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VENTRAL WALL DEFECT 
REDUCTION SILO™ BAG 

DESCRIPTION 

Congenital abdominal wall defects present a unique surgical challenge, due to 

the extracelomic growth of a large part of the gastrointestinal tract and the 

underdevelopment of the abdominal cavity. Normal enlargement of the fetal 

peritoneal cavity and proper molding of solid viscera, such as the liver, are 

dependent on continuous growth of gastrointestinal tract within its confines. The 

degree of underdevelopment of this cavity is related to both the volume of 

viscera externally located and the length of time the evisceration has existed. 

The operative challenge consists in creating a closed environment for the 

portion of the gastrointestinal tract that cannot be fitted into the abdominal 

cavity, while providing an active means of increasing its capacity. 

The Bentec Medical Ventral Wall Defect Reduction Silo Bag is intended to 

provide such an environment. It is used to contain the bowel in infants with 

inadequate peritoneal cavities in whom a staged reduction and closure of a 

congenital ventral wall defect is necessary. The open end of the silicone 

elastomeric silo is supported with a tube of silicone elastomer containing a 

stainless steel coil for reinforcing the band to retain sutures. It is designed to be 

inserted through the abdominal-wall defect into the peritoneal cavity and 

sutured around the undersurface of the entire circumference of the defect. The 

distal end of the silo is also reinforced to allow spring support for continuous, 

postoperative, upward traction on the silo. The closed system provided by the 

silo is intended to help prevent peritoneal fluid loss and bacterial contamination. 

The silo is available in seven diameters: 3, 4, 5, 6, 7.5, 10, and 15 cm. The ten 

and fifteen centimeter prostheses are designed to accommodate the liver, 

which may have developed outside the abdominal cavity, as well as other 

viscera. 

INDICATIONS 

The Bentec Medical Ventral Wall Defect Reduction Silo Bag is indicated for 

use in the treatment of large ventral-wall defects, including gastroschisis and 

omphalocele where primary closure attempts must be abandoned in favor of 

staged repair. 

 CONTRAINDICATIONS 

The device is not designed, sold, or intended for use except as indicated. 

Do not use if patient has acute hypersensitivity to silicone. 

Do not use if sepsis/severe infection exists. 

Do not use while excessive/uncontrolled bleeding exists. 

 INSTRUCTIONS FOR USE 

A variety of surgical techniques may be employed in the use of the Bentec 

Medical Ventral Wall Defect Reduction Silo Bag; therefore, the surgeon is 

best advised to use the method which his/her own practice and discretion 

dictate to be best for the patient.  

The device should be tested for patency and integrity immediately prior to use.  

This can be done by filling the bag with sterile saline or sterile water and 

observing for leakage.  Do not use if bag leaks.  

HOW SUPPLIED 

This product is supplied STERILE. Check product labeling for sterility 

information.  

 WARNINGS 

Any patient undergoing a surgical procedure is subject to possible unforeseen 

operative and postoperative complications. Potential reactions and 

complication should be discussed with and understood by the patient’s 

representative prior to surgery. It is the responsibility of the surgeon, and 

Bentec Medical relies on the surgeon, to advise the patient’s representative of 

all potential risks and complications associated with the proposed surgical 

procedure and device, including providing a comparison of the risks and 

complications of alternative procedures and devices. 

The device should not be implanted following any modifications to its original 

design. 

Meticulous care must be exercised in handling and implanting the device. 

The silo envelope is thin in order to achieve desired properties. Punctures, 

surface cuts, nicks, crushing or other overstressing can lead to a tear. The 

product may be easily penetrated by a needle or scalpel, or ruptured by 

manipulation with a blunt instrument. Care must be exercised during cleaning, 

sterilization and use to prevent such events. To guard against contamination, 

a damaged product must not be used. A standby silo should be available 

at the time of surgery. 

For single patient use only. 

Do not use if sterile packaging is open or compromised. 

Open the packaging using appropriate hygienic/sterile procedures. 

Do not re-process or re-sterilize. 

Attempts to re-sterilize and or reuse this device may result in product failure 

and increased risks to the patient. 

Dispose of properly. 

When placing viscera into the abdominal cavity, excessive intra-abdominal 

pressure must be avoided to prevent respiratory insufficiency, cardiac failure, 

and damage to the eviscerated organs, and to ensure unobstructed blood flow 

through the inferior vena cava. 

 PRECAUTIONS 

• Each device should be checked for integrity prior to implantation. A device 

which has been damaged, or on which repairs have been attempted, 

should not be implanted. A standby device should be available at the time 

of the operation. 

• It is recommended that the patient be monitored for obstruction of blood 

flow through the inferior vena cava and/or compromise of ventilation by 

elevation of the diaphragm, either of which may be caused by excessive 

intra-abdominal pressure created when reducing the eviscerated organ 

into the peritoneal cavity. 

• The action of drugs (examples: antibiotic and steroids) in contact with the 

device has not been tested by the manufacturer and their use cannot be 

recommended. Each physician who chooses to use drugs with this device 

must assure compatibility of the drug with silicone elastomer. 

• Sepsis, hemorrhage, or thrombosis may result from the placement of any 

foreign object within the body. 

• Excessive fibrous capsular formation and/or capsular contracture are an 

inherent risk in this procedure and may occur around any implant placed 

in contact with tissues. 

• Use extreme caution in using capacitor-type cautery devices as damage 

to the device may result. 

• Careful hemostasis is important to prevent postoperative hematoma 

formation. Should excessive bleeding persist, it is recommended that the 

device not be implanted until the bleeding is controlled. 

• Any subsequent surgical procedures in the area of the device should be undertaken 

with extreme caution as damage to the device may occur. In the event the device is 

damaged, it must be removed. 

• Monitoring for infection is important to treat/prevent sepsis.  Should severe infection 

be present, it is recommended that the device not be implanted until the infection is 

controlled. 
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 COMPLICATIONS 

Potential reactions and complications should be discussed with and understood 

by the patient’s representative prior to surgery. 

Complications that may result from the use of this product include surgical 

procedure(s), as well as the patient’s response, reaction or degree of 

intolerance to any foreign object implanted in the body. Complications may 

include, but are not limited to the following: 

• Infection is a common and serious complication associated with this 

device and is most frequently caused by skin contaminants. Sepsis can 

result from infection anywhere in the body and may develop with few or no 

symptoms. It may occur as a result of the device or may be indicated in 

addition to the appropriate chemotherapy.  

• Other reported complications associated with the use of this device 

include: Structural damage to the product, which may result in sepsis 

and/or peritoneal fluid loss; damage to the eviscerated organs during 

manual reduction; compromise of patient ventilation through excessive 

intra-abdominal pressure caused by a reduction of the viscera or silo 

volume into the peritoneal cavity; and separation of the bag from the 

underlying or anchoring tissue. 

 POSSIBLE REACTION TO SILICONE ELASTOMER 

Tumorigenicity/Carcinogenicity 

To Bentec Medical’s knowledge, no cases of these complications have ever 

been encountered due to the Ventral Wall Defect Reduction Silo Bag; 

however, the long-term biological effects of silicone are currently unknown. 

Immune Response 

No immune responses have, to our knowledge, been reported with the Ventral 

Wall Defect Reduction Silo Bag. 

The medical literature has raised the issue of suspected immunological 

responses to silicone implants and has labeled these responses as human 

adjuvant disease. Symptoms discussed in these reports include localized 

inflammation and irritation at the implant area, scleroderma, skin lesions, 

alopecia, pyrexia, rash, swelling of joints, weight loss, chronic arthropathy, 

morphea, arthralgia, general malaise, keratoconjunctivitis, and 

lymphadenopathy. If an immunological response is suspected, the physician 

must evaluate.  

Toxic Shock Syndrome 

Toxic Shock Syndrome has been reported as a complication with silicone 

implants, but to our knowledge, no cases have been reported with the Ventral 

Wall Defect Reduction Silo Bag.                                    

PATIENT EDUCATION AND INFORMED CONSENT 

The surgical procedure associated with the use of the Ventral Wall Defect 

Reduction Silo Bag is not without potential complication risks. The patient’s 

representative should be counseled prior to surgery regarding the benefits and 

possible risks associated with the implantation of this device. 

It is for the individual surgeon to decide upon the best method by which to 

counsel a patient’s representative prior to surgery. It is the responsibility of the 

surgeon, and Bentec Medical relies upon the surgeon, to advise the patient’s 

representative of all potential complications and risks associated with the use 

of the Ventral Wall Defect Reduction Silo Bag. 

RETURNED GOODS POLICY 

Bentec Medical requests physicians to notify the company of complications 

that occur with the use of this device.  Bentec Medical recommends autoclaving 

any contaminated device prior to returning them for evaluation in order to 

minimize any potential health risks to Bentec Medical’s employees and others 

while in transit. 

U.S. Customers 
A Returned Goods Authorization must be received from Bentec Medical 
prior to the return of the merchandise. Merchandise returned must have all 
of the manufacturer’s seals intact and Bentec Medical must be notified 
within 30 days of the invoice date to be eligible for credit or replacement.  
Returned products may be subject to restocking charges. 
International Customers 
A Returned Goods Authorization for return of merchandise must be 

obtained from your respective dealer. Other conditions noted above also 

apply. 

Product Information Disclosure 

Bentec Medical has exercised reasonable care in the choice of materials and 

manufacture of this product. Bentec Medical excludes all warranties whether 

expressed or implied by operation of law or otherwise, including, but not 

limited to, any implied warranties of merchantability or fitness. Bentec 

Medical shall not be liable for any incidental or consequential loss, damage 

or expense, directly or indirectly arising from the use of this product. Bentec 

Medical neither assumes nor authorizes any other or additional liability or 

responsibility in connection with the sale of this device. 

Product Ordering Information 

U.S. Customers 
To order directly in the USA or for product information please contact the 

Customer Service Department at Bentec Medical OpCo LLC, 1380 East 

Beamer Street, Woodland, California 95776 

Telephone: (800) 767-9175, Fax: (530) 406-3306 

e-mail sales@bentecmed.com 

International Customers 
For product information or to order directly, contact the International 

Customer Service Department at Bentec Medical OpCo LLC, 1380 East 

Beamer Street, Woodland, California 95776 USA.  

Telephone: (530) 406-3333, Fax: (530) 406-3306 

e-mail sales@bentecmed.com 

RE-ORDER INFORMATION 

VENTRAL WALL DEFECT REDUCTION SILO BAG 

GMDN:  62143, Gastroschisis silo bag 
GTIN REF Opening Diameter 

00684995400054 GR74089-06 3 cm 

00684995400061 GR74089-07 4 cm 

00684995400009 GR74089-01 5 cm 

00684995400047 GR74089-05 6 cm, Tapered 

00684995400016 GR74089-02 7.5 cm 

00684995400023 GR74089-03 10 cm 

00684995400030 GR74089-04 15 cm 

 
For technical information on this product please call the Bentec Medical 
Customer Service Department (toll free) at (800) 767-9175. 

 
CAUTION: FEDERAL (USA) LAW RESTRICTS THIS DEVICE TO  

SALE BY OR ON THE ORDER OF A PHYSICIAN. 

Must remain in the body less than 30 days. 

                                         

                               
 

 Bentec Medical OpCo, LLC 
 1380 East Beamer Street, Woodland, CA 95776 

 Phone:  (530) 406-3333, Fax (530) 406-3306  
 e-mail:   sales@bentecmed.com 
 www.bentecmed.com 
       

 Authorized Representative (93/42/EEC)  
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