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MEDICAL

Harvest results,
not patient tissue1-3

Reliable closure, excellent
handling, and time saving1

*Prepared in the context for value analysis committees in a hospital setting
Disclaimer: The information provided herein reflects Cook’s analysis of the procedure(s) and/or device(s), based upon the instructions
for use (IFU), from sources that may include, but are not limited to, published journal articles, data on file with the manufacturer,
physician and consultant input, the CPT coding system, and Medicare payment systems. This analysis is provided for general information
purposes only, and Cook does not warrant or assume any liability or legal responsibility for this information. The entity assessing the
product is solely responsible for determining the accurate cost of treatment at its site and the codes assigned to the services and items
in the medical record. Each entity should use its own economic data to fully assess the assumptions and analysis stated herein.
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Product overview
The Biodesign Otologic Repair Graft is intended for use as an implant material to aid in
surgical repairs and as an adjunct to aid in the natural healing process in various otologic
procedures, including but not limited to myringoplasty and tympanoplasty. The graft
enables a truly minimally invasive approach to ear surgery with no donor site required and
thus, no additional scar for the patient.1
Key product features:
Reliable closure:

The Biodesign Otologic Repair Graft completely remodels into natural host tissue,
resulting in closure rates ranging from 83%-100% across published literature.1-3

Excellent handling:

Biodesign material is easy to manipulate, allowing for improved surgical precision
during graft placement. 2

Time saving:

The Biodesign Otologic Repair Graft reduces the need to harvest autologous tissue,
significantly decreasing intraoperative time.1

Otologic repair grafts are designed to provide value for:
Patients:

Reduces the need to harvest autologous tissue, helping avoid additional scarring and
comorbidities.1,3

Healthcare providers:

Completely remodels into natural host tissue, resulting in closure rates ranging from
83%-100%1-3; easy to manipulate, allowing for improved surgical precision1 and can be
placed using either an endoscopic or microscopic technique2,8

Hospitals:

Reduces the need to harvest autologous tissue, decreasing intraoperative time by an
average of 7.7 minutes per procedure, potentially saving costs when compared
to temporalis fascia1

Payers:

Potential cost savings by reducing the need to harvest patient tissue, potentially
avoiding additional comorbidities1,3,6

The key considerations for your value analysis include the following:
1. The product:
•

The Biodesign Otologic Repair Graft with its convenient sizes, manipulability, and
straightforward positioning allows for increased surgical precision,1 potentially
reducing the intraoperative portion of the procedure time by 7.7 minutes when
compared to autologous tissue harvest.1

2. The financial impact:
•

The Biodesign Otologic Repair Grafts are a potential cost-effective option for
tympanic perforations, since they eliminate the need for harvesting patient tissue,
which means it may be less costly to treat patients.1,3,6

NOTE: References may be found on pages 29–30 of this packet.
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Product information
Product design
Biodesign is a natural extracellular matrix (ECM) derived from porcine small intestinal
submucosa (SIS). The ECM is a complex latticework of proteins and structural molecules that
acts as a scaffold for cells.4 Cook’s proprietary processing methodology decellularizes the
SIS material while preserving natural matrix molecules such as collagen, proteoglycans, and
glycosaminoglycans.5 The otologic repair graft comes in five sizes and two shapes ranging from
a circle 0.4 cm in diameter to a square measuring 5 x 5 cm.
Deployment method
Prepare the wound bed using standard surgical techniques and control bleeding prior to
applying the graft. Choose the appropriately sized graft based on defect size, ensuring that the
graft covers the entire defect. The graft may be placed in a dry state, but if hydrated, hydrate
the graft for no longer than 1 minute. Complete the standard surgical procedure and secure the
graft with preferred method of fixation (e.g., otologic packing or other appropriate method).
For additional instructions on preparation, device selection, and postoperative care; please
reference the Instructions for Use.

Product intended use
The Cook Biodesign Otologic Repair
Graft is intended for use as an implant
material to aid in surgical repairs and
as an adjunct to aid in the natural
healing process in various otologic
procedures, including but not limited
to myringoplasty and tympanoplasty.
The device is supplied sterile and is
intended for one-time use.

NOTE: References may be found on pages 29–30 of this packet.
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Value analysis
Overview
Using cost, quality, and clinical outcomes to make evidence-based decisions
Healthcare professionals understand the importance of
a high-quality product and one that makes economic
sense as well. In this ever-changing healthcare landscape,
healthcare providers must not only focus on the best
clinical option for their patients, but also the most costeffective option. They can no longer focus solely on the
individual procedure, but must consider the total care of
that patient, including follow-up, return to work, and overall
quality of life.

Cost

Clinical
outcomes

Quality

The value analysis for the Biodesign Otologic Repair Graft
focuses on the variables that can be controlled: repair
approach and graft choice. Thus, healthcare providers can
make evidence-based decisions to treat their patients.
Use of the Biodesign Otologic Repair Graft potentially benefits multiple entities, including
the following:
Patients:
Reduces the need to harvest autologous tissue, helping avoid additional scarring and
comorbidities1,3
Healthcare providers:
Completely remodels into natural host tissue, resulting in closure rates ranging from 83%100%1-3; easy to manipulate, allowing for improved surgical precision1 and can be placed
using either an endoscopic or microscopic technique2,8
Hospitals:
Reduces the need to harvest autologous tissue, decreasing intraoperative time by an average
of 7.7 minutes per procedure, potentially saving costs when compared to temporalis fascia1
Payers:
Potential cost savings by reducing the need to harvest patient tissue, potentially avoiding
additional comorbidities1,3,6

NOTE: References may be found on pages 29–30 of this packet.
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Economic value analysis
Economic value and device selection for otologic repair procedures
The alternative to an otologic graft is harvesting fascia from behind the ear. The harvested fascia (which leaves a scar after
complete healing), is then placed in the ear. In addition, revision tympanoplasty and/or second-look procedures are common
practice in pediatric otology. Previous temporalis fascia harvest may not leave sufficient tissue for a second graft at revision
surgery, in second-look cases, or when autogenous temporalis fascia quality is poor.1 Use of the otologic graft during
primary surgery reduces the need to harvest patient tissue and leaves the temporalis fascia as an option if needed in the
future. Overall cost of care must be considered as part of the value analysis when assessing options for tympanoplasty or
myringoplasty repair.
The potential need for a revision surgery, and an extended recovery time due to donor site healing, may increase the overall
cost to treat the patients.
•

The weighted average cost of a hospital outpatient otologic graft surgery without complications is
approximately $4,837.99a

•

. tologic graft surgeries are reimbursed on average $5,056.52b by Medicare in the hospital outpatient setting.
O
Thus, the total reimbursement rate per procedure is only slightly more than the average hospital outpatient
procedure cost.

Assume your hospital performs 20 tympanic membrane repair procedures per year.
Biodesign Otologic
Repair Graft
Closure rate
Estimated number of successful closures per year
Estimated weighted average per procedure cost (includes graft cost)
Estimated average annual cost (includes procedure cost + graft or
temporalis fascia surgery cost)

93.5%1,2,3,8,15

83%9,10

18

16

$4,460.04c,6,16

$4,837.99

$89,200.80

$96,759.80

Estimated annual savings by using Biodesign Otologic Repair Graft
instead of temporalis fascia
Failed initial procedures (either Biodesign or temporalis fascia) plus
secondary crossover procedure annual costsd
Estimated annual savings by using Biodesign Otologic Repair Graft
for the initial procedure (93.5% versus 83% closure rate)

Temporalis fascia

$7,559.00
$98,876.78

$114,599.96

$15,723.18

With better closure rates and decreased procedural time, you could potentially eliminate 2 secondary procedures
and save an estimated $7,500 to $16,000 annually.
NOTE: By potentially eliminating secondary procedures and reducing OR time during the initial graft placement, you may free up additional
time to perform other procedures.
For more information on this economic value analysis and to further understand the use of the Biodesign Otologic Repair Graft, please
contact your local Cook representative.
a T he procedure cost is the average weighted geometric mean cost of CPT codes 69620, 69631, 69632, 69633, 69635, 69636, 69637, 69641, 69642, 69643, 69644, 69645, and 69646 from the CY2022
Hospital Outpatient Prospective Payment System (OPPS) Final Rule (Medicare program: changes to hospital outpatient prospective payment and ambulatory surgical center payment systems
and quality reporting programs. Centers for Medicare & Medicaid Services Web site. https://www.cms.gov/medicaremedicare-fee-service-paymenthospitaloutpatientpps/cms-1753-fc. Accessed
January 6, 2022).
b The weighted average Medicare reimbursement rate was calculated utilizing CPT codes 69620, 69631, 69632, 69633, 69635, 69636, 69637, 69641, 69642, 69643, 69644, 69645, and 69646
c T he estimated average cost is calculated using the most popular Biodesign Otologic Repair Graft at $215, based on 20 procedures per year per site and the hospital outpatient weighted cost of
$4,837.99, less 7.7 minutes of operating room time at $41 per minute ($315.70),7 less APC device related costs ($277.25).
dCrossover: Those failed Biodesign Otologic Repair Graft procedures (2 out of 20) would be repaired by temporalis fascia and those failed temporalis fascia procedures (4 out of 20) would be
repaired by Biodesign Otologic Repair Grafts.

NOTE: References may be found on pages 29–30 of this packet.
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Biodesign technology
What is Biodesign?
• Biodesign is a platform technology behind numerous tissue-repair products that span multiple medical
specialties.
• Biodesign is natural extracellular matrix (ECM) derived from porcine small intestinal
submucosa (SIS).
• The ECM is a complex latticework of proteins and structural molecules that acts as a scaffold for cells.4
• Cook’s proprietary processing methodology decellularizes the SIS material while preserving natural matrix
molecules such as collagen, proteoglycans, and glycosaminoglycans.5
• The result is a scaffold that, when implanted, provides a location for host cells to infiltrate
and remodel into vascularized tissue.17
How does Biodesign work?
• There are three essential components to healing: a scaffold, signals, and cells.
• Biodesign’s open lattice structure provides a scaffold for tissue ingrowth.17
• The body's signaling mechanisms help patient cells infiltrate the scaffold and completely
remodel into natural host tissue.1,2,3
Biodesign has been used in numerous applications throughout the body:

NOTE: References may be found on pages 29–30 of this packet.
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Summary
Surgical closure of a tympanic membrane perforation involves the use of a graft or other
material, commonly temporalis fascia. Treating tympanic membrane perforations can be
complicated, but choosing a repair type does not have to be complicated. The Biodesign
Otologic Repair Graft aids in the natural healing process, while offering a minimally invasive
approach to ear surgery with no donor site required, and thus, no additional scarring.1 The
data referenced throughout this document can help healthcare providers make evidencebased decisions. By using the information included, providers can determine when the
Biodesign Otologic Repair Graft is ideal for their patients.
The Biodesign Otologic Repair Grafts are designed to provide value for:
Patients:

Reduces the need to harvest autologous tissue, helping avoid
additional scarring and comorbidities.1,3

Healthcare providers:

Completely remodels into natural host tissue, resulting in closure
rates ranging from 83%-100%1-3; easy to manipulate, allowing for
improved surgical precision1 and can be placed using either an
endoscopic or microscopic technique2,8

Hospitals:

Reduces the need to harvest autologous tissue, decreasing
intraoperative time by an average of 7.7 minutes per procedure,
potentially saving costs when compared to temporalis fascia1

Payers:

Potential cost savings by reducing the need to harvest patient
tissue, potentially avoiding additional comorbidities1,3,6

The key considerations for your value analysis include:
1. The product:
The Biodesign Otologic Repair Graft with its convenient sizes, manipulability, and
straightforward positioning allows for increased surgical precision,1 potentially reducing
the intraoperative portion of the procedure time by 7.7 minutes when compared to
autologous tissue harvest.1
2. Specialties impacted:
•

Otolaryngology/ENT

NOTE: References may be found on pages 29–30 of this packet.
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3. The financial impact:
The Biodesign Otologic Repair Grafts are a potential cost-effective option for
tympanic perforations, since they eliminate the need for harvesting patient tissue,
which means it may be less costly to treat patients.1,3,6
4. Impact on patients:
With an elimination in the need to harvest patient tissue, patients endure less
scarring and a shorter procedure, likely increasing the cosmetic satisfaction of the
repair.1-3

NOTE: References may be found on pages 29–30 of this packet.
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Materials management information
Order numbers and sizing
Order Number

Reference Part Number

Size (cm)

Biodesign Otologic Repair Graft
G44451

ENT-OTO-2.5X2.5

2.5 X 2.5

G44452

ENT-OTO-5X5

5.0 X 5.0

G44840

ENT-OTO-0.4-0.6

0.4 & 0.6 (diameter)

G44839

ENT-OTO-0.6-0.9

0.6 & 0.9 (diameter)

If you like these Cook products, you may also be interested in these other offerings from
Cook Medical: cookmedical.com/products/.

Product specifications
The Biodesign Otologic Repair Graft is intended for use as an implant material to aid in
surgical repairs and as an adjunct to aid in the natural healing process in various otologic
procedures, including but not limited to myringoplasty and tympanoplasty.

Material composition
The Biodesign Otologic Repair Graft is composed of porcine SIS. SIS is an acellular,
collagen-rich material derived from porcine small intestine, which has been used to
reinforce soft tissues for over 20 years. SIS is manufactured by first removing the tunica
mucosa from the inner intestinal surface and the serosa and tunica muscularis from the
outer surface of the porcine small intestine. Further processing removes cells and nuclear
matter from the material, leaving behind a three-dimensional, decellularized, collagenrich extracellular matrix (ECM) that is not chemically cross-linked.
SIS devices are unique in that they not only act as a scaffold wherein cells can infiltrate
and grow into the defect where SIS is implanted, but they are processed to retain a rich
array of matrix molecules such as collagen (Types I, II, VI), glycosaminoglycans (hyaluronic
acid, chondroitin sulfate A and B, heparin, and heparin sulfate), proteoglycans, and
fibronectin.5,11,12 After implantation, the SIS material is infiltrated by host cells while being
slowly resorbed into the body, metabolized, and excreted from the body via urine.13
Simultaneously, normal cell-mediated biological turnover processes replace the SIS with
host soft tissue.8,14 The overall process of SIS integration in vivo is termed “remodeling.”

NOTE: References may be found on pages 29–30 of this packet.
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Material composition (continued)
The Biodesign Otologic Repair Graft is decellularized, lyophilized (i.e., freeze-dried) porcine
SIS with a nominal thickness measuring 0.25 mm. Due to the biologic nature of the source
material, the device may vary minimally in thickness, ranging from 0.17 mm to 0.45 mm.e The
Biodesign Otologic Repair Graft is available in five sizes and two shapes. Specifically, the
device is offered in three pre-shaped discs (0.4, 0.6, and 0.9 cm diameters) or in two square
sheets (2.5 x 2.5 cm and 5 x 5 cm) designed to be easily trimmed to the desired graft size
and shape based on the specific patient need.
For user convenience, the circular configurations are marketed in pairs of varying diameters
(0.4 and 0.6 cm or 0.6 and 0.9 cm). The devices are packaged in a red polypropylene tray
that has two differently sized ethylene oxide-permeable cavities. The tray is then packaged
and sealed in a Tyvek® pouch. This paired arrangement allows the physician to choose the
most appropriate graft size at the time of the procedure, since it may not always be possible
to accurately determine the graft size needed prior to the preparation of the surgical site.
Notably, once the appropriately sized graft is implanted, the Instructions for Use direct the
physician to discard all open and unused portions of the device.

Coding and reimbursement
For the most up-to-date information, please visit cookmedical.com/support/reimbursement/
and click the “Otolaryngology” tab under “Coding and Reimbursement Guides”, then click
“OHNS Coding and Reimbursement Guide” and scroll down to the Tympanoplasty and
Myringoplasty section on pages 10-11.
C-codes associated with this technology can also be located via the above link in one of two
ways: 1.) Under the “Otolaryngology” tab under “Coding and Reimbursement Guides”, then
click “OHNS Hospital Outpatient C-Code Guide” or 2.) Under the “Quick Tools” section at
the top of the page by clicking “Reimbursement C-Code Finder” and typing in the GPN for
the device of interest.

Additional resources
• Certificate of Conformance
• Religious Concerns Memo
• Latex-Free Letter
• Product Datasheet
• Clinical Data Summary
• Biodesign Otologic Repair Graft Brochure
• Biodesign Advanced Tissue Repair Brochure
e.Represents ranges from 5% to 95% percentile. Data on file at Cook Biotech Incorporated, D00253289.

Tyvek is a registered trademark of E.I. du Pont de Nemours & Co
NOTE: References may be found on pages 29–30 of this packet.
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FDA 510(k) clearance letter
(This document is also available at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/
cfpmn/pmn.cfm?ID=K150594.)
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Instructions for use (IFU)
NOTE: For the most up-to-date IFU, please
reference Instructions for Use

BIODESIGN OTOLOGIC REPAIR GRAFT
DEVICE DESCRIPTION

• The device is sterile if the package is dry, unopened
and undamaged. Do not use if the package seal
is broken.
• Discard device if mishandling has caused possible
damage or contamination, or if the device is past its
expiration date.
• Avoid packing external canal with adherent
dressings or applying excessive pressure in the
ear canal.

The Cook Biodesign Otologic Repair Graft is
a porous biomaterial composed of laminated
extracellular collagen matrix derived from
porcine small intestinal submucosa (SIS).
SIS is obtained from the intestine using a
process that retains the natural composition
of matrix molecules such as collagen (Types
I, III, VI), glycosaminoglycans (hyaluronic
acid, chondroitin sulfate A and B, heparin,
and heparin sulfate), proteoglycans, and
fibronectin.1,2,3

POTENTIAL COMPLICATIONS

INTENDED USE

• Calcification

The Cook Biodesign Otologic Repair Graft is
intended for use as an implant material to aid
in surgical repairs and as an adjunct to aid in
the natural healing process in various otologic
procedures, including but not limited to
myringoplasty and tympanoplasty.

• Cholesteatoma

The device is supplied sterile and is intended for
one-time use.
CONTRAINDICATIONS
This device is derived from a porcine source
and should not be used for patients with known
sensitivity to porcine material.
GENERAL
Users should be familiar with surgical technique
for various otologic procedures, including but
not limited to myringoplasty and tympanoplasty
PRECAUTIONS

• Please take care when opening tray packaging to
ensure that device remains seated in the tray.

The following complications are possible with the use of
surgical device materials in otologic procedures:
• Abscess formation
• Allergic reaction

• Excessive redness, pain, swelling, or blistering
• Fever
• Infection
• Inflammation (initial application of surgical device
materials may be associated with transient, mild,
localized inflammation)
• Mastoiditis
• Migration
• Persistence of perforation
• Recurrence
• Retraction pockets
• Seroma
• Squamous cysts
• Thickening of the tympanic membrane
STORAGE

• This device is designed for single use only.
Attempts to reprocess, resterilize, and/
or reuse may lead to device failure and/or
transmission of disease.

This device should be stored in a clean, dry location at
room temperature.

• Do not resterilize. Discard all open and
unused portions of the device.

This device has been sterilized with ethylene oxide.

STERILIZATION

Materials management information | 25
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INSTRUCTIONS FOR USE
Required Materials
• A sterile dish (kidney dish or other bowl)
• Sterile forceps
• Sterile scissors
• Hydration fluid: sterile room temperature
saline or sterile lactated Ringer’s solution

8. Following placement, ensure the device is
adequately hydrated.
9. Complete the standard surgical procedure and secure
the device with preferred method of fixation (e.g. otologic
packing or other appropriate method).
10. D
 iscard any unused portions of the device according to
institutional guidelines for medical waste.
POSTOPERATIVE CARE

NOTE: Always handle the device using
aseptic technique. Minimize contact with
latex gloves.

• To provide the best environment for tissue integration,
provide the patient with a list of standard post-procedure
recommendations. The following should be considered:

PREPARATION

• Avoid exposing surgical site to direct moisture for
3 weeks unless approved by physician.

1. Prepare the wound bed using standard
surgical techniques. Ensure the area is free
of exudate and devitalized tissue. An initial
excision or debridement of the site may
be necessary to ensure the wound edges
contain viable tissue.
2. Control bleeding prior to applying the
Biodesign® Otologic Repair Graft.
SELECTION
3. Choose the appropriately sized device
based on defect size, ensuring that the
device covers the entire defect surface
area and extends slightly beyond the
wound margins.
4. Aseptically remove the device from the
packaging.
5. C
 ut the device as needed with sterile
scissors to cover the defect.
APPLICATION
6. The device may be placed in a dry state.
Alternatively, if device hydration prior
to application is preferred, hydrate the
device in hydration fluid for no longer
than 1 minute.
7. V
 erify that the device extends beyond
the margins of the defect to obtain the
appropriate overlap. Reposition the
device as necessary.

• Avoid exposing surgical site to rapid changes in pressure for
2 to 3 weeks unless approved by physician.
ASSESSMENT
NOTE: If a gel forms on the wound surface, do not attempt
to forcibly remove it. Successful absorption of Biodesign may
form a caramel-colored or off-white gel. Do not remove this
gel by debridement. This caramelization contains extracellular
matrix (ECM), which continues to replace deficient and missing
ECM in the wound.
11. A
 s healing occurs, sections of Biodesign may gradually
peel. Carefully remove any remaining loose product
around the edge as needed.
12. G
 ently cleanse the wound surface with sterile saline; leave
the ECM gel intact.
13. Carefully reassess the wound and record healing
progression and other relevant information.
REFERENCES
1. Hodde J, Janis A, Ernst D, Zopf D, Sherman D, Johnson C.
Effects of sterilization on an extracellular matrix scaffold:
Part I. Composition and matrix architecture. J Mater Sci
Mater Med. 2007;18(4):537-543.
2. H
 odde JP, Badylak SF, Brightman AO, Voytik-Harbin SL.
Glycosaminoglycan content of small intestinal submucosa:
A bioscaffold for tissue replacement. Tissue Eng.
1996;2(3):209-217.
3. Data on File, Cook Biotech, Inc.
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Solutions portfolio
Clinical
Vista® training and education programs
Cook Medical’s Vista training and education programs set a high standard for product
education. Vista events incorporate qualified Cook-selected faculty, Cook-specific content
training, and peer-to-peer interaction in every session.
Visit https://vista.cookmedical.com for more information, or speak to your local Cook sales
representative for upcoming events in your area.
Reimbursement
Cook’s policy is to offer information that is complete, accurate, straightforward, and
consistent with the statutes and regulations of the federal government and well-accepted
coding guidelines as established by the Centers for Medicare and Medicaid Services (CMS),
the American Medical Association (AMA), the American Hospital Association (AHA), and
other relevant professional societies.
Cook’s reimbursement assistance team can provide Medicare reimbursement rates,
assessment of Medicare and commercial insurance coverage policies, and coverage
appeals support.

Purchasing
Digital catalog
Cook can provide a URL to an image for each product in the Cook Medical catalog. These
URLs are delivered to a customer in a spreadsheet that can be uploaded to display the
images in customer’s purchasing platform (ERP) or clinical information system. Product
images allow end users to view and validate the items.
E-commerce
We can help you order electronically. E-commerce is an automated, paper-free method
of transacting purchase orders, acknowledgments, invoices, and dispatch and receiving
notifications. Cook offers value-added-network (VAN), direct EDI, XML, and web-based
methods of e-commerce transactions.
GS1
GS1 is an international, not-for-profit association that creates and implements standards to
bring efficiency and visibility to supply chains across multiple industries. The GS1 standards
for healthcare focus on improving patient safety and supply-chain efficiency. They do this by
providing unique product identification (GTINs), clean data (GDSN), and location information
numbers (GLNs).
All our products are GS1 compliant. Having GS1-compliant products gives systems improved
visibility in the supply chain.
NOTE: References may be found on pages 29–30 of this packet.
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Customer Support & Distribution
Distribution support
At Cook Medical, we partner with health systems to identify the distribution model that best
fits their needs. We’re glad to engage in a discussion regarding the desire to ship Cook
Medical items through a third-party distributor or customer’s self-distribution center.
Shipping
Standard shipping is included for most orders, although Cook may require a minimum order
quantity or dollar amount. Expedited shipping may be available and subject to an additional
cost, which will be prepaid by Cook and invoiced to the customer. Cook’s shipping policy
is subject to change and may be updated from time to time. Please refer to cookmedical.
com/support/ordering-returns for current order requirements and further information about
shipping options.
Item master clean-up
Cook Medical can perform an item master clean-up for its customers. This includes, but is
not limited to, helping customers correct pricing discrepancies, discovering unit-of-measure
discrepancies, locating unavailable or invalid part numbers, providing GTINs, and offering
contract information. This will ensure that the ordering process between the customer and
Cook Medical is seamless.
Product use and SKU reduction
Cook Medical can provide cross-referencing to all customers who request it. This includes
cross-referencing between a competitor and Cook as well as between Cook’s stock and
nonstock items.
Consolidated packaging
Cook’s consolidated packaging program combines separate product orders in clear, heatsealed plastic bags that ensure that the integrity of each purchase order (PO) is maintained.
A packing slip with scannable barcode is included in each heat-sealed pack. Our process
includes placing individually bagged POs into as few boxes as possible by using a mutually
agreed-upon order cutoff time. Fewer boxes means a more streamlined receiving process,
reduced shipping and freight costs, and reduced cardboard recycling waste and expense.

Sustainability
At Cook, we strive to perform in an environmentally responsible manner by incorporating the
best management practices, fostering the sustainable use of natural resources, promoting
pollution prevention, reducing waste generation, and recycling and reusing materials where
possible within our operations. Cook has a corporate sustainability team responsible for
finding new ways to reduce waste for our customers and for us. Currently, our sustainability
strategy is focused mainly on improving the environmental performance of our facilities and
our packaging, and on recycling.
NOTE: References may be found on pages 29–30 of this packet.

Solutions portfolio | 28

BIODESIGN® OTOLOGIC REPAIR GRAFT VALUE ANALYSIS

References
1. D’Eredità R. Porcine small intestinal submucosa (SIS) myringoplasty in children: a
randomized controlled study. Int J Pediatr Otorhinolaryngol. 2015;79(7):1085-1089.
2. James AL. Endoscope or microscope-guided pediatric tympanoplasty? Comparison of
grafting technique and outcome. Laryngoscope. 2017;127(11):2659-2664.
3. De Zinis LO, Berlucchi M, Nassif N. Double-handed endoscopic myringoplasty with a
holding system in children: preliminary observations. Int J Pediatr Otorhinolaryngol.
2017;96:127-130.
4. Hubbell JA. Materials as morphogenetic guides in tissue engineering. Curr Opin
Biotechnol. 2003;14(5):551-558.
5. Hodde J, Janis A, Ernst D, et al. Effects of sterilization on an extracellular matrix scaffold:
Part I. Composition and matrix architecture. J Mater Sci Mater Med. 2007;18(4):537-543.
6. M
. acario A. What does one minute of operating room time cost? J Clin Anesth.
2010;22(4):233-236.
7. Yawn RJ, Dedmon MM, O’Connell BP, et al. Tympanic membrane perforation repair using
porcine small intestinal submucosal grafting. Otol Neurotol. 2018;39(5):e332-e335.
8. Spiegel J, Kessler J. Tympanic membrane perforation repair with acellular porcine
submucosa. Otol Neurotol. 2005;26(4):563-566.
9. Yang T, Wu X, Peng X, et al. Comparison of cartilage graft and fascia in type 1
tympanoplasty: systematic review and meta-analysis. Acta Otolaryngol. 2016;136(11):10851090.
10. Jalali MM, Motasaddi M, Kouhi A, et al. Comparison of cartilage with temporalis fascia
tympanoplasty: a meta-analysis of comparative studies. Laryngoscope. 2017;127(9):21392148.
11. H
. urst RE, Bonner RB. Mapping of the distribution of significant proteins and
proteoglycans in small intestinal submucosa by fluorescence microscopy. J Biomater Sci
Polym Ed. 2001;12(11):1267-1279.
12. Hodde JP, Badylak SF, Brightman AO, et al. Glycosaminoglycan content of small intestinal
submucosa: a bioscaffold for tissue replacement. Tissue Eng. 1996;2(3):209-217.
13. Record RD, Hillegonds D, Simmons C, et al. In vivo degradation of 14C-labeled
small intestinal submucosa (SIS) when used for urinary bladder repair. Biomaterials.
2001;22(19):2653-2659.
14. Franklin ME Jr, Gonzales JJ Jr, Glass JL. Use of porcine small intestinal submucosa as
a prosthetic device for laparoscopic repair of hernias in contaminated fields: 2-year
follow-up. Hernia. 2004;8(3):186-189.

References | 29

BIODESIGN® OTOLOGIC REPAIR GRAFT VALUE ANALYSIS

15. Wang N, Isaacson G. Collagen matrix as a replacement for Gelfilm® for posttympanostomy tube myringoplasty. Int J Pediatr Otorhinolaryngol. 2020;135:110136.
16. Medicare program: changes to hospital outpatient prospective payment and ambulatory
surgical center payment systems and quality reporting programs. Centers for Medicare
& Medicaid Services Web site. https://www.cms.gov/medicaremedicare-fee-servicepaymenthospitaloutpatientpps/cms-1753-fc. Accessed January 6, 2022.
17. Data on file. Cook Biotech internal report. #D00199545

Additional references
Tseng C, Lai M, Wu C, et al. Cost-effectiveness analysis of endoscopic tympanoplasty
versus microscopic tympanoplasty for chronic otitis media in Taiwan. J Chin Med Assoc.
2018;81(3):284-290.
Barron C, Lukens J, Niermeyer W, et al. Investigation of novel grafts in use for pediatric
tympanoplasty. Ann Otol Rhinol Laryngol. 2019;128(12):1111-1115.
Lou ZC, Wei H, Lou ZH. Comparison of the medical costs and effects of large traumatic
eardrum perforations treatment. Am J Otolaryngol. 2019;40(1):46-51.
Andree B, Bar A, Haverich A, et al. Small intestinal submucosa segments as matrix for tissue
engineering: review. Tissue Eng Part B Rev. 2013;19(4):279-291.
Baruah P, Tzifa K. Biodesign as a graft material in paediatric ear surgery – endoscopic and
open approach. J Laryngol Otol. 2016;130(S3):S106.
Basonbul R, Cohen M. Use of porcine small intestinal submucosa for pediatric endoscopic
tympanic membrane repair. World J Otorhinolaryngol Head Neck Surg. 2017;3(3):142-147.
Fina M, Chieffe D. Office-Based otology procedures. Otolaryngol Clin North Am.
2019;52(3):497-507.
Ort S, Ehrlich H, Isaacson J. Acellular porcine intestinal submucosa as fascial graft in an
animal model: Application for revision tympanoplasty. Otolaryngol Head Neck Surg.
2010;143(3):435-440.
Kozin E, Lee D, Remenschneider A. Bilayer graft for incisionless in-office endoscopic repair of
tympanic membrane perforations: a pilot study. OTO Open. 2019;3(3):2473974X19869911.

References | 30

BIODESIGN® OTOLOGIC REPAIR GRAFT VALUE ANALYSIS

References | 31

RESONANCE® METALLIC URETERAL STENT VALUE ANALYSIS

© COOK 01/2022 OHNS-D61736-EN-F

