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Description:

The Minuteman Single Use Graduated Tap is intended to decorticate the spinous process and determine implant size.
Itis part of a set of instruments used to in the placement of compatible Minuteman implant systems. The graduated tap
is provided sterile (gamma radiation, 25 kGy minimum) and includes the following instruments:

. Graduated Tap (1)

The graduated tap is compatible with the implants listed in this document. Details about the surgical procedure are
provided in the surgical technique (L176). The indications for the compatible Minuteman implant systems can be found
in L146, Minuteman G5 IFU.

Indications for Use:
The Minuteman Single Use Graduated Tap enables the implantation of the compatible implant systems listed below:
e Minuteman G5 MIS Fusion Plate (10-0100-000 through 10-0104-000)

The Minuteman Single Use Graduated Tap is intended for use by qualified personnel that are trained in the use of
surgical instruments and the relevant surgical procedures. Modification, mishandling, or reuse of the instrumentation
will invalidate the functionality of the instrumentation and may result in improper function. Before every procedure,
ensure that all instruments to be used during the procedure function correctly with each other.

The Minuteman Single Use Graduated Tap is for single procedure use only on a single patient. DO NOT REUSE. Re-
use of the single-use Graduated Tap may result in mechanical failure or transmission of infectious agents.

The instrumentation must be disposed of after use following the facility’s waste disposal policy. All single use
instruments that were used are defined as biohazard waste and therefore must be disposed of in accordance with the
facility’s procedures. Do not attempt to re-sterilize or clean the graduated tap after use. Cleaning or reuse may result in
improper function of the instruments.

Precautions:

Preoperative and operating procedures, including knowledge of surgical techniques and proper selection and placement
of implants, are important considerations in the successful utilization of the Minuteman Single Use Graduated Tap by
the health care provider. All health care workers should apply caution when handling sharp instruments.

Packages for the Minuteman Single Use Graduated Tap should be intact upon receipt. Instruments are sterile as long
as the packaging has not been opened or damaged. Inspect the package before use. Do not use if the packaging has
been opened, torn, punctured, or damaged. Do not use if the seal has been inadvertently broken. Do not use past the
expiration date indicated on the label. Once opened, the component must be used and discarded. Damaged packages
or products should never be used and should be returned to the manufacturer.

Instructions For Use:

The information contained in this package insert is necessary but not sufficient for the use of this device. This information
is not intended as a substitute for the professional judgment, skill and experience of the health care provider in: careful
patient selection; preoperative planning; device selection; knowledge of the anatomy and biomechanics of the spine;
training and skill in both spinal surgery and use of associated instruments for implantation; securing the patient’s
cooperation in following an appropriately defined postoperative management program, and conducting postoperative
follow-up examinations.

Prior to use, inspect the packaging to ensure there is no damage. If damage is observed, discard the instrumentation
following the requirements associated with the facility’s procedures for single use instruments.

Upon removal from packaging, inspect each instrument to ensure there is no damage. If damage is observed, discard
the damaged instrument(s).

Sterility:
Gamma irradiation is indicated by the “Sterile-R” symbol on the Minuteman Single Use Graduated Tap labeling. The
device remains sterile as long as the package integrity has not been violated.

Handling and storage:
The Minuteman Single Use Graduated Tap must be handled and stored with care. Store away from sources of electro-
magnetic radiation. Inspect all instruments prior to use and do not use if any instruments are damaged.

Product Complaints:

Communicate suspected deficiencies in product quality, identity, durability, reliability, safety, effectiveness and/or
performance directly to Spinal Simplicity, LLC. When filing a complaint provide component name(s), part number(s), lot
number(s), your name and address, the nature of the complaint and patient case number. Sterilize and return all
component(s) to Spinal Simplicity, LLC. Notify Spinal Simplicity, LLC immediately of any complaints and any incidents
resulting in patient death or serious injury.

Caution: Federal law restricts this device to sale by or on the order of a physician.
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Symbols Glossary:

Standard Text Reference
Symbol Symbol Title Explanatory Text Standard
Indicates that Medical devices — IS0
caution is Symbols to be 15223-1
necessary when used with Reference
operating the information to be #5.4.4
device or control supplied by the
close to where the manufacturer —
symbol is placed, Part 1: General
or that the current requirements
Caution . .
situation needs
awareness or
operator
awareness or
operator action in
order to avoid
undesirable
consequences
Medical devices — IS0
Symbols to be 15223-1
Indicates a
used with Reference
medical device
information to be #5.4.2
Do Not Re-Use that is intended
supplied by the
for one single use
manufacturer —
only.
Part 1: General
requirements
Medical devices — IS0
Symbols to be 15223-1
Indicates a
used with Reference
Sterilized medical device inf tion to b 4524
information to be 2.
STERILE[R] Using that has been
supplied by the
Irradiation sterilized using
manufacturer —
irradiation.
Part 1: General
requirements
US FDA Code of 21 CFR
Caution: Federal
i Federal 801.15(c)
P L (US) Law restricts Regulati (1)G)F
rescription egulations i
& on Iy P the sale by or on €
Only and 21
the order of a
hysici CFR
sician.
Py 801.109
Medical devices — IS0
Symbols to be 15223-1
used with Reference
Indicates the
information to be #5.1.1
Manufacturer medical device
supplied by the
manufacturer
manufacturer —
Part 1: General
requirements
Medical devices — IS0
Indicates the Symbols to be 15223-1
manufacturer’s used with Reference
Catalogue catalogue number information to be #5.1.6
Number so that the medical supplied by the
device can be manufacturer —
identified. Part 1: General
requirements
Medical devices — IS0
Symbols to be 15223-1
Indicates the
used with Reference
manufacturer’s
information to be #5.1.5
Batch Code batch code so that
supplied by the
the batch or lot
manufacturer —
can be identified.
Part 1: General
requirements
Medical devices — IS0
Symbols to be 15223-1
Indicates the need used with Reference
Consult
for the user to information to be #5.4.3

Instructions

for Use

consult the

instruction for use.

supplied by the
manufacturer —
Part 1: General

requirements
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Indicates thata Medical devices — IS0
medical device Symbols to be 15223-1
Do Not Use If should not be used used with Reference
o Not Use
Package i if the package has information to be #5.2.8
ackage is
o & dand been damaged or supplied by the
amaged an
lg opened and that manufacturer —
consult
the user should Part 1: General
instructions for
consult the requirements
use
instructions for
additional
information
Medical devices — IS0
Symbols to be 15223-1
Indicates the date used with Reference
Use by Dat after which the information to be #5.1.4
se ate
v medical device is supplied by the
not to be used. manufacturer —
Part 1: General
requirements
Medical devices — IS0
Symbols to be 15223-1
Indicates the date used with Reference
Date of when the medical information to be #5.1.3
Manufacture device was supplied by the
manufactured. manufacturer —
Part 1: General
requirements
Number of Custom symbol NA NA
umber o
Prod denotes quantity
roducts
per box.
Medical devices — IS0
Indicat Symbols to be 15223-1
ndicates a
used with Reference
o, medical device
information to be #5.3.4
Keep dry that needs to be .
protected from supplied by the
st manufacturer —
moisture.
Part 1: General
requirements
Medical devices — IS0
Symbols to be 15223-1
Single sterile
barri Indicates a single used with Reference
arrier system
ith 4 . sterile barrier information to be #5.2.13
with protective
K P . with protective supplied by the
ackagin
? d eine packaging inside manufacturer —
inside
Part 1: General
requirements
Medical devices — IS0
Symbols to be 15223-1
Indicates a used with Reference
@ Do Not medical device is information to be #5.2.6
Resterilize not to be supplied by the
resterilized manufacturer —
Part 1: General
requirements
Medical devices — IS0
Indicates a carrier Symbols to be 152231
used with Reference
that contains
Unique Device information to be #5.7.10

Identifier

unique device
identifier

information

supplied by the
manufacturer —
Part 1: General

requirements
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