specialized FUSE LINK instruments are available and must be used to assure the accurate 
implantation of FUSE LINK. 

i DO NOT cut the implant before insertion. When necessary, clamps, scissors, oscillating saw, or a hot 
wire can be used to modify the implant during the fixation procedure.  

(b)(4) 
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i When using FUSE LINK intra-articularly both ends of the implant must be buried inside the bone to 
avoid the mechanical irritation inside the joint and risk of synovitis. 

i Disposal of leftover product materials and packaging should be done in accordance with hospital, 
administrative and/or local government policy. 

i DO NOT use implant beyond the expiration date on the label. 
i DO NOT use implant if the temperature indicator of the package is activated (i.e. dot colour has 

changed from white to black). 
i Use only the customized instrumentation FUSE LINK Disposable Applicator. 
i The patient should be warned that premature bending, loosening, fracture or migration of the implants 

may result from too early weight bearing or physical activity, stressing the fixation. 
i Transient sinus formation may occur in sterile circumstances. Aspiration (simple drainage) may yield 

implant remnants and usually results in healing of the sinuses without adverse effect to healing of the 
fracture. 

i The surgeon should choose the correct devices, method of application and surgical procedure prior to 
performing the surgery. Incorrect selection, placement, positioning, or fixation of the implant can cause 
subsequent undesirable results.Additional appropriate immobilization should be considered by the 
treating physician in the use of FUSE LINK. 

i Due to the nature of FUSE LINK as a small size fixation implant, appropriate consideration and 
immobilization should be used in applications involving diaphyseal or weight bearing cancellous bone. 

 
SPECIAL PATIENT POPULATIONS 
The effect of the FUSE LINK upon the healing of growth plate has not been tested clinically. 
 
ADVERSE EFFECTS 
Complications are similar to those with any method of internal fixation: 
i Infections, both deep and superficial related to surgery performed. 
i Allergic and other responses to anaesthetic agents and device materials. 
i Neurovascular injuries can occur due to surgical trauma. 
i Internal repair using the FUSE LINK (as for other similar fixation devices) may be associated with 

transient local fluid accumulation or sinus formation. 
 
CAUTION 
Federal law (USA) restricts this device to sale by, or on the order of, a licensed physician. 
 
STERILITY 
FUSE LINK implants are delivered sterile, DO NOT RE-STERILIZE by any method. 
FUSE LINK implants have been sterilized with gamma irradiation (SAL 10-6). Use the pin immediately after 
opening the sterile seal. Use only devices that are contained in unopened and undamaged packages. DO 
NOT use implant beyond the expiration date on the label. 
 
STORAGE 
Store at room temperature (15 to 30°C or 59 to 86°F) and at a normal relative humidity. Product must be 
discarded, if temperature exceeds 49°C or 120°F as shown by the temperature indicator on the package. 
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Bioretec Ltd. 
Hermiankatu 22, Modulight Building 
FI-33720 Tampere, Finland 
Tel. +358 20 778 9500 
Fax. +358 3 317 0225 
Bioretec@bioretec.com 
www.bioretec.com 
 
Distributed by: 
Footmind Inc. 
165 W. Canyon Crest Rd. Suite 300 
Alpine, UT 84004 
Ph. 1(801)608-7654 
www.FootMind.com 
support@FootMind.com 
 

Symbols: 
Symbol Meaning 

Catalogue number 

Lot Number 

 
Use by - year and month 

 
Sterilized by Radiation 

 
See Instructions for Use 

Do not reuse 

Manufacturer 

MR safe  

Material of product 

Rx Only  U.S. Federal law restricts this device to sale, distribution, or use by or on the 
order of a physician 

Date of manufacture 

 
Temperature limitation 

Keep dry 
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INSTRUCTIONS FOR USE 
 
FUSE LINK Disposable Applicator 
Instrument Set for FUSE LINK 

 

 
 

SLEEVE  PISTON                              K-WIRE 
 
DESCRIPTION 
FUSE LINK Disposable Applicator instrument set contains three different parts: sleeve, piston and K-wire. 
 
FUSE LINK Disposable Applicator instrument set is supplied sterile and validated for single use only. Please refer to the 
current catalogue for product codes and sizes available. 
 
APPLICATION 
FUSE LINK Disposable Applicator instrument set is designed to aid the surgeon in installation of FUSE LINK. The surgical 
techniques for implantation of the FUSE LINK describe the proper application of specialty instrumentation and should be 
read and understood by the surgeon prior to use. 
 
WARNINGS 
• FUSE LINK Disposable Applicator instrument set is supplied sterile and validated for single use only. DO NOT reuse, 

reprocess or re-sterilize by any method. Reusing, reprocessing or re-sterilizing may compromise the structural integrity of 
the device and/or lead to device failure which, in turn, may result in patient injury, illness or death. Reusing, reprocessing 
or re-sterilizing may also create a risk of contamination of the device and/or cause patient infection or cross-infection, 
including, but not limited to, the transmission of infectious disease(s) from one patient to another. Contamination of the 
device may lead to injury, illness or death of the patient. Manufacturer will not take responsibility or guarantee safe use of 
these products, if the product is re-cleaned or/and re-sterilized. 

• FUSE LINK Disposable Applicator instrument set should never be used for tasks it was not specifically designed to 
perform. Misuse of an instrument may damage the instrument and implant, and may cause trauma to the patient and/or 
operating room personnel. 

• If not handled correctly, instruments with cutting edges or sharp corners may compromise sterility by tearing surgical 
gloves. 
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• If an instrument tip is bent, chipped, or otherwise damaged the instrument should be replaced. Attempts to straighten 
bends are not advised as the metallurgical integrity of the metal may be compromised in the process, and the instrument 
may subsequently break during use. 

 
LIMITED WARRANTY 
Bioretec Ltd. guarantees that this product meets the manufacturer’s specifications and is free from manufacturing defects at 
the time of delivery. This warranty specifically excludes defects resulting from misuse, abuse, or improper handling of the 
product subsequent to receipt by the purchaser. Bioretec Ltd. does not warrant the outcome of the surgical procedure. 
 
CAUTION 
Federal law (USA) restricts this device to sale by, or on the order of, a licensed physician. 
 
STERILITY 
FUSE LINK Disposable Applicator instrument set is delivered sterile. DO NOT RE-STERILIZE by any method. FUSE 
LINK Disposable Applicator instrument set has been sterilized with gamma irradiation (SAL 10-6). Use the device immediately 
after opening the sterile seal. Use only devices that are contained in unopened and undamaged packages. DO NOT use the 
device beyond the expiration date on the label. 
 
PRODUCT CODES   
FDPA-15 FUSE LINK Disposable Applicator 1.5 mm 
 

   
Bioretec Ltd. 
Hermiankatu 22, Modulight Building 
FI-33720 Tampere, Finland 
Tel. +358 20 778 9500 
Fax. +358 3 317 0225 
Bioretec@bioretec.com 
www.bioretec.com 
 
Distributed by: 
 
Footmind Inc. 
165 W. Canyon Crest Rd. Suite 300 
Alpine, UT 84004 
Ph. 1(801)608-7654 
www.FootMind.com 
support@FootMind.com 
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Symbol Meaning 

 Catalogue number 

 Lot Number 

 
Use by - year and month 

 
Sterilized by Radiation 

 
See Instructions for Use 

 
Do not reuse 

 
Manufacturer 

 Material of product 

Rx Only  U.S. Federal law restricts this device to sale, distribution, or use by or on the 
order of a physician 

 
Date of manufacture 

 
Temperature limitation 

 
Keep dry 
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Knowledge within. 

The Techniques of the ActivaPin™ HT 
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D E S C R I P T I O N  A N D  A C T I O N S :  
 
The ActivaPin™ HT bioabsorbable pins are 
constructed of bioabsorbable lactic/glycolic acid 
copolymer (PLGA). These polymers have a long 
history of safe medical use and they degrade in vivo 
by hydrolysis into alpha-hydroxy acids that are 
metabolized by the body. The manufacturing 
process generates the high initial mechanical 
strength and stiffness of the Pins. Properly used, in 
the presence of adequate immobilization, the 
ActivaPin™ HT maintains accurate alignment of 
small bone fractures, apical fragments and 
osteochondral fractures after surgical procedure. As 
the operated bone fracture or osteotomy gains 
strength during healing, the ActivaPin™ HT 
gradually loses its strength, however, maintaining 
its function at least 8 weeks. Bioabsorption takes 
place approximately within two years thus 
eliminating the need for implant removal surgery.  
 

The ActivaPin™ HT is sterile, non-collagenous 
and non-pyrogenic. The material used in the 
manufacturing of ActivaPin™ HT has a history 
of safe medical use, and has been shown to be 
biocompatible in both animal and clinical 
evaluations. 
 
The ActivaPin™ HT implants are also available 
in different sizes, and designed to be used with 
customized instrumentation e.g. the ActivaPin™ 
HT APPLICATORS and ARTHROSCOPIC 
instruments. Please refer to the valid catalogue 
for product codes and sizes available. 
 
ActivaPin™ HT is delivered inside the 
ActivaPin™ HT HOLDER. It is made to protect 
the pin during storage/delivery, and for easy and 
aseptic implantation of the pin. 
 

 
 
 

A c t i v a P i n ™  H T  O f f e r s :  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

• Self-Locking SL™ 

• Grooved surface design offers: 
o The instant locking effect into the drill hole.  
o Better performance with inaccurate drill holes due to e.g. multiple reaming. 
o Improved rotation stability. 
o Channels along the implant enabling improved vascularization, blood flow and 

interstitial fluid flow (ISF) required for effective bone healing. 

• Isoelasticity; the bending modulus is closer to the value of cortical bone compared to 
metallic implants. 

• High Strength properties offer easy insertion and safe medical use. 

• No stress shielding. 

• No need for removal operation. 

• Bioabsorption eliminates risks of long term complications. 

• Implant is supplied Gamma sterilized – safe, free of gas remnants, reduced cross 
infection risk. 

• Pin material allows bending and modification during the operation. 

• Improved insertion and fusion properties with two conical heads 
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5. Slide attached implant and piston inside to the ActivaPin™ HT Applicator TUBE.  
 

 
 

 
6. Introduce the implant into the hole on the distal side of the fusion plane by sliding the PISTON.  

 
7. During insertion, hold the applicator and the implant parallel to the long axis of the drill hole so that 

it slides easily to the drill hole. Insert the implant by lightly tapping the PISTON with a mallet. 
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8. Tap the PISTON until the ActivaPin™ HT comes out of the end of the toe and the joint can be 
closed.  
 

 
 
 
 
 
 
 
 
 

9. Place the distal fusion part in alignment with the proximal part and insert the pin from the distal 
direction backwards across the joint.  
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10. If the implant needs to be inserted across the DIP joint, insert the pin antergrade into level with the 
bone at the tip of the toe. Then take the Applicator TUBE off and insert the pin deeper using only 
the PISTON until the DIP joint is free. 

 

 
 

11. After fixation, the wound is closed in layers applying standard principles of orthopaedics and 
traumatology.  
 

12. On the basis of surgeon’s decision radiographs are taken before wound closure.  
 

13. Meticulous hemostasis and complete primary skin closure over the implant are essential. 
 
 
 
 
 
 
 

Records processed under FOIA Request # 2016-711; Released by CDRH on 04-25-2016

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



 

 

 

 
 
 
 
 
 
 
 
 
 
 
 

O R D E R I N G  I N F O R M A T I O N  
 

REMARK: 
Prior to using Bioretec Implants examine thoroughly the Instructions For Use - 
inside each product package. 

 
Product Description Table of ActivaPin™ HT 

Product Description Product Reference Code Diameter Length 

ActivaPin™ HT 1.5 mm x 20 mm B-APHT-1520 1.5 mm 20 mm 

ActivaPin™ HT 1.5 mm x 30 mm B- APHT-1530 1.5 mm 30 mm 

ActivaPin™ HT 1.5 mm x 40 mm B- APHT-1540 1.5 mm 40 mm 

ActivaPin™ HT 1.5 mm x 50 mm B- APHT-1550 1.5 mm 50 mm 

ActivaPin™ HT 1.5 mm x 60 mm B- APHT-1560 1.5 mm 60 mm 

ActivaPin™ HT 1.5 mm x 70 mm B- APHT-1570 1.5 mm 70 mm 

 

ActivaPin™ HT Instruments: 

Product Description Product Reference Code 

Applicator for 1.5 mm ActivaPin™ B-IP-1500 

Drill Bit Ø 1.5 mm B-IP-1503 

K-wires (10 pcs) for 1.5 mm ActivaPin™ B-IP-1501 

Disposable Pin Applicator 1.5 mm B-DIP-1500 
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MANUFACTURER                               DISTRIBUTOR 
Bioretec Ltd. 
Hermiankatu 22, Modulight Building 
FI-33720 Tampere, Finland 
Tel. +358 20 7789 500 
Fax +358 3 3170 225 
Bioretec@bioretec.com 
www.bioretec.com 

 

Final Draft 12-2013 
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