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  IMPORTANT INFORMATION ON THE SPINAL SIMPLCITY FREEDOM DS DECOMPRESSION 
SYSTEM.  CAREFULLY READ THE INSTRUCTIONS FOR USE PRIOR TO USING THE FREEDOM DS 
DECOMPRESSION SYSTEM.  

 
Purpose: 
The Freedom DS Decompression System is a set of instruments intended to be used to perform lumbar decompression 
procedures for the treatment of various spinal conditions in a skeletally mature patient.   
 
Description: 
The Freedom DS Decompression Instruments are sterile, single use instruments. The set consists of one of each of the 
following instruments: 
 
1. Access Instrument 
 Used to gain access to the treatment zone and create a working space for the additional instruments 
2. Reamer 
 Used to access tight or collapsed interlaminar spaces less than 5mm in height 
3. Bone Removal Instrument 
 Used to remove lamina/boney anatomy 
4. Tissue Removal Instrument  
 Used to remove soft tissue from the treatment zone.  
 
Indications for Use: 
The Freedom DS Decompression System is used to perform decompressive procedures for the treatment of various 
lumbar spinal conditions.  
 
Contraindications: 
The Freedom DS Decompression System is contraindicated in patients with: 

• Grade 3 or higher spondylolisthesis 

• Infection general or local to the operative site 

• Signs of local inflammation 
 

Possible Adverse Effects: 

• Nerve root damage resulting in numbness, motor weakness, or cauda equina syndrome 

• Dural tear or dural sac damage causing cerebrospinal fluid leak (CSF) 

• Epidural hematoma or damage to epidural vessels causing hematoma 

• Cerebrospinal fluid leak (CSF) 

• Sub-acute bleed 

• Fever of unknown origin 

• New pain 

• Chemical meningitis 

• Damage to pre-existing patient implant device 

• Radiation exposure 
 

As with most surgical procedures, serious adverse events may occur and additional surgery may be required to correct 
these potential adverse events and/or outcomes. Physicians should explain the potential risk of this procedure to the 
patient  
 
Warnings: 

• Packages for the Freedom DS Decompression System should be intact upon receipt. Inspect each package 
prior to use and do not use the component if any seal or cavity is damaged or breached or if the Use By Date has 
been exceeded. Once opened, the component must be used, discarded, or returned to the manufacturer. Damaged 
packages or products should never be used and should be returned to the manufacturer. Use of damaged or expired 
product may result in injury to the patient or the user.  

• Patients with any lumbar spinal hardware and/or device or who have undergone prior laminotomy or lumbar 
spine fusion surgery should be carefully evaluated for access and appropriate visual bony landmarks prior to 
performing a decompression procedure. Performing a decompression procedure on a patient without identification 
of appropriate landmarks may result in injury to the patient.  

• Patients suspected of being allergic to any of the materials used in the Freedom DS Decompression System 
should be evaluated to determine the severity of the allergy prior to performing the procedure.  

• DO NOT allow the device to come into contact with the dura, cauda equina/nerve roots or major blood vessels 
to avoid potential injury to the patient. 

• As with all surgical procedures, appropriate protocols should be followed for patients on blood thinners 
(anticoagulants) and other medications before performing a decompression procedure.  

• Additional caution should be taken if a patient has unusual or difficult anatomy to avoid contacting, puncturing, 
or tearing the dura.  

• The physician user should be aware of a patient's history of prior treatments and/or dural punctures at the 
intended treatment level. The resulting healing from prior treatments and/or dural punctures may result in 
compromised anatomy and scar tissue around the dura.  
 

Precautions: 
Never re-use any instrument even if it appears unmarked or undamaged. Instruments are not to be re-sterilized. Reuse 
of the instruments can affect the performance of the device and may result in injury to the user and the patient. 
Reconditioning, refurbishing, repair or modification of any Freedom DS Decompression System device is prohibited.   
 
Never use components from other systems as this could result in injury to the patient or the user.  
 
The Freedom DS Decompression System should only be used by physicians that have received training. 
 
Important qualification requirements for physicians performing the procedure include familiarity with fluoroscopic 
imaging techniques and expertise in the epidural space.   
 
 
General Conditions of Use: 
The information contained in this package insert is necessary but not sufficient for the use of this device. This information 
is not intended as a substitute for the professional judgment, skill and experience of the physician in: careful patient 
selection; preoperative planning; knowledge of the anatomy and biomechanics; understanding of the material and the 
mechanical characteristics of the instruments; training and skill in decompression procedures; securing the patient’s 
cooperation in following an appropriately defined postoperative management program, and conducting postoperative 
follow-up examinations. 
 
Preoperative: 

• As part of the preoperative examination, the physician must check that no factors, especially biological and 
biomechanical, such as scar tissue or difficult anatomy, could affect patient outcomes.  

• Only patients that meet the criteria described in the Indications For Use should be selected. 

• Patient conditions and/or pre-dispositions such as those addressed in the aforementioned contraindications 
should not be selected. 

• Since mechanical parts are involved, the physician should be familiar with the various instruments before using 
the equipment and should personally verify that all parts and necessary instruments are present before the 
procedure begins. Damaged or defective instruments should not be used. Contact the manufacturer for repair 
or replacement instructions. 

• Additional sterile instruments should be available in case of unexpected need. 

• Decompression procedures should be performed under patient appropriate anesthesia. 

• Use only manual devices with the Freedom DS Decompression System.  Use of electronic devices with the 
Freedom DS Decompression System may result in injury to the user or the patient.  

 
 
 
 

Intraoperative: 

• At all times, extreme caution should be used around the spinal cord and nerve roots. Damage to nerves may 
result in loss of neurological functions. 

• Breakage, slippage or misuse of instruments may cause injury to the patient or operative personnel. 

• Do not use excessive force on any instruments.  Excessive force can lead to failure of instruments and possible 
injury to the patient or user.  

• Inadvertent movement of the instruments outside the field of vision or without adequate assurance of instrument 
placement during fluoroscopy may result in injury to the patient. 

• Freedom DS Decompression System should only be used under fluoroscopic visualization with radiographic 
equipment that provides high-quality images.  The Freedom DS Decompression System allows for bilateral 
approaches to the treatment zone and should not be used in a contralateral approach to cross the medial plane 
of the posterior spine.  

 
Postoperative: 

• The physician’s postoperative directions and warnings to the corresponding patient are important to allow 
maximum chances for a successful result.  

• The patient should be fully instructed in appropriate postoperative care. The patient’s ability and willingness to 
follow, as well as comprehension of the importance of following instructions are one of the most important 
aspects of successful postoperative healing. 

 
Sterility: 
Gamma irradiation is indicated by the “Sterile-R” symbol on the Freedom DS Decompression System labeling. These 
devices remain sterile as long as the package's integrity has not been violated.  
 
Handling and storage:  
The Freedom DS Decompression System must be handled and stored with care. Instruments should be protected 
during storage, especially from corrosive environments. 
 
Disposal:  
The Freedom DS Decompression System is designed in a way to facilitate safe disposal. The instruments are 
considered to be biohazard as they may be contaminated with blood, tissue, and/or other bodily fluids/matter. The 
instruments are to be handled and disposed of in accordance with typical medical practice and local, state, and national 
laws and regulations, along with hospital protocols and procedures. Sharp objects are to be disposed of immediately in 
a sharps container conforming to national laws. The sharp edge must not be bent or broken and should be re-sheathed 
prior to disposal. 
 
Product Complaints: 
Communicate suspected deficiencies in product quality, identity, durability, reliability, safety, effectiveness and/or 
performance directly to Spinal Simplicity, LLC. When filing a complaint provide component name(s), part number(s), lot 
number(s), your name and address, the nature of the complaint and patient case number. Sterilize and return all 
component(s) to Spinal Simplicity, LLC. Notify Spinal Simplicity, LLC immediately of any complaints and any incidents 
resulting in patient death or serious injury.  
 
 
Caution: Federal law restricts this device to sale by or on the order of a physician.

mailto:information@spinalsimplicity.com
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Symbols Glossary 
Symbol Symbol Title Explanatory Text Standard Text Standard Reference 

 

Manufacturer 

 
Indicates the 

Medical Device 
Manufacturer 

Medical devices — 
Symbols to be used 
with information to be 

supplied by the 
manufacturer — Part 

1: General 
requirements 

ISO 15223-1 
Reference #5.1.1 

 

Date of 
Manufacture 

 
Indicates the date 
when the medical 

device was 
manufactured 

Medical devices — 
Symbols to be used 
with information to be 

supplied by the 
manufacturer — Part 

1: General 
requirements 

ISO 15223-1 
Reference #5.1.3 

 

Use-By-Date 

 
Indicates the date 

after which the 
medical device is 

not to be used 

Medical devices — 
Symbols to be used 
with information to be 

supplied by the 
manufacturer — Part 

1: General 
requirements 

ISO 15223-1 
Reference #5.1.4 

 

Lot Code 

Indicates the 
manufacturer’s 

batch code so that 
the batch or lot can 

be identified 

Medical devices — 
Symbols to be used 
with information to be 

supplied by the 
manufacturer —Part 

1: General 
requirements 

ISO 15223-1 
Reference #5.1.5 

 

Catalogue 
Number 

Indicates the 
manufacturer’s 

Catalogue number 
so that the medical 

device can be 
identified 

Medical devices — 
Symbols to be used 
with information to be 

supplied by the 
manufacturer — Part 

1: General 
requirements 

ISO 15223-1 
Reference #5.1.6 

 

Sterilized 
using 

irradiation 

 
Indicates a medical 

device that has 
been sterilized using 

irradiation 

Medical devices — 
Symbols to be used 
with information to be 

supplied by the 
manufacturer — Part 

1: General 
requirements 

ISO 15223-1 
Reference #5.2.4 

 

Single sterile 
barrier system 
with protective 

packaging inside 

Indicates a single sterile 
barrier with protective 

packaging inside 

Medical devices — 
Symbols to be used 

with information to be 
supplied by the 
manufacturer — 
Part 1: General 
requirements 

ISO 15223 
Reference #5.2.13 

 

Do not re-use 

Indicates a medical 
device that is 

intended for one 
single use only 

Medical devices — 
Symbols to be used 

with information to be 
supplied by the 
manufacturer — 
Part 1: General 
requirements 

ISO 15223-1 
Reference #5.4.2 

 

Do not resterilize 
Indicates a medical 
device is not to be 

resterilized 

Medical devices — 
Symbols to be used 

with information to be 
supplied by the 
manufacturer — 
Part 1: General 
requirements 

ISO 15223-1 
Reference #5.2.6 

 

Do not use if 
packaged is 

damaged 

Indicates that a 
medical device that 
should not be used 
if the package has 
been damaged or 
opened and that the 
user should consult 
the instructions for 
use for additional 
information 

Medical devices — 
Symbols to be used 

with information to be 
supplied by the 
manufacturer — 
Part 1: General 
requirements 

ISO 15223-1 
Reference #5.2.8 

 

 
 

Consult 
instruction 

for use 

 
Indicates the need 

for the user to 
consult the 

instructions for use 

Medical devices — 
Symbols to be used 

with information to be 
supplied by the 
manufacturer — 
Part 1: General 
requirements 

ISO 15223-1 
Reference #5.4.3 

 

Keep Dry 
 

Indicates a medical 
device that needs to 
be protected from 

moisture 
 

Medical devices — 
Symbols to be used 

with information to be 
supplied by the 
manufacturer — 
Part 1: General 
requirements 

ISO 15223-1 
Reference #5.3.4 

 

 

Unique Device 
Identifier 

Indicates a carrier that 
contains unique device 

identifier information 

Medical devices — 
Symbols to be used 

with information to be 
supplied by the 
manufacturer — 
Part 1: General 
requirements 

ISO 15223-1 
Reference #5.7.10 

 
 

Prescription 
Only 

Caution: Federal 
law restricts this 

device to sale by or 
on the order of a 

physician 

Medical devices — 
Symbols to be used 

with information to be 
supplied by the 
manufacturer — 
Part 1: General 
requirements 

21 CFR 
801.15(c)(1)(i)F 

and 21 CFR 
801.109 

 

Quantity 
Custom symbol 
denotes Quantity 

per box 
NA 

 
NA 

 

Quality 
Inspection 

Custom symbol 
indicates the 

Quality Inspection 
Identification for 

the medical 
device 

NA NA 

 


