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Introduction to Universal Pain Technology Canada and the SpineMED®

For the past 20 years, health care clinics throughout the world have been able to deliver a non-
invasive procedure for pain as a result of herniated, bulging, degenerative discs, facet
syndrome and failed back surgery. This non-surgical decompression* of discs has been shown
to be effective in reducing pain and improving the functional activity levels of patients.
Fortunately, the collection of experiences during this lengthy clinical history, now provide a
solid foundation for the improvements in the design and application of disc decompression.

Universal Pain Technology Canada was formed by a group of professionals from North America,
whose years of experience with non-surgical disc decompression systems is unprecedented.
Since the 1980s, this group has been engaged in delivering and reviewing the results of
decompression and patient satisfaction. Recognition of the continued benefit of this procedure for
the patients, has served as motivation to work diligently on the engineering and manufacture of an
enhanced disc decompression device and the development of an effective procedure protocol.

The SpineMED® System (S200U/S200UC) that is now in your possession is the new generation
decompression system by Universal Pain Technology Canada. The advances made have
culminated in a simplified, comfortable and efficient method of stabilizing the patient during
decompression while providing an accurate method of spinal joint distraction. In partnership with
the clinicians, the Universal Pain Technology Canada team has established a protocol that gives
the most consistent and reproducible effectiveness possible with disc decompression available
today. Together the technology and the knowledge of application create the SpineMED® System.

In the history of the manufacturing of medical technology, it has been demonstrated that the
effectiveness of a device is only a part of the procedure. How the professional uses the technology
is crucial to its success. It is the belief of UPTC that the delivery of a standardized system of
training and support is an integral part of the SpineMED® System and ensures the best possible
outcomes.

Initial training, online education and support are provided in the set-up and continue throughout the
operational phase of the S200U/S200UC. Monitoring of the sessions, acts as a means of

continuous quality control. During the learning stage, the use of a method of standardized data
collection allows for the SpineMED® coordinatortoviewatany t i me a patient s
outcome. Any changes required are offered to the clinician by direct feedback or via e-mail. Upon
completion of the training and testing, certification for use of the S200U/S200UC is issued to the
professional Operator.

Universal Pain Technology Canada and its established network of resources will continuously
strive to provide the clinicians and the patients with the resources required to attain maximum
effectiveness, patient comfort, safety and efficiency of use for the clinician. Ongoing clinical studies
and customer feedback will provide the knowledge for necessary changes in the future.

This manual will serve as a guide for the health professionals who will be using the
SpineMED® System (S200U/S200UC) and the SpineMED® Protocol for the Lumbar
and Cervical Spine. It is important that every Clinician and Operator of the SpineMED®
System read all of the instructions and warnings contained in this Manual, prior to
operation of the SpineMED® System.

*Spinal Decompression that is, unloading due to non-surgical distraction and positioning.



NOTICES

A CAUTION: FEDERAL LAW (CANADA/USA) RESTRICTS THIS DEVICE TO USE BY OR
ON ORDER OF A PHYSICIAN, CHIROPRACTOR, PHYSICAL THERAPIST OR
PRACTITIONER LICENSED TO USE THIS DEVICE. THIS EQUIPMENT MUST BE
OPERATED/UTILIZED UNDER THE DIRECT SUPERVISION OF A LICENSED
HEALTHCARE PRACTITIONER.

The SpineMED® System is a Class Il Medical Device and must be operated by a Licensed
Healthcare practitioner in all Countries.

ANOTICE TO USER/OPERATOR OR PATIENT: ANY SERIOUS INCIDENT THAT HAS
OCCURRED WITH THE SpineMED® System MUST BE REPORTED TO THE
MANUFACTURER AND THE COMPETENT AUTHORITY OF THE MEMBER STATE IN
WHICH THE USER AND/OR PATIENT IS ESTABLISHED. CONTACT INFORMATION IS
LISTED IN SECTION 10 OF THIS MANUAL.

WI-093 v1.7 2
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1.2

A)

B)

Therapeutic Guidelines and Protocol
Review of Underlying Principles of the SpineMED® Procedure

To be competent as clinicians working with the SpineMED® System,
it is essential to know the functional anatomy of the spine and the
surrounding tissues. This portion of the manual will serve to

highlight the principles that are significant to the delivery of
SpineMED® Decompression. The more detailed review of the
material required for learning will take place during the training
sessions once your SpineMED® System is installed. It is
recommended by UPTC that clinicians be trained and certified prior to
treatment of patients with the SpineMED® System.

The knowledge of how a normal disc operates as a shock absorber, how it remains
healthy, and, how it behaves under immense pressure, will provide you with the
foundation of the SpineMED® protocol. This information describes how the benefits of
the design of this particular system and the protocol for disc decompression; ultimately
provide pain relief for the patient.

The evolution of disc decompression has taken place over a long period of time, and
after a great deal of investigation. The scientific reference articles and studies are
strongly recommended, and are found in the Clinic Resource CD. Optimal effectiveness
is quickly reproducible when there is a consistency and accuracy in the application
technique with each patient. There is a routine that must be followed and not varied
with each patient. Although certain patients will require modification in the delivery of
the distraction, the basic principles apply. During the training and learning stage, careful
review of the results of each patient with an experienced Universal Pain Technology
Canada professional is extremely valuable.

Indications and Contraindications for Patients of SpineMED® Procedure
The Indications

SpineMED® is an inherently safe procedure; however, it must be performed on a spinal
column that is anatomically structurally stable. The standardized medical and
physiotherapy assessments completed prior to the patient entering into the procedure
provide the screening necessary for confirming the condition of the spine. It is strongly
recommended that prior to the SpineMED® procedure, the patient have the results of a
current spinal X-Ray (i.e. no less than 3 months old). If there are recent MRI or CAT
Scan diagnostics available, then it is up to the Clinician whether an x-ray is essential.

Candidates

. The patient presenting with clinical and/ or radiological evidence of a herniated, bulging

or degenerative disc is ideal.

WI-093 v1.7 3



1.3
A)

B)

C)

D)

E)

. The patient clinically presenting with buttock, leg and foot pain as a result of Lumbar

spinal dysfunction, or shoulder, arm and hand pain as a result of Cervical spinal
dysfunction.

. The patient presenting with classic nerve root involvement of Sciatica Radiculopathy.

. Patients with lateral Stenosis and central Stenosis, if severe secondary changes are not

present in the Vertebra and if the Stenosis is not due to a structurally narrow spinal
canal.

. Patients presenting with a pain pattern and clinically findings suggestive of Facet

Syndrome.

Patients who have failed back surgery.

Guidelines for Patient Selection for SpineMED® Procedure

The maximum patient weight safe working load is 325 Ibs. (147 Kg.).

Patients with lateral Stenosis and central Stenosis may respond if severe secondary
changes are not present in the Vertebra. The definition of Stenosis also becomes an
issue. When the diagnosis of Stenosis results from an actual structural narrowing of the
spinal canal, in this situation, positive results are less likely. However, if the diagnosis is
present as a result of disc bulge, positive results can be expected.

The SpineMED® can be used post spinal surgery and following failed spinal surgery.
The use of SpineMED® in conjunction with percutaneous Discectomy is not
contraindicated. Clinical trials have demonstrated that the dual approach seems to offer
an advantage especially in those patients who have more than one level of disc
herniation in which only the major segment was percutaneously excised.

Patients with a history of previous Laminectomy may undergo the SpineMED®
procedure when the extent of surgical excision has not compromised the Vertebral
articulations and ligamental structures. The guideline is that previous surgery is not
contraindicated unless there is hardware; i.e. wire mesh, screws, rods, etc., that have
been implanted in the spine. The procedure can be undertaken after 6 to 12 months
following the removal of the hardware to allow complete healing. The health care
professional and the Doctor will assess the time frame.

A patient with recurrent back or neck pain with little to no clinical findings presents a
challenge and often becomes a chronic pain patient with secondary gain issues. If the
patient continues to be motivated to alleviate the pain and does not want to continue on
with the use of pain medication, SpineMED® is a choice that can be presented to the
patient. The success rate with these patients is surprisingly high.

Although not a contra-indication, it is important to know if a patient is on narcotics for
pain relief prior to undergoing the procedure. A patient who has a long history of using
narcotics will be unable to accurately report a response to the procedure, and
depending on the drug, the patient is at risk for experiencing rebound pain.

WI-093 v1.7 4



F)

G)

13.1

A)

B)

C)

D)
E)
F)
G)

H)

J)

K)

L)

M)

It is necessary for patients with a history of narcotic use, to first discontinue narcotic
medication prior to beginning the procedure. If the patient has been on narcotics for a
short time and requires strong medication because of the pain level, the SpineMED®
procedure can begin while still taking narcotics for pain. In this scenario, the narcotic
use should be closely monitored and curtailed as quickly as possible.

SpineMED® treatment is generally free of any undesirable side-effects, however,
patients may experience discomfort and soreness centrally, at the base of the spine
above S1, if treatment tensions applied are excessive for this patient. If a patient
experiences a side effect of discomfort or soreness centrally above S1 in their low back,
then treatment tensions must be reduced for the patient. This undesirable side-effect of
discomfort and soreness will typically resolve within several days if the treatment
tensions are immediately reduced.

Contraindications

The SpineMED® Procedure should not be administered if any of the following
apply to the patient:

Pathological lesions or congenital deformities of the Vertebral column that disrupt the
integrity and stability of the Vertebral and ligamental structures.

Fractures; i.e. compression fractures within one year.

Patients with lateral Stenosis and central Stenosis may respond if severe secondary
changes are not present in the Vertebra.

Neoplasm, spinal tumors; both metastasis and primary.

Spina Bifida or Pars Defect.

Spondylolisthesis Grade 2 and greater.

Osteoporosis with more than 45% bone loss.

Progressive pathological or inflammatory process of the spinal joints or muscles.

Inflammatory diseases involving the Spine; i.e. Active Rheumatoid Arthritis or
Ankylosing Spondylitis.

Connective tissue disease; i.e. Scleroderma.

Cauda Equina Syndrome, which is a result of pressure on the Cauda Equina, presenting
with bowel and bladder dysfunction.

Post-surgical patient with hardware implants, including, but not limited to; rods, screw,
metal mesh implants in the spine.

Post-surgical patients who have had spinal surgery and healing of tissue is still required.
(The period of time post spinal surgery will vary between 6 months to a year).

WI-093 v1.7 5



N)
0)

1.4

1.5

A)

B)

C)

Pregnancy
Patients under 15 years of age.
Patient Instruction Prior to Undergoing the SpineMED® Procedure

Patients are instructed to read the Patient Handbook and to speak to the Clinician about
any questions or concerns. It is highly recommended that a patient completes a clinic
visit and observe the session in progress, if possible.

The patient must have available for their use an acceptable Lumbar support that they
must bring with them to the first session. The support serves primarily to prevent the
patient from participating in movements or activity, which will have a negative effect on
the healing that is taking place, and to offer some support to the Lumbar Spine. All
patients undergoing the SpineMED® procedure are advised to wear a Pelvic Support
Belt following each SpineMED® session. This is especially important if the patient must
travel any distance or may be subject to acceleration or deceleration forces in transit.
Pelvic Belts should also be worn when any postural strain is felt or anticipated as well as
whenever the patient engages in activities that may invoke Lumbar flexion or rotational
movements during the period of time, they are on a course of SpineMED® sessions.
Also, many patients find that wearing a Pelvic Support Belt, especially after a
SpineMED® session, adds to their comfort level and assists them in maintaining a
regular regime of sessions, further facilitating their recovery.

The patient is told that the commitment to the procedure is vitally important and that
participation in strenuous activities and exercise during this time of healing will have a
definite negative effect upon the results of the procedure. There cannot be enough

encouragement given to the patient to complytoothesuggest ed pr ot 06 ol
and ADBON&MBtructions cont ai n#&dthaerpartofithe Pat i

program, which will have a direct effect on the outcome of the program. Patients are
asked to consider this as a time of healing like one would following an injury to any joint.

Sessions are administered with patients fully clothed. However, comfortable, two-piece
clothing that can be separated at the waist and loosened at the wrist would be the most
practical and comfortable. To avoid bending immediately after each session, it is
advisable to wear shoes that slip-on, rather than lace up.

Standard Protocol for the SpineMED® Procedure

Completion of medical screening and review of previous medical records and
radiological reports. Minimal requirement is an X-Ray taken no longer than 3 months
ago. The Medical Screening Form and radiological records must be faxed or sent to the
SpineMED® Clinic, prior to the patient commencing the procedure.

The patient must review the Patient Handbook prior to beginning the procedure and is
encouraged to have any concerns dealt with prior to the sessions starting.

The patient will require a minimum of 20 sessions, which are administered daily, for a
minimum of 5 days each week. With each session, there is a cumulative effect. Each

WI-093 v1.7 6
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D)

E)

F)

SpineMED® session takes approximately 30 minutes, with total time for the session
taking 60 to 90 minutes, inclusive of adjunct modalities.

The clinician reviews the Medical Screening Form, medical records and radiological
report at the first session. A standardized Physical Therapy Assessment is then
completed. It is important to review all the clinical information and confirm the patient is
an appropriate candidate.

Maximum Tension is calculatedbased on the patientds bsody

should be 10% of Body weight (*i.e. 160 Ib. X 10% = 16 1lb.). Gradual increase of
distraction forces is based on the patientd s  peapionse to the session plus the general
guideline of 3-5 Ibs./session. If the patient becomes sore following a session, then the
tensions must be reduced. The sessions should never result in the patient being sore,
centrally above S1 in the low back. Typically, patients will require and find a
comfortable plateau between 10% and 13% of body weight for Lumbar sessions.
Typically, the maximum distraction tension of 15% of body weight is applicable to all
patients and it is rare to exceed the 15% of body weight. The SpineMED® will enter the
calculated Maximum Tension for the first session; however, the Operator can modify
this value. Software will prevent User from entering Maximum Tensions above 25% of
body weight.

The SpineMED® software will alert the Operator in the event that they attempt to
increase the Maximum Tension beyond 15% of body weight. The following message
will appear, to confirm that the Operator does wish to exceed the typical protocol:
SpineMED - Confirmation Dialog

The maximum tension that you have entered exceeds the
normal therapeutic range for this patient. Do you wish to
continue?

Yes Cancel

The SpineMED® software will also prevent the Operator from exceeding the maximum
recommended tensions for the patient being treated. If the Operator attempts to exceed
25% of body weight for a patient, the following error message will appear:

WI-093 v1.7 7



SpineMED Message Center

The maximum tension that you have entered exceeds the
protocol for this patient. Please enter a suitable maximum
tension for this patient

OK

G) Calculation of distractive force to be used for patients undergoing Cervical procedure.
Maximum Tension for Cervical procedure is calculated basedon t he patient és
Starting Tensions should be 4-5 Ibs. for females and 5-6 Ibs. for males. Tensions should
be increased by 1-2 Ibs. daily, until optimum tensions are reached. The SpineMED®
software will prevent User from entering Maximum Tensions above 20 Ibs. for females
and 25 Ibs. for males. Most male patients will reach a tension plateau of 15 Ibs., while
females will typically reach 12 Ibs. The SpineMED® software will calculate the
Maximum Tension for the first session; however, the Operator can modify this value.

SpineMED® treatment is generally free of any undesirable side-effects, however,
patients may experience discomfort and soreness centrally, at the base of the spine
above S1, if treatment tensions applied are excessive for this patient. If a patient
experiences a side effect of discomfort or soreness centrally above S1 in their low back,
then treatment tensions must be reduced for the patient. This undesirable side-effect of
discomfort and soreness will typically resolve within several days if the treatment
tensions are immediately reduced.

The SpineMED® software will alert the Operator in the event that they attempt to
increase the Maximum Tension beyond 15 Ibs. for females and 18 Ibs. for males. The
following message will appear, to confirm that the Operator does wish to exceed the
typical protocol:
5pineMED - Confirmation Dialog

The maximum tension that you have entered exceeds the
normal therapeutic range for this patient. Do you wish to
continue?

Yes Cancel

The SpineMED® software will also prevent the Operator from exceeding the maximum
recommended tensions for the patient being treated. If the Operator attempts to exceed

WI-093 v1.7 8



20 Ibs. for a female patient or 25 Ibs. for a male patient, the following error message will
appear:
SpineMED Message Center

The maximum tension that you have entered exceeds the
protocol for this patient. Please enter a suitable maximum
tension for this patient

OK

H) Settings for variable Pelvic angles to target specific spinal segments are
programmable. The guidelines for targeting specific Lumbar segments are as
follows:

DISTRACTION ANGLES:

1 L5-S1 oo 0 degrees

T L5-S1, L4-L5 ., 5 degrees

1 LA-5. e, 10 degrees

i L4-L5, L3-L4...ccuieiiiiiiiiieeeeeeeas 15 degrees

1 L34 20 degrees

i L3-L4, L2-L3..eceiieieeieeeeeeeeeas 25 degrees

1 L2-3and above...........occeevrviinnnnnnn. 25 degrees

) Settings for variable Cervical angles to target specific spinal segments are

programmable. The guidelines for targeting specific Cervical segments are as
follows:
DISTRACTION ANGLES:

i ClL-C2.ii e 0 degrees

i Cl-C2,C2-C3 .., 3 degrees

i C2-C3ii e 7 degrees

i C2-C3,C3-CA ..., 10 degrees

i C3-CAh.nriiiee e 14 degrees

WI-093 v1.7 9



C3-C4,C4-C5 .. 17 degrees

1

i CA-Ch.iii 21 degrees
1 C4-C5, C5-CO ..ovvveiiieeeiiieeeiicice e, 24 degrees
1 (01T O T 28 degrees
i C5-C6, CB-C7 .o, 30 degrees
1 O O A 30 degrees
i Cr-TL i, 30 degrees

Each standard Lumbar session consists of the following
** Patient to sign release form before procedure started

DURATION

Completion of self-reported V.A.S. for pain Scale

5 min.

Infrared heat application to tissue surrounding the area to be
treated.

15 min. to 30 min.

Lumbar decompression with SpineMED® S200U/S200UC

For details see Section 5 30 min.
Cryotherapy or conventional Ice Pack 10 min.
Pain Control Deviced Interferential Current Unit 15 min.
Application of Lumbar Support Continuous
Post Procedure completion of self-reported V.A.S and Oswestry Variable

Rei nforcement o &fterBh® Pracaddre DONO6 T

WI-093 v1.7
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1.6  Procedure Algorithm and Flowchart for SpineMED® Procedure

Low back pain> 8 weeks duration,
episodic or constant that is not
improving, with or without buttock
or leg pain, unilateral or bilateral.
This includes the previously
considered surgical candidate.

Post-Surgical Syndrome

e Hip pathology, sacroiliac joint
- - I/ PlalrFiliv \A Pathology, cauda equina
Spondylolisthesis grade 2, (x-ray) syndrome, central stenosis
bilateral pars, osteoporosis

tumor, Spondylitis, hardware

l v 4

Continue evaluation with further z &g
SpineMED® Contra-indicated imaging studies as necessary (MRI, CT SpineMED® not indicated

Scan, etc.). If no contra-indications
found commence SpineMED®.

Evaluate symptom complex »

Symptoms regressing (Physiotherapy Assessment)

Symptoms ** peripheralize

h 4

Continue SpineMED®

Y Motor sensory Progressive motor Continue but
finding reverse deficit, discontinue. decrease tensions

Symptoms centralize

. ) Post procedure pain lasting 20 No change or Improvement
Continue SpineMED® minutes or more. worse, occurs, slowly
Stop for 3-5 days increase force
then resume

Continue SpineMED®
providing motor symptoms
are not progressing

If ** centralization has If ** centralization has not
occurred, continue occurred, continue but
with SpineMED®. decrease the tensions used

**Centralization — the movement of symptoms from a **Peripheralization — the movement of symptoms from a
distal to more proximal location i.e. movement of proximal to a more distal location i.e. movement of
symptoms from the leg to the buttock to the lower back. symptoms from the back to the buttock to leg.
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1.7 Recommended Adjuncts to the SpineMED® Procedure

Non-Steroidal Anti-Inflammatory Drugs (NSAID):

To relieve associated localized soft tissue inflammation and irritation during a
SpineMED® session, it is important to select an NSAID agent that also possesses a
significant analgesic component. Clinical studies have shown evidence that intradiscal
pressures are reduced to negative levels during disc decompression, creating diffusion
gradients in excess of 200 mm/Hg. across Vertebral End Plates. Therefore, it has been
proposed that this diffusion gradient facilitates migration of serum levels of anti-
inflammatory compounds into intervertebral spaces and to the site of the intervertebral
lesions.

It is recommended that each candidate for the SpineMED® procedure be prescribed a
concomitant NSAID. A therapeutic dosage regime should be started 48 hours prior to

the first SpineMED® session in order to develop effective serum levels of anti-

inflammatory activity to reduce discomfort from the initial mobilization of irritated Lumbar
structures. The agent should be continued throughout the sessions and for

approximately two weeks thereafter. To r educe gastric irritatio
taken with food.

Calcium Supplements:

Calcium is an essential element in the process of skeletal muscle relaxation. This
function is especially important for the "struto patavertebral) muscles that have a
tendency to react with spasms to Lumbar stimuli. Clinical studies have indicated that
patients seem to benefit with reduced incidence of spasms when they have a daily
intake greater than 800 mg. of elemental Calcium. The preferred source of elemental
Calcium is that from the organic salts such as Calcium Lactate or Calcium Gluconate (if
allergic to Lactate).

1.8 Patient DO and DONO& T

Optimal results are achieved when patients follow the DO and DON'T of the
SpineMED® Program.

DO DONOGT
DO rest for at least 1 or 2 hours after each D O N &aéand forward for the first few
session hours after a session
DO be aware of your sitting, standing, and D O N awilist your back

lying posture
DO wear your SpineMED® low back support | D O N difTheavy objects (over 20 Ibs./ 9 Kg.)
as instructed

DO wear shoes without laces and use a long D O N awvéar high-heel shoes
handled shoe horn if necessary
DO report to the Therapist any change in your | DO N éwalk long distances after a
symptoms at your next visit session

D O N @ryto engage in those activities
that you avoided before the procedure,
too soon after even though you feel relief

WI-093 v1.7 12



1.9 Post SpineMED® Procedure Protocol

A) Exercise program: At an appropriate time, approximately 4 weeks following completion
of the procedure,an exerci se program, specific to the
introduced. It will include stretches to promote flexibility through proper alignment of the
healing tissue, stabilization and strengthening exercises and range of motion exercises.
Throughout the course of the procedure, the client will be instructed in proper body
mechanics, posture, and the correct way of using the affected structure to avoid re-
injury.

B) Experience has shown that patients undergoing procedure for Posterior Facet
Syndromes may resume full activities immediately following remission of their
symptoms. However, those who have achieved remission from more serious Lumbar or
Cervical dysfunction that involve Intervertebral Discs such as herniations and/or
Degenerative Disc Disease, need to realize that their Lumbar/Cervical structures and
tissues need time to heal. Follow up of post program patients indicate that this
resolution period requires at least one to two months, before individuals can safely
engage in body contact sports or strenuous work and recreational activities. This
depends on the severity of the underlying lesions and needs to be discussed with the
Clinician.

C) In the immediate post procedure period when a patient is in remission and relieved of
pain, there is a tendency to return to a level of activity at work or play that is too
strenuous. If this is done, the patient is at risk of experiencing a relapse. Therefore, it is
especially important to allow time for resolution and healing of decompressed
Lumbar/Cervical Discs and the surrounding structures and tissues.

D) Following a course of SpineMED® sessions, patients in remission should be cautioned
to slowly increase their exercise program. If their low back pain has caused them to
restrict their activities in the past, their muscle strength might be decreased. In some
cases, muscles are smaller (atrophied) and weak as a result of nerve compression. For
at least one-month post session, exercises that cause flexion, extension or rotation of
the Lumbar/Cervical Spine need to be started in a gradual and cautious manner.

E) After patient has completed a minimum of twenty sessions, there should be regular
follow-up by one of the SpineMED® Health Care professionals at four weeks for re-
assessment and instruction of an exercise program. Areviewofp at i entises exer cC
should be completed within 2 months or earlier, if required. Individual issues can be
addressed. The Health Care professional should perform a 6 month and one year
follow-up at the SpineMED® clinic.

F) The majority of patients that recover through the SpineMED® procedure generally
remain in remission. Some individuals whose lifestyle or work environment exposes
them to higher risk factors have found that a maintenance program consisting of
occasional sessions is necessary. The Clinician will determine this, and the schedule of
these sessions will be decided upon at that time. Generally, these sessions are
performed at one or two week intervals. The purpose of the maintenance sessions is to
serve as a measure of protection against disabling exacerbation of low back pain
syndrome. Patients in this category develop their own rhythm of maintenance visits that
keeps them free from problems.
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2. Description of the SpineMED® System S200U/S200UC

(5| SpineMED

ULTRA

*‘\{

Components may differ from those own in this Operational Manual.

2.1 Intended Use of the SpineMED®

The SpineMED® System is a Class Il Medical Device that provides a program of
sessions for relief from pain for those patients suffering with low back pain, neck pain or
Sciatica. Each session consists of a physician prescribed protocol period on the
SpineMED® and is designed to provide static, intermittent, and cycling distraction forces
to relieve pressures on structures that may be causing low back pain, neck pain or
Sciatica. It relieves pain associated with herniated discs, bulging or protruding discs,
Degenerative Disc Disease, Posterior Facet Syndrome, and Sciatica. It achieves these

effects through decompression of Intervertebral Discs, that is, unloading due to
distraction and positioning.
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2.2 Structural Design i Components and Features of the SpineMED® S200U/S200UC

K =
T

(&) spinemED

LTRA

A) The Table consists of:

N =

o0k W

10.
11.
12.
13.
14.
15.

WI-093 v1.7

A powered, moveable lower Table section

A tilting section incorporated into the lower moveable section, which allows
tilting of the Pelvis during distraction

Pelvic Restraints

Patient Hand Held Electrical Emergency Switch (aka Emergency/Panic Switch)
Crank Handle to adjust the Pelvic Restraints against the patient

Patient Monitor with incorporated USB Video Input Player for patient
entertainment

Grab Handle for moving Table

Screw for lowering Table Feet

Inflating Bulb for Lumbar Air Bladder

Slack Adjustment Indexing Lever

Adjustable Knee Bolster Support Cushion

Headphones and Holder

S200UC Cervical Unit (detailed in later section)

Touchcomputer

Printer

15



16. Infrared Heating Pad and incorporated Lumbar Air Bladder/Lordosis Support
17. Pelvic Restraint Adjustment Rail Assembly
18. Inflating Bulb for Lumbar Air Bladder

B) The S200UC Cervical Unit consists of:
1. A powered, moveable Cervical Head Cradle
2. Atilting section to adjust the angle of distraction
3. Adjustable Occipital Restraint System
4. Adjustable Head Strap
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2.3 Details of Individual Components of the SpineMED® System

A) Pelvic Stabilization System:

Pelvic Restraint Mechanism: The proprietary SpineMED® Pelvic Restraints secure
and stabilize the patient to the lower, moveable section of the Table. The Pelvic
Restraints are removable for patient loading/unloading and are adjustable through an
Acme Screw System. The adjustments required to secure the Pelvic Restraints in
place, are done through the Crank Handle on the side of the SpineMED® System.
Pelvic Restraints are positioned immediately above the Superior lliac Crests on both
sides of the Pelvis, and then tightened to hold the Pelvis securely and comfortably.

B) Upper Body Restraint

The Upper Body Restraint system is designed to provide maximal efficient
stabilization of the trunk for the distraction that takes place in the Lumbar Spine. The
integrated Upper Body Restraint is constructed of nylon fabric with integral foam
padding for comfort. The Upper Body Restraint consists of two arm components
attached to a back panel, which are designed to capture the ribcage under the lower
margin. The Upper Body Restraint arms are comfortably secured around the

pat i bwetri sargin.
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(@3] Slack in the Upper Body Restraint is removed by turning the Slack Adjustment
Indexing Lever on the side of the Table.

D) The Patient Hand Held Electrical Emergency Switch (also referred to as
Emergency/Panic Switch) is designed to be held by the patient during the procedure
but may also be located wherever it can easily be accessed by the patient, such as
across the pati ent tod&ppe BalpRestraint.oThis switch vallp e d
immediately discontinue the session when pressed, and provides the patient with full
control of the session.
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E) Printer: The Printer is a standard
Laser Printer, which provides a
variety of patient and device
history reports. Itis located on
bottom shelf of Touchcomputer
Arm, and connects to the
Touchcomputer and Power
Supply within the Table.

F) UPTC Proprietary Software: The
UPTC Software, which was
designed specifically for the
SpineMED® System -
S200U/S200UC, controls the
entire operation of the
SpineMED® System. This
software controls the process and
permanently stores individual
patient records.

G) Infrared Heating Pad: Has been clinically substantiated to produce radiant heat to
depths of 25-35 mm. Traditional heating pads, which provide only topical, conductive
heat, only penetrate beyond the epidermis (2-3 mm). This form of heat is applied
prior to and during the SpineMED® to relax the muscles and the surrounding tissue
by stimulating blood flow and enhancing circulation. The pre-procedure infrared is
administered through a mobile, external unit, while the integrated Infrared Heating
Pad is utilized during the session. The incorporated Lumbar Air Bladder/Lordosis
Support is located beneath the Infrared Heating Pad and is adjusted with the
inflatable Air Bladder Bulb. The Infrared Heating Pad will produce a maximum surface
temperature of 29.5°C at a 23°C ambient temperature. If the heat from the Infrared
Heating Pad becomes uncomfortable for the patient, the Infrared Heating Pad can be
turned off by depressing t he ALUmbarses®d)dnf | nf r ¢
Settings screen.
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H) Adjustable Knee Bolster Support Cushion: Is a patented adjustable cushioned wedge
knee support that allows the knees to be elevated and bent, providing additional
comfort. The Knee Bolster Support Cushioni s desi gned to be fAadj uc
different heights by simply rotating the support.

) The tilting section of the moveable lower Table section pivots from 0 to 25 degrees to
tilt the Pelvis during distraction. The settings required for the angle of the Pelvis
during distraction are entered into the Touchcomputer on the Patient Procedure
Screen. The angles of the pull on the Pelvis vary from 0 to 25 degrees and the angle
determines the level of the Lumbar Spine where the distraction force primarily takes
place. See Section 5 for procedure details.

PROCEDURE ANGLES:

i L5-Sl o 0 degrees
1 L5-S1, L4-L5 Multiple Level .............. 5 degrees
i LA-L5..ce e 10 degrees
1 L4-L5, L3-L4 Multiple Level............. 15 degrees
i L3-LA .. 20 degrees
1 L2-L3, L1-L2..ccoiieiiee e, 25 degrees
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J) The tilting section of the Cervical Unit pivots from O to 30 degrees to tilt the Cervical
Spine during distraction. The settings required for the angle of the neck during
distraction are entered into the Touchcomputer on the Patient Procedure Screen.
The angles of the pull on the neck vary from 0 to 30 degrees and the angle
determines the level of the Cervical Spine where the distraction force primarily takes
place. See Section 5 for procedure details.

|

i Cl-C2.n e, 0 degrees
1 Cl-C2,C2-C3 ..o, 3 degrees
i C2-C3e 7 degrees
1 C2-C3,C3-Ch .o 10 degrees
i C3-CA..eeee 14 degrees
1 C3-C4,Ca-C5..uvviiiiieiiiiiicieee 17 degrees
i CA-Ch. 21 degrees
i C4-C5,C5-C6..ccovvviieiiiiiiieciiiiieeeeees 24 degrees
i C5-ChB.urirriiiieeeeee e 28 degrees
i C5-C6, CO-C7 ..covvvveeeeveieeeeeieeeee 30 degrees
i CB-C7 i 30 degrees
i CT-TL e 30 degrees
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2.4  Operational Design
A) The SpineMED® System S200U/S200UC

The SpineMED® System is computerized, and controlled via touch screen menus.
The SpineMED® has several key systems incorporated into its design for reliability
and patient safety. A Voltage Regulator incorporated into the Table, protects the
electrical components from power surges and adverse power fluctuations.
Replaceable fuse protection is also part of the Mains Voltage System. In the event
of power failure, an internal UPS (Uninterruptible Power Supply) System with a
minimum 30-minute capacity will continue the safe operation of the SpineMED®
System to a controlled termination of the current session, while the SpineMED®
System will emit an audible warning to notify the Clinician of the power failure. The
patient is provided with a Patient Emergency/Panic Switch, which will immediately
terminate the current session, and return the Table to the home position at a
controlled rate.

B) Software Functions

1 Complete control of the operation of the SpineMED® through touch screen menus to
administer session to patients on the SpineMED® System. Control of program
period consisting of cycles of maximum and minimum forces over a session period.

1 Procedure Basic Data Field Storage: 1) Operator Name; 2) Patient ID #; 3) Patient
Name; 4) Date; 5) Time of Procedure; 6) Graph of Procedure Cycles; 7) Daily 0-10
VAS Pain Index; 8) Patient Procedure History; 9) Procedure Comments; 10)
Operating Physician

1 Report Sorting: Report generation of complete patient history with this particular
SpineMED® System, i nc | TUrend bng Gaphd&d of t he i ndividual ¢

C) Lumbar Operation
i Force measurements in Pounds

1 Typical operation will consist of a series of two force phases per cycle, which
typical | ' y consi st ldold Timeo6 0 issedaamrcd ion phase (higl
secoRetbxTmed r el axation phase (| aunmberafcydes) over
for an approximate period of 30 minutes. A graph of this operation would show a
beginning force of zero pounds, which is slowly built up to the maximum force. The
Touchcomputer will gradually increase the force tensions to the preset Maximum
Tension over a specific number of cycles, termed the "Progressive Cycles", which is
preset at 3 cycles. The maximum (Hold Time) and minimum (Relax Time) phases in
the cycles repeat through the session of 30 minutes, and at the end of the session,
force is gradually diminished to zero pounds over the "Regressive Cycles" period,
which is preset at 2 cycles.

1 Time Length of Maximum (Distraction/Hold Time) Force Cycle - preset to 60 seconds
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1 Time Length of Minimum (Rest/Relax Time) Force Cycle - preset to 30 seconds
1 Maximum force applied: 10 to 100 Ibs.

1 Minimum force applied is to be automatically calculated as 50% of Maximum force
with an upper limit of 25 Ibs.

1 Progressive Cycles preset to 3 cycles
1 Regressive Cycles preset to 2 cycles
1 Emergency/Panic Switch: Switch operable by patient to immediately discontinue

application of all tensions.
D) Cervical Operation
1 Force measurements in Pounds

1 Typical operation will consist of a series of two force phases per cycle, which
typically consist of a 60 seco n HoldiTimeo di straction phase (higl
secoRethxTimed r el axat i on pJeraasnedififble oumbef af cydes) o
for an approximate period of 30 minutes. A graph of this operation would show a
beginning force of zero pounds, which is slowly built up to the maximum force. The
Touchcomputer will gradually increase the force tensions to the preset Maximum
Tension over a specific number of cycles, termed the "Progressive Cycles", which is
preset at 2 cycles. The maximum (Hold Time) and minimum (Relax Time) phases in
the cycles repeat through the session of 30 minutes, and at the end of the session,
force is gradually diminished to zero pounds over the "Regressive Cycles" period,
which is preset at 1 cycle.

1 Time Length of Maximum (Distraction/Hold Time) Force Cycle - preset to 60 seconds
1 Time Length of Minimum (Rest/Relax Time) Force Cycle - preset to 30 seconds
i Maximum force applied: 2 to 30 Ibs.

1 Minimum force applied is to be automatically calculated as 50% of Maximum force
with an upper limit of 7.5 Ibs.

1 Progressive Cycles preset to 2 cycles
i Regressive Cycles preset to 1 cycle
1 Emergency/Panic Switch: Switch operable by patient to immediately discontinue

application of all tensions.
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2.5 Accessories
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A) Head Cushion: An adjustable, 3-way padded pillow is provided to comfortably
support the patientés head during a session.

B) Adjustable Knee Bolster Support Cushion. A patented, 3-way adjustable cushioned
wedge knee support that allows the knees to be elevated and bent, during the
session for comfort and stability of the Pelvis. By simply rotating the Knee Bolster
Support Cushion, the overall height can be tailored to accommodate individual
patient comfort.

C) Patient Headphones. A headphone system is incorporated into the SpineMED® to
provide sound to the patient from the Patient Monitor with incorporated CD/DVD
Player.

D) Patient Monitor with incorporated USB Input for Video Player: To play music and/or
video programming for patient.

2.6 Installation and Space Requirements

Universal Pain Technology Canada will arrange transportation of the SpineMED®
System. The Table and Cervical Unit arrive in one crate. It is important to consider
the location for the SpineMED® System prior to its arrival. The Table weighs 440
Ibs. (199.5 Kg.). The Cervical Unit increases the weight of the Table to 495 Ibs.
(224.5 Kg.).

It is preferred that the SpineMED® System, have a room of its own. The minimum
recommended sizefora r oom i s appro@&2mmaidm)l kis Eedeficial 9
to the success of the program and individual session, if the patient is in a quiet, dimly lit
room, where there is no other activity/distraction noise.
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At the time of installation, there will be a qualified technician from Universal Pain
Technology Canada, who is responsible for the set-up and installation of the
SpineMED® System.

There is an Installation Form, which will be filled out by the technician and signed, to
confirm that the function of the SpineMED® System has been tested to
manuf act uifi@atiodss s pec

A) Moving the Table. The Table is fitted with casters to allow movement of the
SpineMED® System if necessary, however, the Table is designed to be in a fixed,
stationary position through the employment of the adjustable leveling feet located at
each corner of the lower frame. To facilitate moving the Table, disengage the
leveling feet by turning the screw assembly counter-clockwise until the feet are free
from the floor surface. The casters also have a locking mechanism, which can be

released by lifting on the locking tab.

B) Connection and Disconnection of Cervical Unit: It may be necessary to remove the
Cervical Unit for relocation or transportation. There are four bolts (2 each side) that
secure the Cervical Unit to the Table frame. Removal of these bolts and disconnection of
the wiring harne'ss will allow removal of the Cervical Unit from the Table.

MALLLLL
WA

s

\
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2.7 SpineMED® Power On Procedure

A) At all times, with the exception of when the SpineMED® is in storage
or being shipped, you must ensure the Main Supply Power Switch (#1
- Figure 2.7A) is left in the ON position, with the power cord attached
to a suitable 120V power outlet. This is to maintain a full charge in the
UPS (Uninterruptible Power Supply) System. If the SpineMED®
System is to be unplugged from the wall outlet, or if the Main Supply
Power Switch is turned off, the UPS (Uninterruptible Power Supply)
System (#1171 Figure 2.7B) must be turned off to prevent the batteries
from discharging. Excessively depleting the batteries can cause
irreparable damage to the UPS (Uninterruptible Power Supply)
System. Be sure to turn off the Main Supply Power Switch (#1 i
Figure 2.7A) before unplugging the SpineMED® System from the wall
outlet to prevent fuse failure.

B) With the SpineMED® System plugged into a 120V outlet,
ensure the UPS (Uninterruptible Power Supply) System (#1 -
Figure 2.7B) is turned on and receiving power.

C) The Touchcomputer must now be powered on, by
depressing the small fPowerdbutton located on
bottom right, rear side of the Touchcomputer (#1 1
Figure 2.7C).
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D) The Touchcomputer will go through the boot sequence and automatically load the SpineMED®
program.

2.8 SpineMED® Shutdown Procedure

A) On the Main Menu in the SpineMED® software, select LOGOUT/EXIT (#1 - Figure 2.8A).

ADMINISTRATION PROCEDURES
DB MANAGEMENT

LOGOUT/EXIT 1

|&]SpineMED

B) On the LOGOUT/EXIT screen, select TURN OFF (#2 1 Figure 2.8A).

C) It is imperative that you wait for the Touchcomputer to completely shut down before
powering off the SpineMED® System. Once the Touchcomputer has shut down, turn off the
SpineMED® System by turning off the UPS (Uninterruptible Power Supply) System power.
Press and hold ON/OFF Power button (Figure 2.7B) for a few seconds until a beep is heard.
The power to UPS (Uninterruptible Power Supply) System will now be off.

When shutting down the system, it is very important to allow time for any Windows Updates
to complete properly. This should only happen if the system has been attached to a network
for a period of time, perhaps during remote service. Please NOTE: the SpineMED system
should only be connected to the internet for the express purpose of remote service, and
should NOT be connected all of the time.

Configuring update for Windows 10

35% complete
Do not turn off your computer

D) The Main Supply Power Switch (#1 1 Figure 2.7A) should be left in the ON position to
maintain power to the UPS (Uninterruptible Power Supply) System to maintain a full battery
charge in the UPS (Uninterruptible Power Supply) System.
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3.1
A)

B)

C)

D)

SpineMED® Software Operation

The SpineMED® System operates on a proprietary software application designed
specifically for the SpineMED® System and utilizes a touch screen interface with a

digital keyboard to input data into the Touchcomputer. The appropriate letters or

numbers imaged on the screenares el ect ed by simply Atouchi
finger over the desired selection.

Operator Logon Screen

Once the SpineMED® has been powered on and completed the boot sequence, the
Operator will be presented with the Logon Screen.

Enter the User ID by touching the appropriate keys. If no data appears in the User
ID field, ensure there is a blinking cursor in this field by touching the white data area
beside the User ID title.

After entering the User ID, the cursor should be blinking in the Password field. If it is
not, touch the white data field beside the Password title. Enter the password by
touching the appropriate keys.

SpineMED Logon

User ID | |

Password | |

q| w| e r t y u i o p - *
a s d f 4] h ] k | ;
z X c v b n ' m , . !
Caps
off Delete Space Enter

Press the flLogonobutton to logon to the system and move to the Main Menu Screen.
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3.2 Main Menu

ADMINISTRATION PROCEDURES

DB MANAGEMENT

LOGOUT/EXIT

The Main Menu provides access to a number of general categories, which contain
separate sub-menus.

A) Administration. The fAdministrationobutton will bring up a sub-menu to allow
administration of four separate functions: 1) Administration Module; 2) Physicians
Administration Module; 3) Patients Administration Module; 4) Users Administration
Module.

I. Administration Module: The Administration Screen allows the Clinic Manager
to modify clinic information in the SpineMED® System.

. Physicians: The fPhysiciansobutton will open the Physicians Screen, where
Physician records can be added or edited.

iii. Patients: The fPatientsobutton will bring up the Patients Screen, where new
patients can be entered into the system, orto modifyacur r ent pati ent &s
personal data.

iv. Users: The flUsersobutton will open the Users Screen, where new Users can
be added, or current Users can be edited.

B) Database Management: The fDatabase Managementobutton will bring up three
sub-menus allowing administration of: 1) A database backup function: 2) A
database restore function: 3) A database export function.

I. Backup DB: The Backup DB function allows for internal, external and offsite
backup of the internal SpineMED® database. Clicking on this button will bring
up a menu to allow the location of the backup. It is recommended that an
internal backup be done at the end of each office day. Using a USB External
Drive, it is recommended that a backup be saved to an external drive for
offsite storage at least once per week.

il. Restore DB: The Restore DB function allows for the restoration of the internal
database from the internal backups or from an external backup copy (on USB
Drive).
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C)

D)

E)

F)

iii. Export DB: The Export DB function allows for the exporting of all session data
for all patients to an Excel spreadsheet.

Logout/Exit: The ALogout/Exitobutton will bring up two sub-menus allowing: 1)
Logout; 2) Turn Off
I Logout: The flLogoutobutton is used to change current User operating the
System. Clicking this button will log off the current User, and open the Logon
Screen to allow a new User to Logon.
. Turn Off: The Arurn Offobutton simply turns off the System, which begins with
the exit of the SpineMED® software, and powering down of the
Touchcomputer.

Procedures: The fProcedures utton will bring up a sub-menu to allow access to
two separate functions: 1) Lumbar Procedure Module; 2) Cervical Procedure Module
I Lumbar Procedure Module: The fLumbar Procedureobutton will bring up the
Lumbar Procedure Screen, where the SpineMED® is controlled to administer
individual Lumbar sessions.

il. Cervical Procedure Module: The iCervical P r o ¢ e duttonevdl bring up the
Cervical Procedure Screen, where the SpineMED® is controlled to administer
individual Cervical sessions.

ADMINISTRATION

DB MANAGEMENT

LOGOUT/EXIT

Reports: The fReportsobutton will bring up a sub-menu to allow access to the
Reports Module where individual patient reports can be generated.

About: The fAboutobutton will display the current software version installed on the
SpineMED® System.
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3.3

A)

B)

C)

D)

E)

Administration Menu Screen

User s with Doctordés | D6s and Passwords can o
administration function is to modify clinic information, which is printed on the various
reports, modify date and time, obtain System statistics and enter in new lease codes.

Clinic Information Procedures Information

Name: Procedures: Lumbar Cervical
Address: 4, _ 1722 Ogilve Street South Sessions Count: ‘
Cit/Prince George Zip Code: v, N yWo Sessions Aborted: ‘
State: g~ Country:| . oda Sessions Failed: ‘
Phone: (866)990-4444 Faxi (866)990-4445 Total Procedure Time! ‘
Email: |3 f6@spinemed.com
Date/Time Settings: Date: Get Procedures Info I
November 24, 2010
o r0u2 AM Lease Renewal

3A506B813D112E5D306DFFC347572D66

I Renew Lease I

SEDRERERLLT ==

Clinic Information: To change any information about the Clinic, simply modify the fields
andpressthe fASaveo butt bamges. 0 store your ¢

About: T h e f Abotmuwillaisplay the software version currently installed in this
SpineMED® System.

Get Procedures Info: Pressing this button will calculate all of the procedure statistics for
the System.

Clinic Report: This function will create a report outlining all of the clinic information
stored in the SpineMED®.

Set Dat e/ Ti me :é obuan & gpenra galendarevindow that will allow you
to set the current date. Simply enterinthecurrent t i me i n @A 12 dprdss AMO
the fiSet Date/ Timeo button to store the ti m
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3.4 Patients Menu Screen

List of Patients Fatlent Ha
~ | FirstName
SpineMED Test Patient First Nam|

Last Name

bill bob 001 ‘S_piue)lED Test Patient Last Name
Patient ID

Robert Smith 002 Bert
Address

| #1 - 1722 Ogilvie Street South
| Prince George, BC V2N 1Wo

Phone

1-866-990-4444
Patient Email

FirstName Last Name PatientID |testpatient@spinemed.com
| Clear Filter
ctio;

a
2
<]
<]
-]
2]
- |
-]
-]

The Patients Screen is used to enter new patients into the Touchcomputer, and to
modi fy existing patientdés personal dat a.

3.4.1 Enter New Patient

A) To create anew patientin t he system, click on the AAddO
presented with a new blank patient record to complete.
Pa'ﬁet?lta::‘“ Patient ID Physician
| | | -
LastName ‘Weight Post Surgical
‘ . ‘ ‘ . )k @ Yes O No
[ | | | O —
city State/Province Lumbar
‘ | ‘ ‘ » Li-Lz La-L3 I3-La 14-Ls Ls5-S1
e Comy [m] [m] [m] o
T u} u} u]
EMail Facet sy o o o
‘ ‘ Cervical
Phone Number Gender . Ca-Cg Ca-Ce = €3 g
@ Male O Female e = = = =
Date of Birth: oo w w w ]
o]

B) Enter the patientds personal i nformation:
o] First Name
o] Last Name
o] Home Street Address
o] City, State/Province, Zip/Postal Code
0] Country
o] Email address
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C)

o] Telephone Number with area code

o] Date of Birth in MM/DD/YYYY format

o] Gender: Male/Female

o] Patient ID: Social Security number or other uniqgue number (the system will only
accept a specific number once)

o] Attending Physician

o] Weight (in pounds)

o] Post-Surgical: yes/no if patient has had previous spinal surgery

o] Date of TX (Date of assessment/first session)

o] Symptom Duration (length of time patient has had symptoms)

o] Pathology: Cervical or Lumbar pathology. Multiple fields can be selected for

Disc Herniation, Disc Degeneration and Facet Syndrome for the specific
diagnosed levels i.e. L5-S1

o] Private Record: Checkingthisboxwil | el i mi nate this patien
from being exported from the SpineMED®
o] Patient Active: Un-checking this box will eliminate this patient record from being
available in the Patient List which is displayed in the Procedure Screen
When alldatahas been entered, touch the fAiSaveo bu
permanently into the database.
Lasl Name ‘Weight | e P;st::—glcal .
city tate/Provinee [:umbar : E‘
[ ] e s]]~]a]-]lc]o]lv]]
[+]2]=f«][s][s]l7][e]|a] o [amken]
Lallw e Jle el Jlu i flo o - ] ]| e -
Lo e fallefoflmfaflu] o ][s [ -] aon
I3 P 3 [ Y N | N
cg?szDeleteH Space H Enter ] l Patient Info Report ]
33
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D) Toucht he @ Mai n Me n umtotheuMain Menu Screenr et ur
"‘“‘*"““‘"

~ First Name

SpineMED Test Patient First Nam¢
Last Name

bill bob — S-pine)lED Test Patient Last Name
Patient ID

Robert Smith 002 Bert
Address

#1 - 1722 Ogilvie Street South
Prince George, BC V2N 1Wo

Phone

1-866-990-4444
¥ Patient Email

First Name Last Name Patient ID f(‘stpat1(‘nt£grgprlnﬂut-d.rnm
Clear Filter

aipy
)
]
]
i=
B
]
=
g []

342 Modi fy Exi st infognattbbat i ent 6s |

Select the patient to modify information for, by scrolling up or down to the appropriate

patient name or enter in their first name, last name or patientIDi nt o t he A Searc
fields for the auto search function. Select the particular patient by highlighting the

name, and t hen c lttondokopea this record. Modifythetfigds &su
necessary, and be sure to prremsgestothes reiotda v e o
Touchthe A Main Menuo bwetMamMenutSoreen.et urn t o t h

3.4.3 Archive or Restore Existing Patient Record

A) From Main Menu Screen, select Patients. Select the patient record scrolling up or down
to the appropriate patient name or enter in their first name, last name or patient ID into
t he @ Beyaor cfhi el ds for the auto search functio

highl i ghting the name, and then click on the
Fatient Info
« | FirstN:

‘Test
SpineMED Test Pat SpineMED Test Pati Bert LastName

‘Patienn

PatientID
Test Patientz Test2 ‘tesn

Address

Address

City, State Postal

Phone

\

~ | Patient Email
Search By:
First Name LastName Patient ID ‘
‘ | Clear Filter
Action
e|e|s]n] 22| ||| ]]
Add ‘ Edit ‘

1,23 4|5[6|7|8|9|0 BackSp‘

q| w| e r t|y|u i o p *
a|s | d|f ‘ g ‘ h j ‘ k ‘ | ‘ ‘
z| x| c| Vv ‘ b| n|{m ‘ 9 ‘ 5 ‘ 1 )
Caps Main Menu
off Delete Space ‘ Enter
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B) Click the Patient Active check box

WI-093 v1.7

Patient Info

First Name PatientID
Test] [tests
LastName Weight Post Surgical
[Patients [250 (s.ak® © Yes @ No
Patient Address Symptom Duration: Date Of Proc:
[address 3 months E' J
city State/Province Lumbar
. Lilz Lz-l3 L3-Llg Lals Ls-S1
G tate
u] u] u] ul u]
Zip/Postal Code Country
DDD:
Postal Canada = = = =
EMail e o o a u]
| Cervical
Phone Number Gender . C2-C3 C3-Ca Ca-Cs C5-C6. C6-C7
Herniation: [m] [m] [m] [u] [m]
[ e Make © Female
) DI u] u] u] ul u]
Date of Birth:
Facetsyn.: o o o o o
Comments
' @| #| $| % ~| & * ( ) \ ! ‘
1/ 2|3 | 4| 5| 6| 7|8| 9|0 BackSp‘
q| w| e r t y u i o p kJ
a s | d f ‘ g ‘ h i k | ‘ H ‘
2 x| e[v]o]nlm| . [.]/] swe | camca |
0 o
Caps
Oi?f Delete Space Enter

If the patientisbeingmo di f i ed

Restoring Patient. Please Wait...

patientds dat a.

SpineMED Message [&]
Archiving Patient. Please Wait...

If the patient is being modifiedf r om Al nact

patientdés dat a.

SpineMED Message Center Iﬁ

veo

framnastcti ve®dothos

wi ||

An archived patient will not be visible anywhere in the application except here. The

patientwi | | h a
SpineMED® sessions.

ve to be

restored

NnACt i
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3.5 Physician Menu Screen

The Physician Menu is used to add, modify and delete referring Physician records in the
SpineMED® database.

= = Physician Info
List of Physicians Sy
First Name Last Name Phone Physician First Name |
Physician First Name ‘Physicinn Last Name  (416)444- Last Name
' Physician Last Name |
Jeff Sting 9035-412-12 Title
Bob NewPhysician (123)555-1 MD ‘
Phone Number
Brent Walker 555-1234 (416)444-3856 |
Victor Paslavsky (416)555-7 Fuall
physician@ivtechlink.com |
Stuart Duan (111)111-11
Search By:

First Name Last Name Phone b
Clear Filter

Actio

(GG o] =
E |L/ B B m E EJ m @ [E B D [ Physicians List Report J
= Lo JLaJCeJ e 0 e )L "
[= L= e Jlv e ]ln ]l ] - )]
{ Caps [Deletel [ Space 1 [ Enter I Main Menu

Off
3.5.1 Enter New Physician

A) Tocreate a new physician in the system, <clic
presented with a new blank physician record to complete.

Physician Info
First Name

Last Name

Title

Phone

User Email

¥  User Active

Action

[ )[= s s [is Lo [z ) JLo o Jlmmeise] [ save

H Cancel
Lalle JLe )= L0 L )0 Lo Lo L
Lo e JLa]Ce o o s Yo s ]
L= ) JLe Lo e o L] L O/
IcggszDeleleH Space H Enter '
B) Enter the physiciands personal information:

0 First Name
o] Last Name
o Title
o] Phone
o Email address
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When all data hasbeenent er ed, touch the ASaveo button
ermanently into the database. You will be returned back to the Physician Main Screen.

: o Physician Info
List of Physicians - SEL
First Name Last Name Phone Jeff
Physician First Name Physician Last Name  (416)444- LasiNane
Sting
Jeff Sting 905-412-12 Tide
Bob NewPhysician (123)555-1 PhD
Phone Number
Brent Walker 555-1234 905-412-1234
Victor Paslavsky (416)555-7 Email
1@1.com
Stuart Duan (111)111-11

Search By.

First Name Last Name Phone
Clear Filter

Action

DONnODEDODCS|ie———
La]lwJle L= I L] e Lo L O
[ Lo JLa e Lo o s Joe [ L
(=[x e [ (o Lo ][ L L ]/
[Cabs | [Detere Space || Enter |

352 EditExi sting Pmhiprgnaton ands |

I Physicians List Report J

Select the physician record to modify, by scrolling up or down to the appropriate

physician name or enter in their first name, last name or phone numberinto t he fASear
Byo Fields for t heSeleathepartsceaan phgsicianfrecanddoy i o n .
highlighting the name, and then clickonthe A Edi t 6 button to open t

Physician Info

First Name
Jef

Last Name
|Sting

Title

Dr.

Phone
905-412-1234
User Email
1@1.com

¥ User Active

A0 NNNOR00D T T
R | [ hvssen ote Repor ]
DonnnDnoonn
o e =L L]

Caps
Off

DeleteH Space H Enter 1

Modi fy the fields as necess asaw youraimadgesgatess s t |
record. You will be brought back to the main Physician Screen.
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3.5.3 Physiciand s IRepbro

Touching the fPhysician Info Reportdobutton will generate a report of this particular
Physician record, which can be output to the SpineMED® Printer, or create a PDF file.

MainReport

Physician Info
Report

sp { ne MED ?\.ﬁ ':‘;v. Clinic State q‘.'::: f:::-k. Clinie

Email: Clinie Email

SPINAL DISC DECOMPRESSION THERAPY
Physican Tnfo Report

FirstName:  Physician First Name
LastName:  Physician Last Name
Title: MD

Phone: (416)444-3856

Email: physiciangsivtechlink.com

< S
| Pageiofi |
> >|
| Back |
A) Print: Pressing the fPrintobutton will output the displayed report to the SpineMED®
Printer.

B) Back: Pressing the iBackobutton will bring you back to the Edit Screen.

(03] Save as PDF: Pressing the fiSave as PDFobutton, will output the displayed report to a
PDF file, which can be saved internally or to an external drive. You will be prompted
with the following screen.

| Please Select The SpineMED Report Destination. Press Save To Continue.

PDF Destination

. To Use The Removable Drive, Please Insert The
© Internal Drive Removable Drive And Press Refresh.

PDF File Name: ReportPhysicianInfoEnglish_rpt20041030.pdf

iReportPhysicianInfoEng!ish_;pt20041030 ' pdf

[2)=]ls [alls [Le (7] (2 ][o][ o [mackse]

LaJlw]le Jl=JLe ]l JLa L Lo Sl - L]
(=)= Jla)le Joa]lm s ] e L ]
ERERREERERD

O | [petere]| I I
| off Delete Space Enter
Printed on: 10/30/2004 0:40:46PM by Warkentin, Brent (bds) Pagerofy
Back
Current Page No: 1 Total Page No: 1 Factor. Whole Page
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D) Refresh: Pressing the fRefreshobutton will refresh the available Drives: for example, if
y 0 u inseded a USB key drive into the front USB port of the server, pressing the
fRefreshobutton will add it to the menu of available drives. You can also modify the file
name by selecting the text in the file name field and modifying the selected text.

E) Save: Pressing the fSaveobutton will save the file to the selected drive.
F) Cancel: Pressing iiCancelobutton will return you to the Physician Edit Screen.
354 Physicianepst Li st R

Touching the fPhysician List Reportdbutton will bring you to a screen with a list of
physician records saved in the database for printing or exporting as a PDF file.

List of
Physicians
Report

Print

Physicians List Report

i

Save as PDF

Page 10f 3

a

:

Back

Current Page No: 1 Total Page No: 3 Zoom Factor. Whole Page

A) Print: Pressing the fPrintobutton will output the displayed report to the SpineMED®
Printer.

B) Back: Pressing the iBackodbutton will bring you back to the Edit Screen.
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C) Save as PDF: Pressing the fiSave as PDFobutton, will output the displayed report to a
PDF file, which can be saved internally or to an external drive. You will be prompted

with the foIIowin= screen.

I Please Select The SpineMED Report Destination. Press Save To Continue. ]

PDF Destination

. To Use The Removable Drive, Please Insert The
© Internal Drive Removable Drive And Press Refresh.

PDF File Name: ReportPhysiciansListEnglish_rpt20041030.pdf

ReportPhysiciansListEnglish_rpt20041030 .pdf

[ ][=](s][a][s [Le][7 ][ ][ o] o [mackse]

[allw]le e ]l oo Jlm Lt Jo Lo (-]
(eIl b G ) s
ERERREERERD

Caps I I
Delete Space Enter
’ off L
Printed on: 10/30/2004 107194370 by Warkentin, Brent (bds) Pamios
Back 3
Current Page No: 1 Total Page No: 3 Zoom Factor. Whole Page

D) Refresh: Pressing the fRefreshobutton will refresh the available Drives: for example, if
youbve inserted a USB key tHeserweeprassingthe t he f r ¢
fRefreshobutton will add it to the menu of available drives. You can also modify the file
name by selecting the text in the file name field and modifying the selected text.

E) Save: Pressing the fiSaveobutton will save the file to the selected drive.

F) Cancel: Pressing fiCancelobutton will return you to the Physician Edit Screen.

3.6 Users Menu

The Users Screen is used to Add or Edit the various Operators of the SpineMED®

. A
throughtheirUs er | D6s and Passwords.
e
I User N:

Goer > g =
[ newuser
| First Name
%’ivan ivan jvan New user first
1 Last Name
%123123 s i New user last
|
f 3434 34 43 User Access Level
I Operator
|puser PUser first nam PUser last name =
| User E-mail
guser User first name User last name newuser@ivtechlink.com
! . L
Filter By:

User ID First Name Last Name T
\ ‘ Clear Filter
Action

(o [« [s|[e][- ][ fo] o ]pocise] [ ada J[ rai ]
Laflw el [eflv Jlw]le o Jle] - -
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3.6.1 Enter New User

A) To create a new Userinthe system,cli ck on the AAddo button. ‘
with a new blank User record to complete.

User Info

T User Access Level

Operator

First Name

LastName

User Email

B) Ent er t h e sohbsidarnéason:p e r

o] First Name

0] Last Name

o] Email address

o] Access Level: Operator or Physician

As an Administrator, you have the ability to enter in and modify User records, but you do

not have the ability to enter | beanbrteredlser 0s
touch the ASaveo button to store this User |
will be returned back to the User Main Screen. The User will have the ability to enter

their new password when they first logon to the SpineMED®.

User Info

User ID User Access Level

Operator

First Name Password
Last Name Verify Password

User last name

User Email
user@ivtechlink.com ¥ User Active

2

IL‘ — é”ﬂ‘ i"é\@\ﬂ ‘ﬂﬂthSpJ ‘ Save Cancel
nEnEnEBnNaAEn
e L e LG e D0 I )
L= )l [ o Jlm o )L L ]

Caps I |
Off Delete

Space H Enter ’
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3.6.2 EditExi st i ngnfdmationb s |

Select the User record to modify, by scrolling up or down to the appropriate User name

orenterintheirfrstname, | ast name or phone number i nt
the auto search function. Select the particular User record by highlighting the name,
and then cl i ck onpenhthierecir&fdrieditiog. butt on t o o
User Info
User ID User Access Level
Operator v

First Name Password

ser first name]

Last Name Verify Password

User last name
User Email
user@ivtechlink.com ¥ User Active

(L= ]l s ]l Lo ][z (2o Lo Jacse]
Lallw]le e L Joo ]l s Jlo Lo - ][]
= L= JLalle oo 0o o Ja e

Action

Save I ‘ Cancel

L= )= e [ e L L -]/
C(z;})fs ‘ Delete;: \ Space | [ Enter

Modify the fields as necessary,and press the fiSaveodo button to
record. You will be brought back to the main User Screen.

3.7 Database Management

The Database Management functions allow maintenance and management of the
internal SpineMED® Database.

3.7.1 Backup Database

Pressing fBackup Databaseobutton will allow backup of the database to the internal
drive, or an External USB Drive. It is recommended that an internal backup be done at
the end of each office day. Using a USB External Drive, it is recommended that a
backup be saved to an External Drive for offsite storage at least once per week.

Select SpineMED DB Backup Drive Destination

| Please Select The SpineMED Database Backup Destination. Press Backup To Continue. I

DB Backup Destination

h ) To Use The Removable Drive, Please Insert The
¢ Internal Drive Removable Drive And Press Refresh.

ZIP file Name: SpineMEDDBBackup_10_12 2004_9_48_ AM.zip

Free Space Required: 338529 bytes

Refresh ’ ‘ Backup | | Cancel |
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A) Refresh: Pressing the fRefreshobutton will refresh the list of available drives attached
to the Touchcomputer for backup purposes.

B) Backup: Pressing the iBackupobutton will backup the database to the internal drive.
Si mply sel ect i Bac ku pnterna Drivetishthe defaaltrloeatiam tostsre t h e
a backup file. To create a backup file on an External USB Drive, simply insert the USB
Drive into the USB port on the bottom right side of the Touchcomputer. The screen
should change, and indicate the presence of the USB Drive. If not, press the fRefresho
button for the Touchcomputer to check for the Drive, and then press the fBackupo
button. Pressing the Backupobutton will initiate the backup procedure for either the
Internal Drive or External USB Drive Backup.

C) Cancel: Pressing the fiCancelobutton will abort the backup procedure and bring you
back to the DB Management Menu.

3.7.2 Restore Database

Pressing the fRestore Databaseobutton will allow a restore of the database from a list of
available backups, including External USB Drives.

WARNING!!! Incorrect Database Restore can result in loss of
data. Do you want to proceed?

AutoBackup.zi

MutoBackup zip

SpineMEDDEBackup_07_08_2013_8_53_AM zip

SpineMEDDEBackup_08_08_2013 2_41_PM.zip

SpineMEDDEBackup_Default.zip

Action

® Internal Drive

To Use The Removable Drive, Please Insert The Removable Drive And Press
Refresh.

A) Refresh: Pressing the fRefreshobutton will refresh the list of available backups
attached to the Touchcomputer for backup purposes.

B) Proceed: Highlight the most recent Backup File, and press the fProceedobutton to
initiate the Backup Restore Function, using the highlighted file. If restoring from an
External USB Drive, insert the USB Drive and select a suitable backup file from the list.
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(@3] Cancel: Press the fiCancelobutton to abort the Restore Function, and to return to the
DB Management Screen.

3.7.3 Export Database

Pressing the fExport Databaseobutton will allow exporting of all session data for all
patients to an Excel spreadsheet.

A) Insert an External USB Drive into SpineMED® Touchcomputer and select fExport
Databaseobutton.

B) Windowwillaut omat i cal |l y open t othesfie ane safie.oftBevo f i | e .
External USB Drive.

C) When database export is completed message boxi Bt a export compl et ed
Press fAOKO.

D) To open the Export DB file, complete the following steps:
i. Insert the External USB Drive into your computer.

i. I n Excel select AOpeno and malbe sure fil¢
iii.  Open the saved file (ending withid . t sv 0) .
iv. Textlmport Wi zard will towper., t 8 ekporidddat@mil ahtoo

now open in Excel.

3.8 Logout/Exit

A) Logout: Pressing the flLogoutobutton will logoff the current User and allow another
User to Logon to the SpineMED®.

B) Turn Off: Pressing the firurn Offobutton will turn the SpineMED® off.
4. Lumbar & Cervical Procedure Screens
4.1 Lumbar Procedure Screen

The Lumbar Procedure Screen is used to enter the procedure parameters for a current
session and to initiate the session.

&Warning:

The Clinician or Operator of the SpineMED® System must always make the patient
aware, prior to a SpineMED® session, if the patient feels that he/she is about to sneeze
or cough during a session, that he/she presses the Patient Hand Held Electrical
Emergency Switch or instructs the Operator to discontinue the session.
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Lumbar Session Settings
~

Select Patient e Tension inPounds
<Empty>) Sessions 0 10 20 30 40 50 60 70 80 90 100 110 12
0 i EI T SRR AT W T U R AT MRS

Prugrresive Select Angle:
Cycles: | =
Ret q
g::?:ll:: Previous Proc. Angle:
Maximum k)
Eenslon dih); Turn On Infrared
L (Mute Buzzer|
- Heat 14
Hold Time: ( (sec)
Relax Time: Session can be paused: Session
AT ) current information current cycle
) progress
Total Cycles:
VAS: 1
) X 24
C = -
L
3
8
£
o
Edit F
=
34

Press Recalculate to
adjust the Maximum Recalculate
Tension

Donooopoon B
Eannanooeslin

Action

Main Menu Start Cancel 5
v

A) Pressing t he Bugonmvikhring ugPaanew wendow do allow for searching
and selecting any patient file that has been entered into the SpineMED® Database.

Select Patient

SpineMED Connected

Details for selected patient

List of Patients
110 12
i

SpineMED Test Patient Fil‘S!! M

Last Name
bill bob 001
SpineMED Test Patient LastJ
Robert Smith 002 Patient 1D
Bert
Address

#1 - 1722 Ogilvie Street

v

First Nan;e Last Name Patient ID
: ‘ SO'Uth G C V2N
| Prince George, BC V2N

an
71’8(’("990-4444
oo |r] o2
E E D B testpatient@spinemed.com ‘

B) To select the appropriate patient from the database, you can either scroll down the list
of patients, or search the databaseby t he patientds first and/ o
patient from the list, highlight the correctrecordand t hen pr esstont he ASe

C) Progressive Cycles are the number of cycles the Systemw i | | Arampaximpnd t o
Tension at the beginning of the session. The default setting is 3 cycles and is not User
modifiable.

45
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D) Regressive Cycles is the number of cycles the Systemwi | | pdioowann® t o zer o t
at the end of the session. The default setting is 2 cycles and is not User modifiable.

E) Maxmum Tension is calculated based on the pa
should be 10% of Body weight (*i.e. 160 Ib. X 10% = 16 1lb.). Gradual increase of
di straction forces is based on the pgetefalent 0:

guideline of 3-5 Ibs./session. If the patient becomes sore following a session, then the
tensions must be reduced. The sessions should never result in the patient being sore,
centrally above S1 in the low back. Typically, patients will require and find a
comfortable plateau between 10% and 13% of body weight for Lumbar sessions.
Typically, the maximum distraction tension of 15% of body weight is applicable to all
patients and it is rare to exceed the 15% of body weight. The SpineMED® will enter the
calculated Maximum Tension for the first session; however, the Operator can modify
this value. Software will prevent User from entering Maximum Tensions above 25% of
body weight.

The SpineMED® software will alert the Operator in the event that they attempt to increase
the Maximum Tension beyond 15% of body weight. The following message will appear, to
confirm that the Operator does wish to exceed the typical protocol:
SpineMED - Confirmation Dialog

The maximum tension that you have entered exceeds the
normal therapeutic range for this patient. Do you wish to
continue?

Yes Cancel

The SpineMED® software will also prevent the Operator from exceeding the maximum
recommended tensions for the patient being treated. If the Operator attempts to exceed
25% of body weight for a patient, the following error message will appear:

SpineMED Message Center

The maximum tension that you have entered exceeds the
protocol for this patient. Please enter a suitable maximum
tension for this patient

OK
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F)

G)

H)

J)

*NOTE: The Maximum Tensions should never exceed the calculations for a 300 Ib.
(136 Kg.) patient. Therefore, patients over 300 Ibs. (136 Kg.) can be safely distracted
up to a maximum force of 100 Ibs. (45 Kg.).

Recalculate: Pressing this button will calculate and reset the Maximum Tension entered
to the recommended AStaepgatnigeMtedhs i mondy bweiegh

Hold Time: The length of time in seconds that the Maximum Tension will be held during
the distraction phase of the cycle. The default setting is 60 seconds and is not User
modifiable.

Relax Time: The length of time in seconds that the Minimum Tension will be held during
the relaxation phase of the cycle. The default setting is 30 seconds and is not User
modifiable.

Cycles: This is the total number of cycles to be administered during the session. The
default number is 20 cycles, for a total of 30 minutes (20 x 90 seconds = 30 minutes). In
the event that a session has been interrupted, and must be restarted, this field can be
modified to resume the session for the remaining period, rather than for an additional 30
minutes. The remaining period of the session will have to be restarted as a new
session, and the number of cycles for the resumption period can be calculated by
dividing the total number of minutes of a session remaining by 1.5 minutes (one
complete cycle). For example, if a session were interrupted at 12 minutes, with 18
minutes remaining, you would divide the 18 minutes remaining in the session by 1.5 =
12 cycles for the resumption session.

Pain Index: This is the current Pain that the patient is experiencing before this session,

rated between 0 and 10 (to one decimal point) as per the Visual Analogue Scale. You
have the option to use the drop down menutosel ect t he Pat i emdx®s cur

simply touch the slider on the screen.
Select Pain Index

Visual Analog Scale

0 o =NoPain 10

10 = Worst Pain Imaginable

Select Cancel
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K) Edit Comments: This field is for any observations, or comments regardii
response to the session as of today. This should reflect the success of the procedure,
patientds response oClickingon theuffadit Commentdbuttoe wilc e s .
open a new window to enter in the comments text. You have the option to enter in
comments for this particular session, or you can create common templates for various
session comments that will be available for any future sessions. There is no limit to the
number of session comment templates you can create. These templates are designed

to save time durini the iatient session setui.
Edit Session Comments

Saved Templates

Generic Herniation Template

Generic DDD Template

Generic Facet Syndrome Template

Save Template
| Save ‘ | Cancel l Save/Update
Template

L) Select Angle: This function is to adjust the tilting section of the Table. The tilting
section of the moveable lower Table section pivots from 0 to 25 degrees to tilt the Pelvis
during distraction. The settings required for the angle of the Pelvis during the
distraction, are entered into the Touchcomputer on the Lumbar Procedure Screen. See
Section 5 for procedure details.

PROCEDURE ANGLES:

i L5-Sl o 0 degrees
i L5-S1, L4-L5 Multiple Level .............. 5 degrees
i LA-L5 e 10 degrees
i L4-L5, L3-L4 Multiple Level............. 15 degrees
i L3-La e 20 degrees
i L2-L3, L1-L2.cuieieiiiiieeeeeeeas 25 degrees
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M) Infrared Heat: Pressing this button will either turn off or turn on the Infrared Heating Pad
in the Lumbar sectionofthe Ta b | e . Touching the Al nfrared
Infrared Heating Pad from On and Off.

N) Mute Buzzer: Pressing this button will mute the buzzer in the Table.

Lumbar Session Settings

. =
test, test, (test) Select Patient SP““:]“H‘S | &
0 10 20 30 40 50 60 70 80 90 100 110 12
P ressive | | 0 . - g4l bbb
O velen: Select Angle: 0
e 5 Degrees:L5-S5L4-L5 v
Cydles:
Previous Tx Angle:

Maximum o0 Degrees:L5-51
Tension (1b): |40 (18.1kg) & g

Turn On Infrared
Hold Time: e pote B €1~

Relax Time: (sec)

Session can be paused: Session
information o

Total Cycles: |5y progress

VAS:

7.0

roe o | Invalid

Comments: lost  test...test
3
Press Recalculate to
T e S ineMED Connected
Tension

Time (minutess}

[ - L =]
e = v
0) Pause: The APauseodo button i s thesesgion tPoesspmathisse or i

button will interrupt the session, and present you with another screen, allowing
temporary interruption of the session to adjust the patient, to alter the Pelvic Tilt
adjustment or to alter the Maximum Tension after the session has been initiated. The
Pause feature can be used five times during a session.

P) Cancel: The A Ca n méslused tddistontiaue or abort the current session. Once
aborted, this particular session cannot be resumed.

Q) Start: Touc h t he ft® beginthesessian.t owwill be prompted with a new
screen requesting verification of the Emergency/Panic Switch before the session will

Lumbar Session Settings
test, test, (test) Tensionin Pounds
0O 10 20 30 40 50 60 70 80 S0 100 110 120
e PP i P S P P S P
s Select Angle: 0
Regressive
Cycles:
Previous Tx Angle:
Maximum © Degrees:L5-S1
Tension (Ib): | 40 (1B.1%g) & 8
Turn On Infrared

1

Hold Time: (see) { Heat [Mute Bumer]

Relax Time:

Start Panic Switch Check

Total Cycles: 20

VAS:

7.0 Please Press Emergency Switch!

Lease Term B
Remaining: | INValid

Comments: lyast...te:

Edit Comments

Press Recalculate to
adjust the Maximum
Tension

R) Emergency/Panic Switch: Before the SpineMED® will begin the session; it will confirm
the proper operation of the Emergency/Panic Switch. Immediately after touching the
ASt ar t camessageg wllcgmeupinasmal | sub scr eRleasePresat r e a
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Emergency Switch!a If the Emergency/Panic Switch is working after patient depresses
the button, message fClick Start to Begin Session. Click Abort to Stop Session.o  wi | |
come on the screen.

S) SpineMED® Connected/Not Connected: This error message will notify the Operator if
there is a communication error between the Touchcomputer and Control Board within
the Table and the message will be circled in red as an alert.

T) Main Menu: Touch this button to return to the Main Menu Screen at the conclusion of
the session to print reports, modify patient data, or shut down the SpineMED®.

U) Trend Line Graph: The digital image of the Trend Line Graph illustrates the actual
tensions being applied (in pounds) over the session (in minutes) and will be stored
permanentlyinthePat i ent 6s Data Fil e

V) Reset: This button will reset firmware on Control Board. Use if communication between
Control Board in Table and Touchcomputer is lost. Reset should re-establish
communication.

4.2 Cervical Procedure Screen

The Cervical Procedure Screen is used to enter the parameters for a current Cervical
session and to initiate the session.

AWarning:

The Clinician or Operator of the SpineMED® System must always make the patient
aware, prior to a SpineMED® session, if the patient feels that he/she is about to sneeze
or cough during a session, that he/she presses the Patient Hand Held Electrical
Emergency Switch or instructs the Operator to discontinue the session.

Cervical Session Settings

-
. Patient
test,test, (tes) P =
Sessions ] 10 20 0
ressive 0 L L L
Cycles: Select Angle:
Regressive -
Cyeles:
Previous Tx Angle:
Maximum (2-3kg) 0 Degrees: C1-Cz.
Tension (Ib): |5
Hold Time: &2 1
Relax Time: =3
Session can be paused: Session
Total Cycles: information - current cycle
20
VAS:
9.0
Lease T 27
X g
Comments: \yoct . test...test...test i
£
Edit Comments =
34
‘ SpineMED Connected
i] E E E E B @ 1
Action
Main Menu St ‘ ’
-
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A) Pressing t he AuBon ikbring ugfPaanew wendow do altow for searching
and selecting any patient file that has been entered into the SpineMED® Database.

-

‘ Yist of Palicnts Details for selected patient

= = 3 110 120
SpineMED Test Patient Firsi|
Last Name

bill bob 001
SpineMED Test Patient Last

Robert Smith 002 PatientID

Bert

Address

#1 - 1722 Ogilvie Street

Prince George, BC V2N
1 e] o oo o] me
'1-8()0—990-4444
[1] 2] 2]+ ][s][s]l7]la]le][olsacter] rce
EBDB fest])atierlt({l spinemed.com |

First Name LastName Patient ID

v

B) To select the appropriate patient from the database, you can either scroll down the list
of patients, or searchthed at abase by t haed/ompasttname.nTo éetectthe r s t
patient from the | ist, highlight thbtten.correct

C) Progressive Cycles are the number of cycles that the Systemw i | | Aramp upo t

Maximum Tension at the beginning of the session. The default setting is 2 cycles and is
not User modifiable.

D) Regressive Cycles are the number of cycles that the Systemw i | | Aramp downo
tension at the end of the session. The default setting is 1 cycle and is not User
modifiable.

E) Maximum Tension for Cervical procedure is calculated basedon t he patient 0s
Starting Tensions should be 4-5 Ibs. for females and 5-6 Ibs. for males. Tensions
should be increased by 1-2 Ibs. daily, until optimum tensions are reached. The
Maximum Tension should never exceed 20 Ibs. for females and 25 Ibs. for males. Most
male patients will reach a tension plateau of 15 Ibs., while females will typically reach 12
Ibs. The SpineMED® will enter the calculated Maximum Tension for the first session;
however, the Operator can modify this value.
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The SpineMED® software will alert the Operator in the event that they attempt to
increase the Maximum Tension beyond 15 Ibs. for females and 18 Ibs. for males. The
following message will appear, to confirm that the Operator does wish to exceed the
typical protocol:
SpineMED - Confirmation Dialog

The maximum tension that you have entered exceeds the
normal therapeutic range for this patient. Do you wish to
continue?

Yes Cancel

The SpineMED® software will also prevent the Operator from exceeding the maximum
recommended tensions for the patient being treated. If the Operator attempts to exceed
20 Ibs. for a female patient or 25 Ibs. for a male patient, the following error message will
appear:

SpineMED Message Center

The maximum tension that you have entered exceeds the
protocol for this patient. Please enter a suitable maximum
tension for this patient

OK

F) Recalculate: Pressing this button will calculate and reset the Maximum Tension entered
to the recommended fAStarpgatniggeidelhsi ono based

G) Hold Time is the length of time in seconds that the Maximum Tension will be held during
the distraction phase of the cycle. The default setting is 60 seconds and is not User
modifiable.

H) Relax Time is the length of time in seconds that the Minimum Tension will be held

during the relaxation phase of the cycle. The default setting is 30 seconds and is not
User modifiable.
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) Cycles: This is the total number of cycles to be administered during the session. The
default number is 20 cycles, for a total of 30 minutes (20 x 90 seconds = 30 minutes). In
the event that a session has been interrupted, and must be restarted, this field can be
modified to resume the session for the remaining period, rather than for an additional 30
minutes. The remaining period of the session will have to be restarted as a new
session, and the number of cycles for the resumption period can be calculated by
dividing the total number of minutes of the session remaining by 1.5 minutes (one
complete cycle). For example, if a session were interrupted at 12 minutes, with 18
minutes remaining, you would divide the 18 minutes remaining in the session by 1.5 =
12 cycles for the resumption session.

J) Pain Index: This is the current Pain that the patient is experiencing before this session,
rated between 0 and 10 (to one decimal point) as per the Visual Analogue Scale. You
have the option to use the drop down menutosel ect t he PRatVASdnddx,ds cur

simi Ii touch the slider on the screen.
Select Pain Index

Visual Analog Scale
0 o =No Pain 10
10 = Worst Pain Imaginable
3 v 5 v
Select ‘ l Cancel
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K) Edit Comments: This field is for any observations, or comments regarding the pati e nt 6 s
response to the session as of today. This should reflect the success of the procedure,
pati ent 6 sorunuwswmlpecarrerees. Clicking on the fEdit Commentobutton will
open a new window to enter in the comments text. You have the option to enter in
comments for this particular session, or you can create common templates for various
session comments that will be available for any future sessions. There is no limit to the
number of session comment templates you can create. These templates are designed

to save time durini the iatient session setui.
Edit Session Comments

Saved Templates

Generic Herniation Template
Generic DDD Template

Generic Facet Syndrome Template

Save Template

I Save l l Cancel ‘ Save/Update D
Template
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L) Select Angle: This function is to adjust the tilting section of the Cervical Unit. The tilting
section of the Cervical section pivots from 0 to 30 degrees to tilt the neck during
distraction. The settings required for the angle of the Cervical Spine during the
distraction, are entered into the Touchcomputer on the Cervical Procedure Screen. See
Section 5 for procedure details.

PROCEDURE ANGLES:

i Cl-C2.i e, 0 degrees
1 Cl-C2,C2-C3 ..o 3 degrees
i C2-C3n e, 7 degrees
1 C2-C3,C3-Ch ., 10 degrees
i C3-CA..ee e 14 degrees
1 C3-C4,Ca-C5 .., 17 degrees
i CA-Ch. 21 degrees
1 C4-C5,C5-Ch ..ovvvvveeeeeeriieiiiieeee, 24 degrees
i C5-Ch.nneiieieeeee e 28 degrees
1 C5-C6, CO-C7 .ovvreieeeeeeeeeeeieee e, 30 degrees
1 O G O A 30 degrees
1 O I 30 degrees

M) Mute Buzzer: Pressing this button will mute the buzzer in the Table.

N) Pause: The APauseodo button is used to pause or i
button will interrupt the session, and present you with another screen, allowing
temporary interruption of the session to adjust the patient or alter the Maximum Tension
after the session has been initiated. The Pause feature can be used five times during a
session.

0) Cancel: TheACancel 6 button is used to di sOmati nuc
aborted, this particular session cannot be resumed.
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P) Start: Touch t he A Sttabeginthesassion. oYou will be prompted with a new
screen requesting verification of the Emergency/Panic Switch before the will begin.

Cervical Session Settings

test, test, (test) Tensionin Pounds

0 10 20 30
Progressive 0+ L L L
Cyeles: Select Angle:

Regressive
Cycles:
Previous Tx Angle:
Maximum (2.3ke) o Degrees: C1-Cz

Tension (Ib): 5
Hold Time: (s=c) 1

Relax Time:

Start Panic Switch Check

Total Cycles:
-]
VAS:
9.0 Please Press Emergency Switch!
Eemaining: 100
Comments: [ ot +

Q) Emergency/Panic Switch: Before the SpineMED® will begin the session; it will confirm
the proper operation of the Emergency/Panic Switch. Immediately after touching the
ASt ar t tamessaggwlltcomeupi n a small sub PleasedPess t hat
Emergency Switch!o If the Emergency/Panic Switch is working after the patient
depresses the button, message iClick Start to Begin Session. Click Abort to Stop
Sessiono wi ll come on the screen.

R) SpineMED® Connected/Not Connected: This error message will notify the Operator if
there is a communication error between the Touchcomputer and Control Board within
the Table and the message will be circled in red as an alert.

S) Main Menu: Touch this button to return to the Main Menu Screen at the conclusion of
the session to print reports, modify patient data, or shut down the SpineMED®.

T) Trend Line Graph: The digital image of the Trend Line Graph illustrates the actual
tensions being applied (in pounds) over the session (in minutes) and will be stored
permanentlyinthePat i ent 6s Data Fil e

U) Reset: This button will reset firmware on Control Board. Use if communication between
Control Board and Touchcomputer is lost. Reset should re-establish communication.
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4.3 Reports Menu Screen

Select Patient
Select Patient
Lumbar Procedure Cervical Procedure ‘
-
# Session Date Operator ¥y -
Tensionin Pounds
0 10 20 30 40 50 60 70 80 90 100 110 T
P E R EP A S I P S P E I M
14
Settings
Progressive Cycles: Total Cycles:
Regressive Cycles: VAS: 21
Maximum Tension: (Tb)(ke) Angle: g
z
Hold Time: Infrared Heat: T
(sec) E
RelaxTime: (sec) Was Paused: =
34
Comments:
Action Reports Preview/Print "

The Reports Menu is provided to sear abal
session, or a summary report of all sessions administered to the patient on a particular
SpineMED® System. The Reports Screen is divided into two sections. On the left side,
every procedure in the database for the selected patient can be viewed and printed. On
the right side, there is a digital image of the Trend Line Graph of the selected session.

4.4  Selecting Patient Data

Select Patient
Select Patient
Lumbar Procedure Cervical Procedure ‘
-~
# Session Date Operator ¥ -
Tensionin Pounds
0 10 20 30 40 50 €0 70 £0 90 100 110 1
PP I T EPE T N TP S R PR |
14
Settings
Progressive Cycles: Total Cycles:
Regressive Cycles: VAS: 24
Maximum Tension: b)(ke) Angle: g
£
‘Hold Time: Infrared Heat: T
(cec) £
Relax Time: (see) Was Paused: =
1
Comments:
Action Reports Preview/Print 4
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A) SelectPatient: To sel ect a current patientds record:

You will be presented with a new window to search for any patient record that has
undergone a session.

List of Patients ,, Details for selected patient  Chiact
LastName Patient ID

First Name
Test

LastN: i
Test2 Test2 Last test2 st s ==
Test Last

Jeff TestPatient 11111 Patient ID
qwre 23er23 Stuart test
Address

Search By -
First Name Last Name Patient ID — 555 Noname Street

‘ Clear Filter "l;;ronto, Ontario MiM 3

@@@ @B@@@E@ P::snse)sss-‘tazl
Laflw]le e fle Pl Je e o o[- -

nooonnonoonaN

[muugmmmaum‘fﬁ (o

ngs Delete Space } Enter Select Cance
Bl = e

B) There is a scrolling bar that croédownsaedd t
search for the patientds name or wuse th
PatientlDO f or t he aut o madeetthe patert desited by touthing on
the name so that it becomes hi ghVYaugihlktee d,
returned to the Reports Screen.

C) All of the sessions completed with data for this patient record will be listed in
chronological order. To select a particular session, scroll up and down the list of
recorded sessions by touching the up and down arrows on the scroll bar image, then
touch the desired record.

D) Once a particular session has been selected, all of the pertinent data regarding this
selected session will be displayed; Progressive Cycles, Regressive Cycles, Maximum
Tension, Minimum Tension, Hold Time, Relax Time, Visual Analogue Scale for Pain
Index, Cycles administered, Angle of Distraction during session, Infrared Heat used
during the session, and Comments for this session.
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