
ENGLISH

DESCRIPTION
Formagraft® Collagen Bone Graft Matrix (Formagraft) is a synthetic bone graft substitute 
comprised of highly purified type I collagen and hydroxyapatite/tricalcium phosphate 
granules. It functions as an osteogenic stimulus to which the patient's bone marrow may be 
added prior to implantation. The bone graft mimics the composition of natural bone and is 
biocompatible. Formagraft provides an osteoconductive environment for new bone formation. 
When coated with autogenous bone marrow, the osteoinductive and osteogenic properties of 
Formagraft enable it to be used as a substitute for autogenous bone graft, thus eliminating the 
need to subject the patient to the potential attendant morbidity as well as the harvesting-related 
complications and pain associated with the second surgery. The purified fibrillar collagen 
component has a high constituent of purified bovine tendon Type I collagen. The mineral 
component is a biphasic mixture of beta tricalcium phosphate and hydroxyapatite. The HA / 
β-TCP particles are formed by a sintering process into irregularly shaped granules of 0.5-1 
mm in diameter.  The purified fibrillar collagen and HA / β-TCP composite serves as the 
matrix for osteogenesis process to occur. In situ, the collagen and beta-tricalcium phosphate 
components of the ceramic are resorbed and replaced by new bone, similar to the resorption 
and remodeling observed with autogenous bone.

INDICATIONS FOR USE 
Formagraft is indicated for use in bony voids or gaps that are not intrinsic to the stability of 
the bony structure. The product should be gently packed into bony voids or gaps of the skeletal 
system (i.e., the extremities, spine and pelvis). These defects may be surgically created 
osseous defects or osseous defects created from traumatic injury to the bone. The product 
provides bone void filler that resorbs and is replaced by the growth of new bone during the 
healing process. The bone graft can be mixed with autogenous bone marrow prior to use at the 
physician’s discretion. In weight bearing situations, Formagraft is to be used in conjunction 
with internal or external fixation devices.  The fracture defect treated with Formagraft should 
not exceed 30 mL. 

CONTRAINDICATIONS
Formagraft is not designed or sold for any use except as indicated. Do not use Formagraft 
in the presence of any contraindication. 

Formagraft is contraindicated (1) in patients with a history of severe allergies manifested by a 
history of anaphylaxis and known allergies to bovine collagen, (2) in patients known to be 
undergoing desensitization injections to meat products, as these injections can contain bovine 
collagen, (3) in children and pregnant women, (4) in operative sites with inflammatory bone 
disease such as osteomyelitis, (5) for fractures of the epiphyseal plate, (6) in sites with severe 
vascular or neurological impairment proximal to the graft site, (7) in the presence of metabolic 
or systemic bone disorder, or (8) in contaminated wounds with existing acute or chronic 
infections. 

POTENTIAL ADVERSE EVENTS AND COMPLICATIONS
Possible adverse reactions may include but are not limited to the following: Total resorption 
of the graft, malunion, pseudoarthrosis, hypersensitivity, bleeding at the bone marrow 
aspiration site, thrombophlebitis, embolus, loss of fixation, neurological complication, and 
deformity at site. As with any other orthopedic and grafting procedures, wound complications 
may occur, which include hematoma, edema, swelling and fluid accumulation, tissue 
thinning, infection, or other complications that are possible with any surgery.

WARNINGS, CAUTIONS, AND PRECAUTIONS
The subject device is intended for use only as indicated.

Warning: Formagraft contains bovine collagen and must not be used in patients with a 
history of allergies to any bovine collagen products, including but not limited to 
injectable collagen, collagen implants, hemostatic sponges and collagen based 
sutures, because these patients are likely to have hypersensitivity to bovine 
collagen in Formagraft. Hypersensitivity reactions reported with the use of other 
products containing bovine collagen include erythema, swelling, induration, 
and/or urticaria at implantation sites.

 
Warning: Formagraft does not possess sufficient mechanical strength for load-bearing uses. 

It is important to ensure that the implantation site has been properly secured 
mechanically with standard internal fixation. External stabilization alone is not 
sufficient. 

Caution: The safety and efficacy of Formagraft has not been established in patients with 
pathological fractures caused by severe degenerative bone disease, pre-existing 
severe vascular or neurological disease in the affected limb as a result of 
uncontrolled diabetes, alcoholism, or other pathology, or in patients with clinically 
significant immune-mediated systemic disease, or disease of bone. The safety of 
using Formagraft in pregnant women or in children has not been established. 

Caution: Formagraft is intended for use by surgeons familiar with bone grafting and internal 
fixation techniques. Care should be exercised to avoid a load directly on the 
implant. 

Caution: Confirm expiration date before use. Do not use if expiration date has been exceeded. 

Caution: DO NOT USE if packaging is damaged, as sterility of the contents cannot be 
assured. 

Caution: Dosage is for SINGLE USE ONLY. DO NOT resterilize or re-use. 

CAUTION: Federal (U.S.) law restricts this device to sale, distribution, or use by, or on the 
order of, a physician.

METHOD OF USE
Formagraft strips and granules may be prepared prior to use. 

Initial debridement and wound management should be performed in an open fracture. 
Exercise care to minimize periosteal stripping. Contaminated wounds should be treated with 
appropriate prophylactic antibiotic coverage, prior to the graft procedure. All procedures 
should be performed in the operating room under aseptic conditions. Follow accepted 
procedures for grafting with fixation. Bone marrow may be collected from the iliac crest, 
using standard bone marrow collection techniques. If marrow from the fracture site is used, it 
is important that the marrow has not been contaminated. Exercise care not to collect blood. 
Transfer the Formagraft to a sterile tray containing bone marrow and coat all surfaces with 
marrow. Add 1mL of bone marrow per cc of Formagraft. The Formagraft may be used as is or 
molded to fit the defect shape. Extra care should be taken in molding the Formagraft in order 
to avoid crushing the strips/granules or damaging the marrow cells. The defect site should be 
filled as completely as possible.

HOW SUPPLIED
Formagraft Collagen Bone Graft Matrix, a sterile (γ-irradiation) bone graft substitute, is 
supplied in prefabricated strips/granules of various volumes.

PACKAGING
Packages for each of the components should be intact upon receipt. Products should be 
carefully examined for completeness, and for lack of damage, prior to use.  Damaged 
packages or products should not be used, and should be returned to NuVasive.

Do not freeze or expose to extreme heat. Formagraft should be stored in a dry place 
with controlled room temperature conditions below 30°C (86°F).

USA: 
NuVasive, Inc. 
4545 Towne Centre Court 
San Diego, CA 92121 
Tel: (800) 475-9131 
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產品說明

富茂骨膠原蛋白骨骼填補物是一合成骨填料，含有高度純化的第一型
膠原蛋白及兩相陶瓷顆粒(氫氧基磷灰石及三鈣磷酸鹽)。產品植入前
可添加患者之骨髓，使混合物能刺激骨質新生。富茂骨模擬身體骨基
質組成，具生物相容性，對於骨質新生提供具有骨引導性。當骨髓與
產品混合後，富茂骨  兼具骨傳導性及骨誘導性，可代替自體骨填補物
，減少二次手術中所產生的併發症及痛楚。富茂骨是由牛筋中純化之纖
維狀第一型膠原蛋白，再加入由氫氧基磷灰石及β型三鈣磷酸鹽燒結
而成的兩相陶瓷（直徑為0 .5 -1mm之不規則顆粒)所組成。以提供骨
質新生所需的基質。在人體內，膠原蛋白及β型三鈣磷酸鹽可被吸收
並逐漸被新生骨質取代，其吸收及新生修復的速度與自體骨骼相似。

適應症

富茂骨適用於填補骨裂縫，植入後並不具有維持骨骼結構穩定性的
功能。富茂骨可被用來填補四肢骨、脊椎、骨盆等骨骼系統的缺損
及裂隙，或由手術及骨骼外傷產生的骨缺損。富茂骨作為骨缺損填
補物，在骨骼修復的過程中，會被人體自身新生骨組織吸收取代。
基於醫生審慎決定，骨填補物可先混合自體骨髓後植入人體。富茂骨 

若使用於荷重部位，填補部位需藉助各類內、外固定器械以穩定結
構。使用富茂骨的填補體積應小於30 mL。

禁忌症

富茂骨產品除了上述適用範圍外，不可作其他用途。
患者如有下列不適用症狀，不可使用本產品：

(1 )  患者有嚴重過敏病史或對牛膠原蛋白過敏。

(2 )  正在進行肉類產品減敏治療的患者。

(3 )  小孩及孕婦。

(4 )  手術傷口有發炎性骨疾病如骨髓炎等患者。

(5 )  骨骨后板骨折者。

(6 )  骨填補處近端有嚴重的血管性或神經性損傷者。

(7 )  代謝性或系統性骨骼疾病者。

(8 )  傷口有急性或慢性感染者。

可能的不良反應及併發症

可能的不良反應包含但不限於下列反應：接合不正、假性關節的形成
、過敏反應、骨髓抽取處出血、血栓性靜脈炎、血栓、固定不穩、神
經性併發症以及傷口的缺陷及變形。正如任何骨填補手術過程，手術
傷口可能引起併發症，包括：血腫、水腫、腫脹、體液聚積、組織萎
縮、感染及其他可能的手術併發症。

警語：

富茂骨產品除了上述適用範圍外，不可作任何其他用途。

警告：富茂骨含有牛的膠原蛋白，不可用於具有牛膠原蛋白過敏病
史的患者，包括但不限於：曾施用可注射性膠原蛋白、膠原
蛋白植入物、止血棉或縫合線等膠原蛋白產品而產生過敏者
。患者可能會因富茂骨內含牛的膠原白而產生過敏症狀，在
植入部位的過敏反應包含紅斑、腫脹、硬化或蕁麻疹。

警告：對於荷重部位的應用而言，富茂骨不具有足夠的機械強度。
應確保填補部位有標準之內固定器械支撐，單獨使用外固定
器械不足以支撐填補部位之荷重。

注意事項：

富茂骨使用於下述狀況的安全性及有效性尚未經過評估：

● 嚴重退化性骨骼疾病所導致之病理性骨折。

● 四肢血管神經已有嚴重疾患且未接受醫療控制的糖尿病患者、
酒精中毒者等。

● 具臨床徵兆的免疫問題所導致之系統性或骨性疾病。

● 孕婦或小孩。

注意：富茂骨係提供熟悉骨植入及內固定技術之外科醫生使用，應
避免植入處直接荷重。

注意：使用前請確認有效期限，請勿使用已超過有效期限之產品。

注意：包裝如有破損，將無法確保產品之無菌狀態，請勿使用。

注意：產品限一次使用，不可再次滅菌或重複使用。

使用方法

請在使用前備齊片狀及顆粒狀之富茂骨。

在開放性骨折手術進行前，應先進行清創及傷口處理。小心將周圍骨
膜作最小程度去除。在進行骨植入程序之前，傷口感染處應先施以適
當的預防性抗生素處理。所有程序應該在無菌狀態下的手術室內執行
，並依據標準的方法植入並固定。可以使用標準骨髓收集技術由腸骨
嵴收集骨髓。如果由骨骼斷裂處取得骨髓，應確保骨髓未受污染，並
應避免採集到血液。在富茂骨置入盛裝骨髓之無菌盤器後，將其表面
以骨髓浸潤。每1 cc富茂骨加入1 mL之骨髓。富茂骨可直接植入或塑
型成適於缺陷形狀後植入。將富茂骨塑型時，應注意避免其碎片傷及
骨髓細胞。手術應儘可能填滿骨骼之缺陷處。

規格

富茂骨膠原蛋白骨骼填補物係經γ射線滅菌之骨植入替代物，以各
種體積之顆粒及片狀形式供應。型號及規格如下：

包裝

各組成的包裝在使用前應是完整的，使用前應確認產品完整性。
不應使用有損壞的包裝及產品，應將其退回代理商處。

富茂骨應保存於室溫30°C (86°F)下之乾燥環境中，不應將產品冷凍
或暴露於高溫下。

富茂骨  膠原蛋白骨骼填補物
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圖 示 說 明

使用前請參閱說明書

限單次使用

經輻射滅菌

有效期限

製造日期

產品批號

產品規格       　　型號

衛署醫器製字第003458號

使用前請務必詳閱原廠之使用說明書並遵照指示使用

製造廠/藥商：和康生物科技股份有限公司

地 址：新北市五股區五權八路17號

FormaGraft Granules,1cc

FormaGraft Granules,2cc

FormaGraft Granules, 5cc

FormaGraft Granules, 10cc

FormaGraft Granules, 20cc

FormaGraft Strips, 4mmx15mmx22.5mm(2)

FormaGraft Strips, 4mmx15mmx45mm(2)

FormaGraft XL Block, Small 8.5mm×10.5mm×45mm

FormaGraft XL Block, Large 12mm×10.5mm×45mm

5010001

5010002

5010005

5010010

5010020

5010205

5010200

5010085

5010125 


