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ABOUT DESIGN CONCEPTS AND ENTERPRISES

DCE was established as an LLC in August of 2007. With 50+ years of combined experience, highly
developed skills, and deep knowledge of manufacturing, we are one of the largest suppliers of drilled
end surgical suture attachment equipment in the world. Design Concepts is unique among its
competitors in the aspect of providing full service operation. Here at DCE, we not only sell suture
attaching equipment, but we also develop & manufacture the machines and tools to aid in the process
of needle making, suture cutting and testing. We also offer the option of specialty medical devices. We
take into consideration that no job is too small and use our expertise in the medical device field to help
meet our customers' needs.

Design Concepts currently has a full service machine shop, a rapidly developing drilled end needle
department, as well as an ISO Class 7 Clean Room. DCE currently offers contract manufacturing of suture
attaching in the Clean Room. We are registered with the FDA as a medical device contract
manufacturers, as well as 1ISO 13485:2012 Certified. Throughout this equipment catalog you will see a
brief overview of DCE’s current capabilities. If you are interested in anything in the catalog or for more
information on the products described, please contact Customer Service (service@designconceptslic.biz)
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SUTURE ATTACHING MACHINES

Attaching machines are available in four different sizes:
e Model 2A (.009" - .017" wire diameter needles) = 0.022cm - 0.043cm
e Model 6A (.020" - .034" wire diameter needles) = 0.050cm - 0.086cm
*  Model 5A(.039" - .062" wire diameter needles) = 0.099cm - 0.150cm
e Export Model (capable of all sizes but has a 1:1 crimping ratio)

Model 2A,_6A & 5A Machne Export Model

Basic operation is done by placing the needle between the attaching dies within the machine and suture
is then inserted into the hole of the needle. An operator then presses on the foot pedal resulting in the
needle being crimped to the suture. There are many factors (operator skills, needle & suture size) that
affect the yield, but an operator can average 200 - 400 attachments per hour.

The machines listed above can be purchased individually or with the option of two different setups:
e Ready to Run - Includes machine base, 21" x 48" table, legs, pedal assembly and
connecting rod.
e Complete Setup - Includes machine base, 21" x 48" table, legs, pedal assembly,
connecting rod, needle tray, suture tray and pull tester.

Complete Setup Shown Above
Yield: 200 - 400 attachments/hour depending on operator skills
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REPLACEMENT PARTS

Design Concepts and Enterprises have the capabilities to offer replacement parts for all manufacturers'
suture attaching machines.

For more information, please contact Customer Service (service@designconceptslic.biz) with your
Model Number and a Parts List can be sent to you.
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SUTURE ATTACHING MACHINE ACCESSORIES

¢ Needle Tray - A tray that can be mounted to the table to hold needles while completing
attachments.

e Suture Tray - A tray that can be mounted to the table to hold sutures while completing
attachments.

Needle & Suture Trays
e Chatillon Pull Testers - Used to measure attachment pull forces and is best used for verifying
setup. Available in 2Ib, 5lb & 10lb.

e Dead Weight Pull Tester - Used to measure attachment pull forces and is best used for in
house inspection. Available with different size weights.

e Digital Force Gauge - Used to measure attachment pull forces and is the overall best option
as the values can be downloaded through a simple laptop program.
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e Suture Gauge - .001" minimum grade dial comparator used to measure diameter of suture.
e Machine Counter - Fixed to attaching machine to count how many attachments the machine
has completed.

6A Machine with

mounted Machine —
Counter

e Loctite 4014 - Used for tipping suture once it is cut from a spool.
e 10X Eye Loupe - Handheld eye loupe used to assist the operator to see small objects.
e Flex Arm 20x40 Scope - Used to assist the operator to magnify small objects.

——

e Dazor Halogen Lamp - Used to assist the operator for a brighter work area.
* Go/No-Go Gauges - Used to measure the hole diameter of needles. Sold as a set of 50 or
individually.

Effective Date 02/05/2015
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SUTURE DIES

Each attaching machines requires a pair of suture dies to operate. The Model 6A, 5A & Export dies are
interchangeable between the machines. The Model 2A attaching dies are slightly smaller and will only fit
in the 2A Machine.

Available Dies:
e Suture Die - Small (.010" and smaller) - Available in Mono, Multi & Special
Suture Die - Large (Greater than .010") - Available in Mono, Multi & Special

(Standard Suture Attaching Dies Shown)
Suture Die - 2A - Available in both sizes in Mono, Multi & Special
e Staking Die - Used to crush the barrel of the needle for stronger holding power.

(Staking Dies Shown)
e Suture Heading Die - Used specifically for Heading Machines involving steel suture.

(Heading Dies Shown)

Services Available:
e Repair - We have the capabilities in house to repair damaged dies to original manufactured
specifications.
e Suture Die Development - We have the capabilities to specially develop a die based on
customer supplied sutures and needles.
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RACK WINDER

Design Concepts and Enterprises offers one simple machine for preparing both monofilament &
multifilament (braided) suture. Our Rack Winder is designed to take suture from a spindle and create a
finished piece of suture cut to a specified length.

Each piece of suture will be a consistent length. The circumference of the rack is equal to the final length
of the suture. The Rack Winder includes a Universal Rack that will provide you with final suture in the
lengths of 18", 24" and 36". This machine can produce approximately 800 pieces of suture per hour. A
workspace of 72" x 36" is required for this machine. The machine comes with a powder coated steel
table top & legs for easy installation in any clean room.

*Please note: Actual color of Rack Winder may vary.
Accessories:

e Suture Cutter - Handheld tool used to cut the suture once it is wrapped around the rack.
Replaceable blades can be ordered.

e Universal Rack - The machine is equipped with (1) Rack but additional racks in similar or
different sizes can be purchased depending on your requirements.

e Foam Brushes - Used to apply medical grade glue to multifilament suture.
e Loctite 4014 - Used for tipping suture once it is cut from a spool.
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RACK WINDER CUTTING FIXTURE

The cutting fixture clamps the wound closure sutures in place so that when the suture is cut it does not
fall from the rack .This is beneficial to the operation for gathering the suture into bundles as well as
maintaining the tension on the suture while is it being cut. This ensures that there is very limited length
variation.

fa A

FIGURE "8" WINDER

Our Figure "8" Winder is used to wind the suture into a suture card in the shape of a Figure "8".

Feed Rollers

Suture Card Nest

A suture card is placed into the nest of the machine. The nest is made specifically for each customer
based on their suture card needs. The end of the suture without a needle is placed between the feed
rollers and is automatically wound into the suture card forming a figure "8" shape. The needle is then
slid out of the feed rolls and inserted into the suture card. The feed rollers feed the suture into the card
with very little tension and will not damage the suture material or cause injury. This machine has a
workspace of 6" x 6".

Accessories:

e Controller - Used to speed the machine up and slow it down depending on operator skills
and needle/suture size.

11
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HEADING MACHINE

Our Heading Machine is used to prepare the head onto 316LVN steel suture to be easily inserted into
needles for the sternum.

Basic operation is to form a head on the end of the steel wire which allows extreme pull forces up to 75
Ibs. Using this machine will allow you to complete fixed or roto grip attachments depending on the
design and specification of the Heading Dies you select. The workspace needed for this machine is 6" x
18". See Page 9 for more details on the Heading Dies available for this machine.

12
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CLEAN ROOM

Design Concepts has a brand new ISO Class 7 Clean Room that is available for 3 working shifts. Our
operators are capable of attaching ~1,200 attachments per day per operator with a significantly low
scrap rate. Currently, we are working on bulk non-sterile product. DCE performs the following
operations for our contract manufacturing customers:
e Cut and tip suture to specified customer lengths.
e Attach needle and suture, as well as in-process test attachments per Customer requirements.
e Wrap attached sutures in carrier cards and package in pouches if applicable.
e Provide traceability documents or use customer provided documentation.
e Our onsite Tool Room has the ability to manufacture specialty tooling and winding fixtures to
meet the Customer's wrapping needs.
e Load cell peel test machine capable of testing seal barriers per ASTM F88-07a.
e Accu- Seal Band Sealer for foil/tyvek pouches.
e Although we do not sterilize product in house, we have the capabilities of scheduling and
shipping product to the Customer's preferred sterilizer and then final packaging the product
when it returns to DCE.

13
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ENGINEERING - Design Concepts uses the Solidworks program to create 3D solid models of
parts and assemblies to aid in the design of new products. When designs are finalized, technical
drawings are created to be used in production & manufacturing. Solidworks also allows the use
of automation simulation & stress analysis.

We also use Esprit software for programming our Mitsubishi Wire EDM. This allows us to

simulate manufacturing before actually manufacturing the part. This results in us being able to
cut difficult shapes, tapers, and pockets while optimizing manufacturing time & material usage.

®» ESPRIT.

TOOL ROOM - Our team has various capabilities to manufacture virtually any process from
micro parts on the Wire EDM, precision grinding and any milling application. No job is too big or
too small for our employees.
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