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Introduction
Dear Friends of the NUCLEUS,

We would like to take this opportunity to welcome you to the newest wave in Universal Electrophysiological

Biofeedback Systems. We hope that you are enthusiastic about joining the worldwide family of NUCLEUS Users.

It is required to read through these pages before first connecting, turning on, or using your NUCLEUS and to always keep this User Manual as a reference for future uses of your NUCLEUS. This will assist you in using your NUCLEUS.

Please read this User Manual thoroughly. Should you have any questions, please contact the representative from whom you purchased the device.

Please note the following:

1. The NUCLEUS Software will NOT be included in your shipment from the Manufacturer, BIOFEEDBACK 2014 SRL in Satu Mare, Romania. Instead, you should get the NUCLEUS Software by downloading and activating the latest version of the software from our website, www.eductor1.com. Your Broker can help you through this process if it is your first time.

2. Our experience shows that the USB cable that connects the laptop to the NUCLEUS should NOT be more than 2meters long.

3. All users of the device must be registered in our office. This ensures that you get the latest information, news and updates regarding your device. Furthermore, this revision of the NUCLEUS User Manual includes the terms of the Warranty Contract. Please take a moment to familiarize yourself with your warranty, which is automatically initiated based on the shipment date of your device.

In our never-ending search for excellence, we work closely with many of our users in the improvement and expansion of the program. If, after you are familiar with the program, you find that the program does not perform a particular function you would like to use, please feel free to drop us a line with a thorough but concise explanation of what you would us to consider adding to the program. All suggestions will be brought before the Board of Directors for consideration.

Our software, The NUCLEUS, is by far the largest and best software package in the field of Energetic Medicine today. However, it is not exempt from a few minor programming errors. Throughout the years we have found that most problems come from a faulty computer, a faulty installation of the Operating System, and in most cases from inappropriate computer maintenance.

We urge you to try to get the best possible training regarding the use and applications of our system. The better you know our system the more benefit your clients are going to have. Please see our website www.eductor1.com for more information. Our system is the most sophisticated tool in the market but it can only perform as good as the therapist who handles it.
Welcome to the cutting edge in Universal Electrophysiological Biofeedback!!
	ATTENTION!

Selling of NUCLEUS device is restricted only to practitioners with appropriate training, or to hospitals.


Yours faithfully,

BIOFEEDBACK 2014 SRL’ Team
Copyright

This user manual is the intellectual property of BIOFEEDBACK 2014 SRL. Any form of reproduction, partial or total use thereof is permitted only with the written consent of the company.

This user manual has been prepared on the basis of BIOFEEDBACK 2014 SRL, in accordance with the current level of knowledge. BIOFEEDBACK 2014 SRL reserves the right to revise or amend schemes or any other details manually without customer notification. For any change, the revised document will be made available to the competent authorities.

BIOFEEDBACK 2014 SRL can not provide any guarantees regarding information from other sources and accepts no responsibility if they are used.

User of NUCLEUS device is not authorized to replace any accessory or component thereof, except those described in this user manual, for conducting current maintenance operations.

	NOTE:

On request, send to BIOFEEDBACK 2014 SRL by e-mail (www.eductor1.com – contact us), we can send to you this manual on paper form within 7 calendar days at no additional cost to the user. 



	NOTE:

Our website, www.eductor1.com, where you downloaded this manual fulfil requirements of personal data protection, according to Directive 95/46/EC on the protection of individuals with regard to the processing of personal data and on the free movement of such data. 




	WARNING:

Using the device for patient is performed only uses battery as power source. 




Part. 1 – Brief History of Biofeedback 

Edmund Jacobson in 1908 developed the progressive muscle relaxation technique (1958). Although most of his research on the conditioning of muscle relaxation was conducted 50 years ago, it remains relevant. For example, most therapeutic applications of biofeedback include the use of a systematic relaxation technique.

Although Jacobson's system has been modified over time, his ideas and research methods have much to offer clinicians and researchers. Based on an interview reported by McGuigan, he may have been the first researcher to use medical instrumentation to provide feedback about physiological responses (Jacobson and

McGuigan 1978). His procedure, employing a prototype of modern biofeedback instrumentation, involved an individual observing an oscilloscope to determine the level of tension in his forearm extensor muscle. Later, Wolpe (1973) modified Jacobson's technique and popularized it as part of the systematic desensitization procedure.

In 1958, Kamiya (1969) began to study the changes in Consciousness that accompanied variations in EEG alpha rhythm of human subjects. He developed a discrimination conditioning task in which a bell was rung periodically and the subject was requested to indicate if he had been generating EEG alpha just prior to the auditory stimulus. Many subjects were able to learn this task and this led to further research of alpha rhythm control. Kamiya and his associates later discovered that subjects could suppress alpha when given auditory feedback concerning its presence or absence. Although the initial claims of alpha wave trainers were found to be exaggerated, research by Kamiya and others continues and may eventually lead to the development of more effective clincial methods. Due to the unpredictability of the results so far, the clinical utility of EEG alpha rhythm training remains problematic (Miller, 1974).

Ancoli and Kamiya (1978) reviewed several areas of controversy surrounding EEG biofeedback. For example, one unresolved issue is whether or not the reported increases in EEG alpha are due to reductions in visual and oculomotor responding. Ancoli and Kamiya reviewed 45 different EEG biofeedback studies from 1968 to 1976 and concluded that a majority of the studies suffered from methodological weaknesses.

They believed that many negative results occurred because training times were too short and experimental conditions were not optimum. They suggest that, in the future, researchers should employ at least 4 training sessions, use continuous feedback with quantitive progress scores and use experimental trials which have a duration of at least 10 minutes.

One of the intriguing areas of investigation concerns the search for empirical validation of visceral or smooth-muscle operant conditioning. Since 1938, when Skinner could not demonstrate operant conditioning of the vasoconstrictory responses, researchers have been interested in this area of learning.

Neal Miller and his colleagues most notably, (the late Leo DiCara) have been involved in research on instrumental autonomic conditioning in animals for a number of years. In 1968, DiCara and Miller observed that curarized rats could learn to avoid a shock by lowering their heart rate. Miller's attempts to replicate this finding in subsequent years, however, met with frustration. Nevertheless, during this time other investigators showed that visceral conditioning, through the use of feedback techniques, could be demonstrated in man (Miller and Dworkin, 1974).

Whether or not Miller's original findings were artifactual or due to complex interactions of variables are still undetermined. There is no doubt, however, that the publication of his early research on visceral conditioning in animals did much to stimulate others to investigate similar issues in man, and more sophisticated biofeedback techniques were developed.

 Although less well known, H D Kimmel (1960) spent years investigating instrumental conditioning off the autonomic nervous system (ANS) in man. Stimulated by results of earlier experiments in conditioning of the galvanic skin response (GSR), Kimmel and his students found that subjects' GSR's could be conditioned using pleasant odors. Kimmel (1974) summarized the research up to 1967, including 16 studies of GSR, five of heart rate and three of the vasomotor response. Results of all these studies supported the contention that the ANS could be modified through operant conditioning.

These findings were criticized by Katkin and Murray (1968) who argued that such results may be due to skeletal mediators and have still obtained positive results. For example, Lang and Melamed (1969) were able to condition aversively a 9-month-old child who suffered from ruminative vomiting. In addition, Frezza and Holland (1971) demonstrated that human salivation can be instrumentally conditioned.

Subsequently biofeedback procedures were applied to clinical problems. In 1973, two innovative therapy procedures were developed which are widely used today, with certain technical refinements. Elmer and Alyce Green (1977) developed a clinical protocol for thermal feedback training. They used peripheral skin temperature as a measure of vasodilatation and combined skin temperature feedback with Schultz and Luthe's (1969) "Autogenic Training". Sargent, Green and Walters (1972) applied temperature biofeedback training to treat migraine. Clients were taught to increase the warmth in their fingers (vasodilatation) while decreasing the temperature of their foreheads (vasoconstriction). They found that almost 75 percent of the subjects were able to decrease both the duration and intensity of migraine attacks. Later studies have confirmed these results.

While the Green's were developing their therapy technique for migraine, Thomas Budzynski (1973) and his associates at the University of Colorado developed a feedback technique to treat muscle contraction (tension) headaches. They used EMG training to teach clients to reduce the tension in their frontalis (forehead) muscles. Their results showed that average muscle tension levels dropped from 10 to 3.5 (microvolts) and headaches intensity was reduced over the 16-week training period. Two control groups of headache clients were employed in the experimental design; one group received "false" or pseudofeedback and the other group received no feedback at all. Neither of these groups improved as much as the EMG therapy group. Since then, the results have been somewhat mixed regarding the effectiveness of EMG biofeedback compared with simple relaxation methods.

The clinical research which has been reviewed thus far has involved procedures where feedback is used to reduce muscle and blood vessel contraction ("physiological arousal"); however, a technique to increase muscle contraction (a form of EMG biofeedback training) has existed for almost 25 years. John Basmajian's (1979) early research, first published in 1963, indicated that clients can increase the functioning of single motor units through the use of EMG biofeedback. Even earlier, Marinacci and Horande (1960) demonstrated that EMG feedback could be applied to improve neuromuscular functioning in several disorders. Basmajian and his colleages have designed speciallly constructed biofeedback instruments for use in rehabilitation, e.g., a miniatue EMG feedback device. They have applied such instrumentation to various disorders including paralytic foot-drop. There is significant difference between the EMG units used in rehabilitation and those adapted for use with psychophysiological disorders. The biofeedback units employed in rehabilitation are designed to transmit information about single motor units or the functioning of a specific muscle. Most of the EMG units used to enhance relaxation, however, summate the bioelectrical information of a particular muscle group. The resulting feedback is somewhat less specific.

Prior to 1970, relatively few studies were conducted using biofeedback techniques. Since then, however, hundreds of investigations have been done and the accumulation of data has been impressive. For this reason, BSA task forces were developed to survey the current literature and summarize the current status of biofeedback as a therapeutic technique in a number of areas including: psychophysiological disorders (Fotopoulos and Sunderland, 1978), gastrointestinal issue (Whitehead, 1978), vasoconstrictive disorders (Taub and Stroebel, 1978), muscle tension headache (Budzynski, 1978) and others.

In 1989 Nelson proposed and proved that biofeedback need not be just a conscious or verbal process. By biofeedback transcutaneous interaction with the body electric or CNS (central nervous system) the system can autofocus TVEP (transcutaneous voltammetric evoked potential) stimulation. The NUCLEUS device was designed to do biofeedback transcutaneous interaction to the client’s CNS.

In summary, individuals in certain circumstances can learn to control various physiologic processes as a result of biofeedback training.

Part. 1.1 – Neuroanatomical and Physiological Basis of Biofeedback

Neurophysiologists and clinical neurologists are aware of the fact that the brain acts as a CNS whole unit and that the functioning of each and every part of it affects the performance of most of the other parts. Clearly, however, certain areas are more closely allied than others by anatomical or physiological links. Also, there is a localization of function such that the different regions of the brain are specialized for certain activities and although their role can be substituted to a certain extent, they operate most effectively only when carrying out their particular function. Broadly speaking, the tasks of the brain can be divided into three great categories:

1. The reception of stimuli (this is the sensory system)

2. The association of stimuli and the analysis of perception of incoming stimuli

3. The motor response to those stimuli, or the autonomic response to internal and external stimuli.

This is the end of a very brief history of Biofeedback. If you are interested in researching this topic further there is numerous information available. 
Part. 2 – Precautions and warnings 
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	ATTENTION: 

Do not use the NUCLEUS device, if you have suspicions regarding its proper functioning!

Do not use the NUCLEUS device in locations where are explosive or flammable substances. Flammable anesthetic substances or gases resulting from oxidation, such as nitrous oxide [N2O] and oxygen should be avoided!

Before using the NUCLEUS must ensure that flammable solvents and solutions used for cleaning and disinfection was evaporated completely. You also need to pay special attention of ignition of endogenous gas!
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	ATTENTION: 

Only use the power supply provided with the NUCLEUS device; use of other elements can damage the device!

Connect the NUCLEUS device only with the USB port of your computer!


[image: image28.emf]

Read all instructions, cautions and warnings before use. The NUCLEUS Universal Electrophysiological Biofeedback System is intended only for use by practitioners with appropriate training or by qualified medical personnel. The NUCLEUS Universal Electrophysiological Biofeedback System is not intended for use as the sole method of treatment of diseases listed in Chapter 3 of this manual and can not substitute for approved medical opinions.

[image: image29.emf]

Patient and User Safety - Warnings             
WARNING: The NUCLEUS Universal Electrophysiological Biofeedback System obtains bioenergetic informations from the unconscious patient and is used to relieve symptoms of medical conditions listed in Chapter 3 of this manual and can not substitute for approved medical opinions, regarding their treatment.

WARNING: Keep the NUCLEUS device away from children.

WARNING: Users must verify the NUCLEUS device, ensuring that it is sufficiently clean before each use.

WARNING: People with implanted electronic equipment, such as pacemakers and intracardiac defibrillators, must not be treated with NUCLEUS device.

WARNING: Pregnant women should not be treated with NUCLEUS device during the first trimester (12 weeks).

WARNING: Therapy should not take place while the user is connected to high-frequency surgical equipment. It may cause burn injuries on the skin under the electrodes, as well as problems with the stimulator.

WARNING: Do not use the NUCLEUS device in the vicinity of shortwave or microwave therapy equipment, since this may affect the output power of the device.

WARNING: The personal computer (as a part of NUCLEUS device) must not be situated closer than 1.5 m from a patient.

[image: image30.emf]

Maintenance of NUCLEUS Device – Warnings            

WARNING: Do not immerse the NUCLEUS device in liquid and do not allow it to become wet, so that the liquid to drain.

WARNING: Do not attempt to sterilize the NUCLEUS device by means of dry heat or wet.

WARNING: Before cleaning, disconnect the NUCLEUS device from your computer.

WARNING: Electromagnetic Interference (EMI) can affect the proper performance of the NUCLEUS Universal Electrophysiological Biofeedback System device. It can return to normal operation by eliminating the source of interference.

WARNING: Do not attempt to open, disassemble or service the unit. Do not crush, puncture, short external contacts, and not remove them in fire or water. Do not expose to temperatures higher than 550C.

WARNING: Examine the presence of faults in power cables and components. In case of any defect, do not use the NUCLEUS Universal Electrophysiological Biofeedback System device, until its replacement.
WARNING: To reduce the risk of fire or electric shock, use only accessories recommended and do not expose the NUCLEUS Universal Electrophysiological Biofeedback System device, to rain or moisture. Do not disassemble; device contains no parts that can be repaired by the user. For troubleshooting, call service personnel of BIOFEEDBACK 2014 SRL qualified or authorized personnel by the BIOFEEDBACK 2014 SRL.

WARNING: Use only accessories and spare parts supplied by BIOFEEDBACK 2014 SRL; use of other ccessories than they, can reduce the operational safety of the NUCLEUS Universal Electrophysiological Biofeedback System device.

WARNING: It is not permitted any modification of these devices.

[image: image31.emf]

Use of NUCLEUS Device – Warnings   
WARNING: Is forbidden the use radio transmission equipment, mobile phones, etc., in the vicinity of the NUCLEUS device, because it can affect the performance.

Part. 3 – Objectives  

This User Manual is created by the manufacturer, BIOFEEDBACK 2014 SRL. It supplies the basic information and operation of the NUCLEUS software and device interface. This manual does NOT provide medical interpretation or medical advice in any way.

This is a basic User Manual instructing the user on how to get started with the device and basic important information.

There are navigation manuals available, to instruct you to navigate by panels and windows software. We suggest using only navigation manuals approved by BIOFEEDBACK 2014 SRL. Please be wary of manuals that are not approved by our company.

Any statement within the manual is not intended to indicate a medical claim or diagnosis or therapy facility for a specific condition. The use of any facility described should not be considered as approaching or substituting in any way for medical advice, diagnosis or therapy. Clients and users of the NUCLEUS should exercise due diligence in ensuring that they are informed and consult with a licensed healthcare practitioner.

Any statement within the manual is not intended to indicate a diagnostic claim. Only a licensed diagnostician can diagnose with any information available under the diagnostician’s expertise. The device is for medical biofeedback therapy only. The device is intended for stress detection and stress reduction biofeedback therapy.

In all locations, independent of any specific wording or terminology, the NUCLEUS system is designed with the sole purpose of:

· Assisting in facilitating the assessment and evaluation of stress that may be relevant to the client’s wellbeing;

· Assisting in facilitating awareness within the organism of stress to help in the mobilization of the client’s stress reduction resources.

Part. 4 – Indications for use  

The NUCLEUS medical device is indicated for use as a Universal Electrophysiological Biofeedback System. The Universal Electrophysiological Biofeedback System is made up of the following Seven Universal Items which are functions of the NUCLEUS device:

1. Stress Reduction and Lifestyle Stressors Questionnaire;

2. Simple EEG [electroencephalography measuring volts] biofeedback brain wave stress reduction;

3. EMG [electromyography measuring volts and amps] biofeedback for simple reeducation of muscles;

4. GSR [galvanic skin response measuring resistance] biofeedback and TVEP [transcutaneous voltammetric evoked potential] biofeedback (electrophysiological reactivity).

Since GSR biofeedback requires a microcurrent voltammetric stimulation to measure GSR, and then the microcurrent has the following secondary functions as performed through the biofeedback loop:

5. Microcurrent Transcutaneous electro nerval stimulation (MENS) for pain reduction in the cybernetic biofeedback loop;

6. Trauma or wound healing and electro-osmosis in the biofeedback loop;

7. Global Voltammetric Charge Stability (Hydration, Oxidation, Proton balance) in the biofeedback loop;

All of these functions combine to form a Universal Electrophysiological Biofeedback System for the following treatments:

a. the detection of stress and reduction of stress,

b. the treatment of injury, muscle weakness, dystonia,muscle tension and/or muscle spasm through muscular re-education,

c. the reduction of pain (MENS [microcurrent transcutaneous electro nerval stimulation]),

d. the healing of trauma and/or wounds,

e. measurement and rectification of the following terms: charge stability which is EEG Volume, (a measurement of EEG Voltage and Amperage over a course of time); skin resistance (hydration impedence of the transcutaneous resistance of the skin); and redox potential (electrophysiological changes during respiration). Collectively these are measurements of VARHOPE (voltage, amperage, resistance, hydration, oxidation, proton and electron pressure).

The NUCLEUS medical device device is for biofeedback use only. All claims are for biofeedback only.
Part. 4.1 – Clinical benefits  

· The procedures carried out with the Universal Electrophysiological Biofeedback System NUCLEUS in order to reduce the stress, depression and anxiety are extremely efficient and safe; the benefits for patient being represented on the one hand by the reduction improvement of depression, anxiety and reduction of stress, on the other hand, as a consequence, by the improvement of certain medical disorders, including the pain associated with them
· The major benefits of using the Universal Electrophysiological Biofeedback System NUCLEUS consisted in significant improvement of the pain felt by the patients with muscular dystonia and / or with muscle contractures, when the procedures are associated with the standard treatment (physiotherapy, kinetic therapy, treatment with medication)
Part. 4.2 – Performance characteristics  

· The Universal Electrophysiological Biofeedback System NUCLEUS is particularly effective in improving the condition of the patients, with positive influences on their quality of life
Part. 5 – Contraindications and precautions  

Part. 5.1 – Contraindications   

· Do not use on patients with epilepsy or a history of epilepsy.

· Do not use this device with a pacemaker.

· Do not use on patients with electrical hyper reactivity.

· Do not use over irritated, inflamed, red or broken skin.

· Do not use on pregnant women.

· Do not use on children under 3 years of age.

· Do not use on patients who are under the influence of drugs or alcohol.
Part. 5.2 – Precautions   

· Do not allow the metal part of the limb harnesses to directly touch the skin. Otherwise it may appear: irritation of skin
· Use caution with psychotic clients or clients with histories of electro-shock. Otherwise, the medical condition may worsen

· Use this device with a laptop on battery mode free from wall current or with a medically safe surge protector. Otherwise, the patient and / or the user may be electrocuted

· Clean the harness after every use (especially when there is a suspicion of infection). Otherwise it may appear: irritation/contamination/infection of skin
Part. 5.3 – Undesirable side effects  

Post-market surveillance shows that some patients have experienced these undesirable side effects:

· A slight feeling if light-headedness after a session. Please note that this may be due to the patient’s own health such as high blood pressure or the sudden standing up after being in a relaxed, reclined position during the session. If this feeling feels in any way abnormal or of a concern, then the patient should see their primary healthcare practitioner.

· Through biofeedback transcutaneous interaction with the CNS the NUCLEUS device may induce an autonomic nervous system cascade that can lead to a vasovagal crisis. The patient might sweat excessively, report nausea and dizziness. If this occurs, place a cool wet rag over the eyes gently with light pressure, tell the patient to relax breathe deeply, and wait about 5 to 10 minutes for the vasovagal storm to pass. In extreme cases there might be syncope.

· Some patients are highly sensitive to certain plastics, rubbers, or metals. These are usually people who do not wear a lot of jewellery and who do not use a lot of lotions or perfumes. Some patients have noted a slight redness of skin where the harnesses were connected to the patient. If this of concern, then the patient should consider returning for another session until they see their primary healthcare practitioner.

[image: image2.emf] Any serious incident that has occurred in relation to NUCLEUS  medical devices should be reported to BIOFEEDBACK 2014 SRL  and the competent authority of the Member State in which the user and/or patient is established
Part. 6 – Symbols  
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	Manufacturer
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	Year of manufacture
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	Means that is absolutely necessary for the user to read the user manual before use
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	Conformity with European Directive 93/42/EEC
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	Type BF piece with application to the patient
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	Serial number of the device
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	Product reference
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	The logo of the European Union on waste electrical and electronic equipment. Allow return for proper disposal
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	Thermal limits
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	Humidity limits
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	Do not use if package is damaged
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	Keep out of the rain and not to store it in damp conditions
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	Fragile
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	Recycable packaging


Part. 7 – The operating environment of the NUCLEUS medical device  

To ensure proper operation of the NUCLEUS medical device, please check and make sure that at the point of use, are met the requirements below:

Protecting the patient and the user is absolutely necessary and a requirement of the legislation. Injuries can be caused from two sources, but can be avoided by using computer battery without being plugged in the socket, or using a medical protective against voltage:

· A short circuit when current is directed towards the earth by the customer;

· Surge and lightning.

They may not happen when the computer only uses battery as power source. However, a battery is drained quickly (an hour or two). Therefore, it is practical to work connecting to the mains, which means that we must use a protector.

A protector is known as "medical transformer". Protecting the patient and the user can be provided using the following specific components:

· Short circuit: RCD (Residual Current Device) or ELB (Earth/Ground Leakage Protector), available;

· Lightning / mains power supply: a protective plate, available at specialty stores.

Please use the NUCLEUS medical device with a computer that only works with battery, without being directly connected to AC power source

The power supply of the NUCLEUS medical device
Voltage:

 5V DC (USB Port) ± 10%

Intensity: 

0,5A

Temperature and humidity during use

The space where the EDCUTOR medical device is used shall be provided with air conditioning or heating system, so the device to operate within the limits of 10 - 350C.

Humidity: 

30 – 75 % at 250C.

Lighting

Lighting of the space where is used NUCLEUS medical device must provide optimum visibility to the user.

Chemical and flammable substances

All gases that are flammable or combustible or favors that and are used in space where the NUCLEUS medical device is used must be stopped during scanning / therapy. Substances, cleaning solvents or other chemicals must be stored in separate areas to avoid their self-ignition. Do not use the NUCLEUS medical device, along with devices that provide oxygen to patients with respiratory disorders.

Interference with other electronic devices

For optimum performance, it is recommended that all electronic devices such as cell phones, radios or other devices of this kind, to be at a distance of at least 1.5 meters. This reduces the potential for external interference. However, it is possible to keep the computer in a radius of 1.5 meters, if the Wi-Fi option is disabled.
NUCLEUS medical device is designed to be used in typical domestic or clinical environments and is approved according to EMC safety standard of EN 60601-1-2.

	Electromagnetic compatibility

	The NUCLEUS device is intended to be used in the electromagnetic environment specified below. The user should make sure it is used in this environment

	Emmision trial
	Level test EN 60601
	Compliance
	Electromagnetic environment – Guide

	Electrostatic discharge EN 61000-4-2
	± 8 KV contact

± 15 KV air
	± 8 KV contact

± 15 KV air
	The support should be wooden, concrete or tile. Ifthe support is covered with a synthetic material; therelative humidity should be at least 30%.

	Far transient bursts

EN 61000-4-4
	Not applicable
	Not applicable
	Without SIP/SOP ports provided with a cables longer than 3 m

	Voltage shocks

EN 61000-4-5
	Differential

mode ±  1 kV

Common

mode ±  2 kV
	Differential

mode ±  1 kV

Common

mode ±  2 kV
	The main power supply quality should be one of a traditional commercial or hospital environment

	Dips, brief outages and

power voltage variation

EN 61000-4-11
	• <5% UT - for

10 ms

• 40% UT - for

100 ms

• 70% UT - for

500 ms
	• <5% UT - for

10 ms

• 40% UT - for

100 ms

• 70% UT - for

500 ms
	The main power supply quality should be one of a traditional commercial or hospital environment

	Magnetic field with the

network frequency

(50/60 Hz) 

EN 61000-4-8
	30 A/m
	30 A/m
	The magnetic field with the network frequency should be at a characteristic level of a location in a traditional commercial or hospital environment

	Conducted RF

EN 61000-4-6

Radiated RF

EN 61000-4-3
	3 Vrms

150 kHz to 80 MHz

10 V/m

80 MHz to 2.7 GHz
	3 Vrms

150 kHz to 80 MHz

10 V/m

80 MHz to 2.7 GHz
	Portable and mobile RF communication devices should not be used at a distance from the standard device NUCLEUS including the cables, lower than the recommended separation distance, calculated with the applicable formulas depending on the emitter frequency.

Recommended separation distance

d = 1.16 √ P

d = 1.16 √ P 80 MHz to 800 MHz

d = 2.33 √ P 800 MHz to 2.5 GHz

where is the maximum rated output of the transmitter in watts (W) by the transmitter manufacturer and d the recommended separation distance in metres (m).

The field levels emitted by the fixed RF transmitters, determined by an electromagnetic measurement of the sitea, should be lower than the compliance level in each frequency band.
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Interference may occur in the vicinity of the devices bearing the following symbol:




Part. 8 – Description of NUCLEUS medical device 

The NUCLEUS medical device is a universal electrophysiological biofeedback system. NUCLEUS coordinates complex electro-modal biofeedback software for your computer, to obtain bioenergetics information from the unconscious patient. Information is obtained through electrodes placed on the head, wrists and feet, which gives an accurate picture of the condition of the patient. Information is selected and listed by NUCLEUS medical device in order of scores of response and stressors and are analyzed in stress reduction hearing.
The NUCLEUS medical device uses low frequency currents.

Its components are:

· Transmitting and receiving of Biofields device, NUCLEUS;

· Electrodes / harness (see below);

· Cable to connect the NUCLEUS to your computer/ LAPTOP;
· A software installed on a computer.
Transmitting and receiving of Biofields, NUCLEUS
NUCLEUS device consists of a case made of ABS type comprising:

- A main board with contains power and control modules.
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	NUCLEUS device – Left side panel
	NUCLEUS device – Front view
	NUCLEUS device – right Side panel
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              NUCLEUS device – Top panel
                                                                              
The power unit is via USB-to-USB cable, from the computer (5V DC).

On the front panel is placed LCD screen Smart Display (5.7 inches) and on the rear panel are jacks for connecting the device to the computer (USB) and jacks for connecting the electrodes to the patient. (LIMB - for feet, hands, HEAD - forehead). Also on the rear panel, is ON / OFF switch.

The device is controlled by computer through software installed in it.

Harnesses for hands / feets / forehead:
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                      Harness for Hands/Feets, SCM-E
                                                           Harness for Forehead, SCC-E
The limb harnesses, SCN-E are designed to be comfortable and flexible to use, while mantaining a high quality level. This harness is unique in the market today, not only because it offers you simpler ways of working with a patient, but because it is using the highest quality in materials and further maintenance.

The metal part is covered so the risk of bruises, sore or blisters when working with patients with electrical hyper reactivity is eliminated.

The new design of the harness will make it more comfortable for you to deal with the patient during the biofeedback session. The cables that connect the plug to the straps are now made from a flexible, more resistant and soft material. Also, you will notice that the bananas are painted the four colors that you have become very familiar with, red, blue, yellow and black, colors that indicate which extremity to connect the strap to.

The length can be adjusted according to your needs.

The connection of the straps to the cables is made through banana plugs. This way, if during the session your patient needs to be disconnected from the harness for any reason, you can do so with a simple click:

Harness, SCC-E, is applied on patient forehead.

With VGA SCART socket, connect the electrodes to the NUCLEUS medical device is simple and quick.
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You can either remove the strap or unplug it, as seen in the pictures below:

	[image: image10.jpg]i ,\\ il

/
7

)





	[image: image11.jpg]4

77

,,

i
\\!

) ..,,,../,

AN
.;;;mjff; ¢

\ WAL
BRI
LALLM LT
. ) ‘&-MJ

o
T
2 e o

)

T







The NUCLEUS medical device detects the difference between the input signals and output at different frequencies and associated computer program selects standards (models) closest to registering. The measurements depend on the quality of the equipment and diagnostic accuracy depends on compliance with statistics (standards).
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USB-to-USB Cable to conect NUCLEUS medical device to your computer / LAPTOP

[image: image48.emf]All components are placed SAMSONITE LAPTOP BAG, Exact design May differ
Part. 8.1 – Principle of operation
Each organ and each cell has its own frequency or "electromagnetic signature", and by collecting huge amounts of data from tens of thousands of patients, we found the normal frequencies for each organ. Viruses, bacteria and diseases alter organ specific frequency, and thus the device can make a fairly accurate diagnosis. Also viruses, bacteria and pathogens have their own frequency (electromagnetic signature) and their presence in the body can thus be detected by the NUCLEUS medical device.
Part. 8.2 – Clinical benefits

· Electro-medicine, or healing with electromagnetic field covers non-invasive therapy without side effects

· Special comfort for the patient
Part. 8.3 – Performance characteristics

Neurophysiologists and clinical neurologists are aware of the fact that the brain acts as a CNS whole unit and that the functioning of each and every part of it affects the performance of most of the other parts. Clearly, however, certain areas are more closely allied than others by anatomical or physiological links. Also, there is a localization of function such that the different regions of the brain are specialized for certain activities and although their role can be substituted to a certain extent, they operate most effectively only when carrying out their particular function. Broadly speaking, the tasks of the brain can be divided into three great categories:

1. The reception of stimuli (this is the sensory system)

2. The association of stimuli and the analysis of perception of incoming stimuli

3. The motor response to those stimuli, or the autonomic response to internal and external stimuli.

Part. 9 – Installation of NUCLEUS medical device
BIOFEEDBACK 2014 SRL staff that provides service or its authorized representatives can provide assistance in installing / adjusting NUCLEUS device.

Please do not unpack the NUCLEUS device from the package, do not install or adjust the device before reading the present chapter. If you have questions regarding installing / adjusting device, contact qualified personnel of BIOFEEDBACK 2014 SRL.
Part. 9.1 – Unpacking
Carefully unpack the package and check its contents. The packaging has been specifically designed to ensure optimum protection of the NUCLEUS medical device during transport; however, if a certain part is damaged or missing, do not use the device; contact BIOFEEDBACK 2014 SRL. Keep the original package for the eventual return of the NUCLEUS, if unforeseen events occur that require repair or service it.

Inside the box you will find the following:

	NUCLEUS medical device  
	1 piece

	Limb harnesses, SCM-E
	1 set

	Forehead harness, SCC-E
	1 piece

	USB-to-USB Cable 
	1 piece


Part. 9.2 – Cleaning and decontamination of NUCLEUS medical device before use

The NUCLEUS medical device, as well as its accessories, is supplied in non-sterile condition. Cleaning the harness is required before using the device.


WARNING: Some decontamination methods can lead to increased wear of the NUCLEUS medical device. Check the device / harness and electrodes before use for signs of wear.


                 WARNING: Using other accessories or power cords than those provided by BIOFEEDBACK 2014
                 SRL can damage the NUCLEUS medical device.

WARNING: Examine the presence of faults in the power cable and components. In case of a defect, do not use the NUCLEUS medical device, until they were replaced.

To clean the device and harness / electrodes, use a cloth dampened with soapy water, 70% isopropyl alcohol and 10% chlorine bleach diluted in distilled water, benzoic tincture, Betadine®, phenolic germicidal agent Matar® (0.5 oz.: 1 gal. of deionised water) or chlorhexidine. You can also use normal household disinfectants and wipes. Betadine® and Matar® are trademarks of their respective owners. 

Part. 9.3 – Connecting the NUCLEUS medical device to the PC

The NUCLEUS medical device connects to your computer via USB-to-USB cable on the front of the device (see Part. 7 of this manual).
Part. 9.4 – Moving of NUCLEUS medical device

The NUCLEUS medical device is easy, being portable; It can be located and conveniently positioned near the treatment area [for example, may be placed on a table].

Before moving the NUCLEUS medical device, make sure that the following conditions are met:

· The device is off;

· All accessories and cables are disconnected;

· If you place the NUCLEUS medical device on a table or other support, make sure that they are fixed and not subject to shocks, vibration or other uncontrolled movement.

Part. 10 – Computer specifications for the EDUCTOR1 v.2.0
Part. 10.1 – Cache and RAM (Random Access Memory)

The difference between the different CPUs (Central Processor Unit) is the speed, and the cache (The memory built into the processor itself). An AMD* CPU normally will perform faster than an Intel** CPU at the same speed. The Celeron*** CPU normally has less cache.

The ‘EDUCTOR1 v.2.0’ software will first look for the space it needs to perform in the cache memory, this is extremely fast. If it does not find enough space it will go to memory built into the memory on the motherboard, slower but still fast (This is the RAM). If it still does not find the space there it has to go the hard drive (Slow) and execute the instructions. This however will only happen with the ‘EDUCTOR1 v.2.0’ software at very low RAM (e.g. 512 Mb). Thus the program may run but slowly. However, this is NOT recommended at all.

The ‘EDUCTOR1 v.2.0’ software is a large application program running in real time. The Operating System ‘Windows’ does not run in real time. The ‘EDUCTOR1 v.2.0’ software sends a signal to the box then box starts to generate the appropriate frequencies and then this is showed on the LCD screen. The ‘NUCLEUS’ includes its own processor to be able to do this, thus the CPU of the computer is free.

The computer needs a high resource capacity, because the ‘EDUCTOR1 v.2.0’ Software Database (the core of the program), uses a lot of power.. Other aspect is the image generated animations; these require a lot of resources. The specifications focus on the RAM but ‘Cache’ must be taken into consideration.

Part. 10.2 – Computer specifications
It is advisable to dedicate a laptop to the program. However, if this is not possible then it is highly recommended that no other programs of medical nature be installed as conflicts have been reported in the past. It is advisable to only install the recommended software and to follow the ‘Computer preparation’ instructions.

· It is recommended to have an Intel Core CPU (Core i7 duo) with a speed over 2 GHz. Try to avoid Celeron, because of the less ‘cache’ factor.

· The program itself requires about 8 GB of hard drive space for installation. Always maintain at least 20 GB free in the hard drive so that regular maintenance can be carried out. 4 GB of RAM is the minimum recommended but more is better.

· The ‘NUCLEUS’ has a USB3 port. You may be connected directly using a USB3 cable. To install the USB3 Cable, please see the page “USB – to – USB Cable Installation Instructions.”

· Monitor TFT/XGA****: Pixel size must be set at 1280x1024 or higher for optimum viewing of the ‘NUCLEUS’.

· Video and Sound cards are required with a minimum 128 MB memory available.

· The Operating Systems needed is ‘Windows 10’, any version is recommended.

_______________________________

**** TFT/XGA: Thin Film Technology / Extended Graphics Array, which allows displaying up to 65000 colors.

Part. 11 – Computer preparation for the EDUCTOR1 v.2.0
It is recommended to follow these procedures before the ‘EDUCTOR1 v.2.0’ software has been installed.

· Setting up your Display: For Windows 10, go to the Desktop / right click / click on “Display settings”. Set the ‘Screen Resolution’ at 1280 x 800 pixels or bigger if you have a 15 inch screen. 
· Empty the ‘Recycle Bin’ and restart the computer.

Disclaimer: This document for guidance only. BIOFEEDBACK 2014 SRL is not responsible in any way for any damages, file lost or otherwise, caused or derived from or as a result direct or indirect of this information.

Once the EDUCTOR1 v.2.0 software has been installed and activated as well as the recommended programs installed it is advisable to execute this routine so that the computer stays tuned up to better run the ‘EDUCTOR1 v.2.0’ software.
Part. 12 – Installation & Activation of the EDUCTOR1 v.2.0 software

Please read thoroughly before loading the ‘EDUCTOR1 v.2.0’ software program into your computer.

The most current version of the ‘EDUCTOR1 v.2.0’ software is always available on www.eductor1.com. These instructions specifically relate to the most current version of the program.

Furthermore, there are numerous Video Tutorials available on https://support.eductor1.com for easy reference on the Installation and Activation Procedures.

Part. 12.1 – Online activation

In order to provide a more professional service we activate each device ourselves, and test it before you start working on them. To do this, first you have to download the software that will be activated at convenient time. But first you have to download the most recent version of our software. Here are the steps you have to follow for download, installation and activation.
1. Download the installation file from the following link http://138.68.102.234/eductor1.zip
2. The website will promt you to insert your credentials. Username: “user”   /  Password: “NUCLEUS”
3. Yor download of the file called “eductor1.zip” will start automatically. 
4. Open your computer, extract the software in the root directory of your computer, usually on drive C. The file is a zip format, it is recommended that you use an external, such as  7zip (free), WinZip or WinRar. (the basic unzipping program of windows can not handle large files properly).

5.  Activation of the software will follow online, you have to call the following phone number +40 773 944 399 between the hours of 9am and 3pm EST (Eastern European time, UTC/GMT + 2 hours), and one of our representatives will access your computer remotely and activate the software. Please download and install a Teamviewer by opening the following link: https://download.teamviewer.com/download/TeamViewer_Setup.exe
6. Connect the NUCLEUS to your computer and turn it on with the button on the back of the device. Always connect the device to a USB3 connector (usually differenciated with a blue color). With USB2 the software will not run properly. Remember the USB port that you used for connection, and always use the same port for the device. The screen should start up, and the message “NUCLEUS is ON” should appear on the screen.

7. Please prepare in advance the following information for our technician for activation: 

a. The name of the registrant (name of the owner of the software)

b. The serial of the NUCLEUS device (you will find it at the bottom of the device, starts with the letter “1NU”)

c. An email address, where we can send you notifications of free updates that we provide.

d. Teamviewer ID and Password.

8. The technician will access your computer, and activate and set up the software. A short testrun will be done to make sure the software is properly configured.

Part. 13 – Necessary programs for the EDUCTOR1 v.2.0 software
This page details programs you need to have on your operating system. This can be done either before or after installing the ‘EDUCTOR1 v.2.0’ Software.

1. Necessary:

a. Microsoft Word. This program is necessary to visualize the great amount of written information available in the ‘EDUCTOR1 v.2.0’ .There are some documents that will guide you through the ‘EDUCTOR1 v.2.0’. You can use an alternative to Microsoft Word called Open office. This is a free software. You can download it from here: https://www.openoffice.org/download/index.html
b. Any web browser published after 2019 (Chrome, Edge, Opera, Firefox). This program is necessary to go through the Online Activation process.

c. Adobe Reader 7.0 or later. The free version can be downloaded from www.adobe.com. This software is the global standard for electronic document sharing. It is the only PDF file viwer that can open and interact with all PDF documents. Use Adobe Reader to view, search, digitally sign, verify, print, and collaborate on Adobe PDF files.

d. Notepad. With this program users can write small notes and open small documents.

Part. 14 – USB-to-USB Cable installation 
Note that the NUCLEUS does not need an external power source as power is drawn directly from the computer.

Note that the MAXIMUM recommended length of a USB cable is 2 meters (6 feet 7 inches). An USB cable longer than this will most likely reduce the communication between the operating laptop and the NUCLEUS.

Part. 15 – Configuring the port 
The NUCLEUS needs to be connected on the COM port 4 of your computer. Sometimes, after a windows update, the ports of the computer are reset, and the computer forgets what was plugged in where and what port was used for certain connections.

1. On the ‘Windows10’ desktop right click on ‘My Computer’.

2. Select ‘Properties’.

3. Select ‘Hardware’.

4. Select ‘Device Manager’.

5. Select ‘Ports’.

6. Right click on the port that corresponds to the one where the drivers for the cable has been installed, i.e. ‘USB Serial Port (COM XX)’.

7. Select ‘Properties’.

8. Select ‘Port settings’.

9. Select ‘Advanced…’

10. In ‘COM Port Number’ select ‘COM 4’.

11. Click ‘OK’ in all Windows to return to desktop.

12. Go the ‘Device Manager’ to check changes have taken place i.e. ‘USB Serial Port (COM 1)’.

13. Always connect the ‘USB to Serial’ cable to the same USB port you have just configured.

14. It is possible to sometimes see that the ‘COM 4 (in use)’ when in reality nothing is attached to it. Select the Port anyway and click ‘OK’. The message ‘This COM name is being used by another device (such as another port or modem). Using duplicate names can lead to inaccessible devices and changed settings. Do you want to continue?’ Simply ignore the message and click on ‘Yes’.

· Sometime it might be necessary to reboot the computer to save changes in the ports configuration.

· You may install the drivers of the NUCLEUS in all the available USB ports of the computer, this way you do not need to remember which port you have configured to be used with the NUCLEUS.

Part. 17 – Getting started 
The NUCLEUS medical device is a highly intricate and complex system and time should be taken to learn and understand the system. Here are some suggestions to help you get started, broken down in the following sections:

· Perspectives on Starting with the Program

· Basic Principles for Navigation

· Core Elements to Practice

· Basic Principles for Clients

· Timeframes
Part. 17.1 – Perspectives on starting with the program
We recommend that you keep in mind that the benefits of the NUCLEUS medical device are due to the advances in science and technology. It is important to be comfortable with how to use a computer and navigate through the software. 

We highly recommend the following steps to success with your NUCLEUS medical device:

1. If you have no computer experience we suggest you do a short local course in Windows. Computers are not difficult but the unfamiliar is often a little daunting! Taking time to learn Windows is time very well spent and will accelerate your use of the program.

2. Learn to navigate the program.

3. Practice, practice, practice.

4. Take advantage of the home study and on-line distance learning facilities available from many independent sources.

5. If possible get some live training.

6. There is no learning substitute for real practice.

7. Representatives are authorized to create their own training manuals and multimedia to assist in the learning process, but this User Manual is the top level manual from the Manufacturer and must always be referenced as the official reference for all users.

Part. 17.2 – Basic principles for navigation
Here are a few suggestions towards understanding some basic principles of navigation:

· Focus on Navigation

· Don’t spend hours in one sitting: you will become saturated, fascinating as it will be!

· You can learn the software without having anyone in harness.
Part. 17.3 – Core elements to practice
We suggest that you take some time to practice these core elements of the NUCLEUS medical device. Once you feel comfortable with these then you will be ready to go further with the NUCLEUS medical device:
· Opening the program

· Password Screen

· Demographics: lifestyle

· Calibration

· Testing: getting a focus: Themes

· First layer general stress balancing

· Second layer stress balancing 
Part. 17.4 – Basic principles for patients
When meeting with Clients, here are some suggested principles to keep in mind.

1. Always do Demographics. Energetic type therapies will work much better with lifestyle support. Play with the numbers and recalculate the SOC to show the Client the changes needed to get the SOC down to between 100 and 50. Guide your Client to set goals.

2. You can do Fast Track Calibration.

3. More is not better – keep the sessions with your Clients to approximately 50 minutes. But be flexible and use your own intuition and client interaction to finally decide what is best for your client.

Here is a suggested session guideline:

	Step 
	Function 
	Timing

	1
	Demographics and briefing session on what to expect
	7 minutes

	2
	Calibration
	2 minutes

	3
	Test and assay
	6 minutes

	4
	Stress Reduction muscular Re-education Support
	20 minutes

	5
	Miscellaneous multi-media biofeedback therapy
	5 – 10 minutes

	6
	Discuss and debrief the Client lifestyle changes

and support needed
	5 – 10 minutes

	Agree on targets for the next visit(s)
	TOTAL TIME: 50

minutes


Part. 17.5 – Timeframes
These timeframes are suggested and you should decide on an individual basis what is best for you and your Client.

You can do Software Practice with a fictitious client as long as you wish within your comfortable timeframe of learning and practicing.

With Clients for basic stress detection and stress reduction we suggest weekly meetings of 50 minutes per session. During these sessions you can focus on basic therapies such as those listed above under “Basic Principles for Clients.”

With Clients for acute stress, you can meet 2-3 times per week but still keep the sessions at a maximum of 50 minutes per session.

With Clients for chronic stress, we suggest the guidelines of Acupuncturists who see Clients weekly for 6 weeks and then review. Still keep the sessions at maximum of 50 minutes per session.

With all patients discuss lifestyle changes, such as supplement assistance, exercise programs, stress reduction therapy, network and social support themes, guided imagery, yoga, weight loss, smoke reduction, muscular reeducation, diet choices what to use what to avoid, say no to drugs, addiction release, and how to best grow and heal the body naturally.

Part. 18 – Practicalities  
Part. 18.1 – Accessing the functions
There are several methods of initiating and terminating operations within the device:

· Buttons: clicking on these will initiate an action

· Edit box: information can be added into these by typing or in some screens by double clicking on an item. Edit boxes can have information altered in them in the same way as any text or word processing i.e. using backspace/delete keys etc.

· In many cases button functions are duplicated in drop down lists from the top program toolbar. Moving the mouse to the drop down list will generally open it up. Clicking on an item in the list will initiate the described action i.e. therapy or routing to another screen.

· In some screens single or double clicking on an item will initiate a therapy.

· In many cases the label for an item e.g. test may contain an underscore e.g. T. In these cases typing the letter T (or Alt. T) is an option to initiating the action.

· To further assist when a mouse is moved near a button or a picture on the screen a small hint will often appear.
Part. 18.2 – Frozen screens
During periods of extended use or with a reduced specification system lock up or screen freezing may occur.

It may seem unable to exit a screen.

1. Try minimizing the screen using the “-“ at the top right. This may reveal an information panel below. Close this.

2. If you have minimized a panel it will show on the bottom toolbar. Click to restore the view and close the minimized panel.

3. There may be an NUCLEUS operation in progress: this will disable the software for the duration of the process. You will still be able to access and run subspace programs. A red Windows Interrupted and/or NUCLEUS is Working panel will generally show. Wait until this disappears. 
4. If the program gets stuck at a process, use the task manager to close down the computer.

5. The final port of call is to use the power button to close down the computer (crashing). Hold the power button for 10+ seconds until it shuts down.
Part. 18.3 – Restoring a patient
This part is only applicable if the program crashes and is closed by using the closing function of Task Manager. If you then need to restore a client (patient) you will be given this opportunity on restarting NUCLEUS. Enter password details as normal, ensure that the correct client displays in Demographics and proceed from where you left. 
Part. 18.4 – Biofeedback and demonstration versions
You may ask your representative for a Demo Version of the program. This will be installed on your computer, and you will be able to use it without your device for 30 days. This will work exactly like the normal program does, except that it will generate random data instead of your usual readings.
If you need more time or study, evaluate the program, ask for a reactivation of the Demo version, and we will gladly do it for you.
Part. 19 – Instructions for use  
Part. 19.1 – Preparing for use
Before using the NUCLEUS medical device, make sure the following are met:

· The power cord of the device is intact.

· Electrodes are intact.

· Case of device was cleaned and disinfected according to detailed instructions in this user manual.

· The electrodes were connected via the jack, to the device.
Part. 19.2 – Putting into operation of the NUCLEUS medical device
Before putting into operation of the NUCLEUS medical device, make sure all connections are properly made.

· Connect the USB-toUSB cable to the computer.

· Attach the electrodes to the wrists; ankles and forehead patient (see details below).

· Connect the electrodes / harness to the device.

· Start the NUCLEUS device from ON / OFF switch, which is placed in the ON position.

· Set and carry out the procedure (see figure below).

· At the end use of NUCLEUS medical device stops device from ON / OFF switch, keeping it in a safe place so as to prevent the risk of unauthorized use of the device.
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Part. 19.2.1 – Harness rules and connections
The connections are as follows:

· Black lead to left ankle

· Blue lead to right ankle

· Red lead to right wrist

· Yellow lead to left wrist



Head harness to forehead (or other body part when doing specific therapies) (with the strips in contact with the client forehead: it is not important which side the cable is- left or right).

It is best if the contact is with the skin: use of an electroconductive spray or lotion is reccomended.


It is recommended to use electrically gels.

· Explain to the client the straps, their position, and how long they will be present.

· Check if the client has had a previous experience which makes them fearful or uncomfortable with straps (e.g. electroshock therapy).
Part. 19.3 – Quick start
This is the basic guide to get your started. It is suggested to follow these steps with every Client. Remember that your training as a certified biofeedback technician, your dialogue with the Client, the Client’s reason(s) for the session(s), and the Client’s progress should determine your course of action during the session. The following steps are just to get started.

	Step
	Action
	Notes/Options

	1
	EDUCTOR Icon: Dbl Clk
	Program loads: stops at 25% to look for DEVICE: if found displays connection check facility. Close to continue.
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	2
	It will automatically take you to your Password screen
	Either large or small button

	3
	Password>OK>0210>OK
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	4
	Demographics will also open automatically
	 

	    4.1
	New Client
	 

	
	Enter Name, Sex, SOC table info
	 

	
	Patient Data (Load New or Previous Patient)
	

	
	New Patient>OK>Enter DoB>Save Current

Patient>Close
	

	

	4.2
	Old Patient (second visit):
	

	
	Patient Data (Load New or Previous Patient)
	

	
	Select Client in List>Previous Patient
	

	5
	Demographics

Has client SOC Changed?

NO > Close

YES > Change values 

The system will automatically save SOC data, no need to save again
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Part. 19.4 – Callibration
	Step
	Action

	1
	Main Screen>Calibration

	2
	FAST Track Calibration
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After the test there are options according to needs and expertise.

Part. 19.5 – Saving patient data
It is prudent to have back ups of any important information as a matter of course and as security before updating the software. 

To back up your clients just go into demographics, and in the upper menu, choose “Backup and Restore”. Click on “Save Backup”, you will receive a message stating that “Backup has been made for X patients”.  This will save a backup of your patients onto your computer. 
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Part. 19.6 – Restoring patient data
You may restore those backups using “Restore Backup” button from the same location. You will be presented with a window that lists are your backups, arranged by date. Just choose one and click the “Load” button at the bottom of the window. Wait a few seconds, until the backup is being loaded. 
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Part. 20 – Service  
Part. 20.1 – General informations
Repairs of NUCLEUS medical device must be performed only by qualified personnel who have been authorized by BIOFEEDBACK 2014 SRL; otherwise, BIOFEEDBACK 2014 SRL is not responsible for safety, reliability and performance of the device.
Part. 20.2 – Loss of warranty
Any warranty or claims to BIOFEEDBACK 2014 SRL are void if the user or an unauthorized person tries to repair the NUCLEUS medical device.
Part. 20.3 – Description of defects
To enable BIOFEEDBACK 2014 SRL to conduct repairs in a short time, send the NUCLEUS medical device, accompanied by a detailed description of the defect; description should include the following:

· Serial number of NUCLEUS device

· Accurate description of the defect

· Date of delivery

· Copy of invoice (for possible warranty)

· Warranty of the NUCLEUS medical device
Part. 20.4 – Handling of NUCLEUS medical device before shiping
To protect BIOFEEDBACK 2014 SRL personnel which performing repairs, before sending the NUCLEUS medical device for repair, cleaning and disinfecting it. BIOFEEDBACK 2014 SRL has the right to refuse repairs of NUCLEUS medical device, if they are dirty or contaminated, for safety reasons.
Part. 20.5 –Shiping
To send NUCLEUS medical device defect, use the original packaging; if this is not possible, pack the device and its removable parts in a hard case and then into a carton box.
Part. 20.6 –NUCLEUS callibration
BIOFEEDBACK 2014 SRL recommended calibration of NUCLEUS medical device, once every 12 months to ensure that its parameters correspond to requirements. Annual calibration can be performed by BIOFEEDBACK 2014 SRL or authorized personnel.
Part. 21 – NUCLEUS specifications  
	Classification

	Directive 93/42/EEC
	Medical Device, IIa Class, Rules No. 9 and 10

	EN 60601

Type of protection against electric shock

Degree of protection against electric shock

In accordance with the method of sterilization or disinfection

According to the degree of protection required in

the presence of flammable anesthetics mixed with

air or oxygen and nitric oxide

Operating mode
	Class II

Type BF

NA

NA

Continuous operation

	EN 60529
	IP40

	Dimensions (mm)

	L x l x h
	200 x 150 x 60

	Weight (Kg)

	Max. 1,1 Kg

	Electrical characteristics

	Voltage [power supply]
	5V DC (Port USB)

	Maximum Intensity
	500 mA

	Ports for emission
	12 (Channels that can be interchanged)

	Time to change the signal
	Max. 300 ms

	Time to change the channel
	Max. 100 ms

	Rated output current
	Max. 1 mA

	Voltage issued
	0 – 4 V DC

	Emission density
	1%

	Emission accuracy
	5%

	Emission resistance
	Max. 5 kOhm

	Emission frequency
	0 – 100 kHz

Dual channel, sinusoidal wave: 0 -100 KHz

Single channel, sinusoidal wave:

· If the 256 ponts: 0 – 25 KHz

· If the 64 points: 0 – 100 KHz

	Frequency resolution
	0,1 Hz

	Frequency accuracy

	Max: ± 1,5 %



	Electro nerval stimulation characteristics

	Number of channels
	12

	Constant voltage
	0 to 4V Rs < 400 ohm

	Stimulation current/channel
	0-12 mA short circuit

	Waveform
	Programmable preset sin, rectangular, triangle, etc. 

	Stimulation form
	Conventional 

Burst 

Modulated frequency/pulse duration 

Mixed frequency 

Alternated modulated pulse duration (CEFAR Flow TENS) Intermittent

	Max pulse duration
	No limited

	Max frequency
	100 Hz

	EEG Characteristics

	Digital sampling rate per channel
	· programable

	· Calibration signals
	· programable, 0-200 μV

	Number of channels
	· 2

	EEG channel characteristics
	· Input voltage range: 0-6mV

· Input sensitivity: 25uV/bit

· Input resistance: not less than 200 МΩ

· 8th-Order, Lowpass, Switched-Capacitor Filters

·  Programable cut-off frequency between 0-10 kHz

Programable gain: 1-32

· Notch filter to power line interference suppression

	Electrical protection

	Electric stiffness
	The device supports a voltage between the network and the applicable parts of 4 KV for 1 minute according to EN 60601-1.

	Insulation Resistance
	Min. 10 MΩ

	The leakage current
	Max. 10 μA, under normal conditions

Max. 50 μA, in single fault condition

	Environmental conditions

	Operating Temperature
	10 – 40 0C

	Transport and storage temperature
	(– 25) – (+55) 0C

	Humidity rated
	30 – 75 % at 250 C, noncondensing

	Other requirements
	The NUCLEUS  works in a closed environment, away from direct sunlight

	
	To minimize electrostatic discharge, is recommended for wood surfaces, concrete or ceramic

	Conditions for operation and maintenance

	Average level of service request
	6 cumulative hours / day

	The normal duration of use
	10 years


Part. 22 – Labelling of NUCLEUS medical device  
	Label
	Description
	Location
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	Identification label of EDUCTOR 1 device


	The casing on the lower side


Part. 23 – Recycling of NUCLEUS medical device  
The NUCLEUS medical device consists of components that are not biodegradable, eliminating them in the environment is not recommended.

Destruction of the NUCLEUS device, harness and electrodes, is safe for humans, if it complies destruction mode, shown below.

At the end of the life of the NUCLEUS device, please go with it at recycling electrical and electronic equipment. Recycling itself is done by authorized economic operators, as required by law, taking into account that the device contains: capacitors (containing polychlorinated biphenyls - PCB), circuit boards, components containing mercury (eg, switches), plastics, components that contain ceramic fibers, etc.

Part. 24 – Glossary  
	Allersode
	Energetic pattern of food, inhalant etc. at the sensitizing potency of 300 C.

	Body Capacitance
	The ratio of charge to potential, being an indicator of the body’s

energy storing characteristics

	Calibration
	The initial process of establishing interface with the client,

where the clients optimum reactivity response (time of exposure) is established to a variety of items (approximately 20)

	Client
	The terms “Patient” and “Client” can be interchangeable as they refer to the person who is connected to the device. If the Therapist has a license then the therapist can refer to the person connected to the device as a “Patient.” If the therapist does not have a license, then the therapist can refer to the person connected to the device as a “Client.”

	Coherence
	A measurement of the percentage of how close the return signal is to the original input signal. Generally increases if there is a harmonic reaction of the client, with numbers above 75 indicating a positive reaction ivă

	EPR
	Electro Physiological Reactivity 

	Floating
	Each time a screen is entered a retest of the item occurs. The basis is that some interactions are quantic and do not repeat

	Fourier Number
	Dimensionless number that characterizes heat conduction

	Hyperreactivity
	Clients body energetic is reacting too quickly or an hyperimmune mediated response

	Hyporeactivity
	Clients body energetic is weakly reacting

	Impedance
	The ability of a medium to conduct current, being the ratio of an induced voltage to injected current in a conductive media and having the two components of resistance and reactance

	Imponderable
	A non physical substance’s energetic pattern. They include emotions, geopathics. Essentially anything that is not substantial

	Interface Value

(Callibration)
	Indicative of an accuracy of interface facilitating the testing of the majority of clients. At 98% 1 in 50 could be tested, at 95% 1 in 20, at 90% 1 in 100. At 85%, nominal target in the test process, 49 out of 50 can be tested

	Isode
	Energetic pattern of toxic material

	Major Resonant

Frequency 
	The predominant frequency of the clients energetic body lui

	Muscle Disturbance


	A high number indicates a disturbance but not necessarily intrinsic in the tissue. Especially if the sarcode resonance is sound then there is likely to be a secondary external source

	Muscle Tension
	The higher number indicating a higher tension or tightness.

	Nosode
	Energetic pattern of issue tissue or pathogens

	Patient
	The terms “Patient” and “Client” can be interchangeable as they refer to the person who is connected to the device. If the Therapist has a license then the therapist can refer to the person connected to the device as a “Patient.” If the therapist does not have a license, then the therapist can refer to the person connected to the device as a “Client.”

	Phase Angle
	Time delay between a stimulating current and the voltage generated by an alternating current of 50 KHZ in the conductive media, expressed in degrees of phase shift. One complete cycle of current represents 360 degrees, so a phase shift of 6 degrees represents a shift of 6/360ths of a cycle or 1.67%

	Phase Contrast
	A method of viewing blood for disturbances under a specialized microscope system

	Proton Pressure


	An indication of the pressure exerted by the proton content of the clients body electric. Normal target is 65 to 70. Below 65 is considered acidic and above 70 alkaline. There is no correlation between this body electric measurement and urine, saliva, other body fluids

	Purple Color Band


	Items that the client has a reactivity to of more than two  standard deviations from the mean reactivity

	Reactance
	The component of impedance related to the storage of energy in a conductive media

	Reactance Speed Index


	The number of times that the device has had to adjust the testing speed downwards in order to get an optimum reaction from the clients body electric

	Reactivity
	The client energetic response resulting in a score relating to the significance that a client may place on an item after an exposure of between 1/80th and 1/110th of a second

	Reactivity

Dysfunction
	See hypo/hyperreactivity above

	Rectified
	An indication that an energetic disturbance has been repaired according to the way the device measures. It does not indicate how long this rectification will hold

	Red Value Color Band


	Reflect items that the client has a high reactivity to of three or more standard deviations from the mean reactivity

	Resistance
	The component of impedance related to the dissipation of energy in a conductive media

	Resonance
	The client reactivity to an item after 1 second exposure.

Indicative of ongoing significance of an item

	Sarcode Resonance


	Indicates how much resonance there is to a healthy energetic pattern. High values indicate over functioning, too much energy, probably healthy but stressed from outside source. Below 50 indicates under functioning, too little energy, with a possibility of unhealthy or disturbed tissue 

	Selye Stress Scale 
	Stress scale rating that indicates where the client body electric is in terms of alarm, adaptation and exhaustion

	SOC
	Suppression and obstruction to cure, as calculated in the demographics panel

	Test Matrix Item 
	These are energetic patterns of stressors, prepared as a homeopathic prior to measurement of their energetic characteristics in an electrical way

	Therapist
	The terms “User” and “Therapist” can be interchangeable as they refer to the person who operates the device. Someone using the device for themselves, for personal use on themselves or their family, would call themselves a “User.” If they see someone outside of their family on a regular basis they would call themselves is a “Therapist.”

	Trivector
	The description given to the three dimensional electrical holograph that is used in the device to characterize the body electric comprising resistance (conductance), static (capacitance, amperage), magnetic (inductance, voltage).

	User
	The terms “User” and “Therapist” can be interchangeable as they refer to the person who operates the device. Someone using the device for themselves, for personal use on themselves or their family, would call themselves a “User.” If they see someone outside of their family on a regular basis they would call themselves is a “Therapist.”

	Yellow Color Band


	Items that the client has a reactivity of more than one standard deviation from the mean reactivity
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This manual was created by the EDUCTOR1 Medical Device manufacturer, BIOFEEDBACK 2014 SRL and is an official, required reference to the proper use of the device
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