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1 Safe handling 

1.1 ABOUT THESE INSTRUCTIONS FOR USE 

These instructions for use form an integral part of the Plasmat® Futura machine. They 

describe the appropriate and safe use of the Plasmat® Futura machine at all stages of 

operation. 

 

 

The Plasmat® Futura machine must always be used in accordance with the 

instructions for use. 

Always keep the instructions for use at the Plasmat® Futura machine for later use.  

Pass on instructions for use to any future user of the Plasmat® Futura machine. 

 

1.1.1 Validity 

Art.-No. 

These instructions for use apply to Plasmat® Futura machines with the article numbers 

(art. no.): 

• 7062100 

 706210A (110 V/120 V) 

 

Software version 
These instructions for use apply to software version 3.0x. 

1.1.2 Target Group for the Instructions for Use 

The target group for these instructions for use is specialist medical staff. 

The H.E.L.P. apheresis should be applied and supervised only by physicians with sufficient 

experience in the execution of extracorporeal procedures for blood purification. 

The Plasmat® Futura machine may only be used by persons instructed for its appropriate 

operation. 

1.1.3 Warnings, Notices and Symbols in These Instructions for Use 

Warnings in these instructions for use point out particular hazards for users, patients, 

third parties and the Plasmat® Futura machine. They also suggest measures that can be 

taken to avoid the respective hazard. 
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There are three levels of warning notices: 

 

Warning term Meaning 

DANGER 
Imminent danger that can lead to death or serious injury if not 

avoided 

WARNING 
Potentially imminent danger that can lead to death or serious 

injury if not avoided 

VORSICHT 
Potentially imminent danger that can lead to minor injuries or 

damage to equipment if not avoided 

 

The warning notices are highlighted in the following manner (see below example for a 

CAUTION warning): 

 

 
CAUTION 

Here the type and source of the danger are listed, and possible consequences if 

measures are not followed! 

 This is the list of measures to prevent the hazard. 

 

 
This is the list of important information, directly or indirectly relating to safety and the 

prevention of damage 

 

 
This is additional useful information concerning safe procedures, background 

information and recommendations. 

 

 This symbol marks the instructions for action. 

1.1.4 Abbreviations 

BLD Blood leak detector 

BP Blood pump 

DAD Dialysate air detector 

DP Dialysate pump 

H Plate warmer 

HAK Heparin adsorber clamp 

HP Heparin pump 

LC Load cell 

PA Arterial pressure 

PBE Prefilter pressure 

PBP Plasma/buffer pump 

PDF Dialyser pressure 

PDI Dialysate inlet pressure 

PDPA Precipitate filter/adsorber pressure drop 

PPF Precipitate filter pressure 

PPL Plasma pressure 

UFP Ultrafiltration pump 

PV Venous pressure 

SAD Safety air detector 

SAK Safety air clamp 

TMP Transmembrane pressure 
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1.2 INTENDED USE AND INDICATION 

The Plasmat® Futura machine can be used for implementing and monitoring 

extracorporeal treatments of plasma. The system can be used for patient treatment in a 

hospital and health center when prescribed by a physician. 
 

 

Plasmat® Futura machine may only be used in combination with the H.E.L.P. apheresis 

treatment system from B. Braun Avitum AG. Please refer to the instructions for use 

for the H.E.L.P. apheresis treatment system. 
 

The Plasmat® Futura is used in connection with the H.E.L.P. apheresis treatment unit for 

the therapeutic removal of LDL- and VLDL-cholesterol, lipoprotein(a) and fibrinogen from 

plasma and is indicated in the case of: 

1. Patients with severe lipid metabolism disorders that cannot be adequately controlled 

by diet and drugs including: 

a) homozygous familial hypercholesterolemia; 

b) heterozygous familial hypercholesterolemia or secondary hypercholesterolemia 

where the plasma LDL cholesterol concentration cannot be adequately controlled 

despite maximum dietary and drug therapy, high risk of arteriosclerotic 

complications or manifest coronary artery disease (CAD); 

c) greatly elevated plasma lipoprotein(a) concentrations (> 60 mg/dL) and a high risk 

of arteriosclerotic complications or manifest CAD. 

Dietary and lipid lowering drug treatments should be continued for optimum 

results from H.E.L.P. apheresis therapy. 

2. Patients with sudden hearing loss (hearing loss  15 dB in 3 frequency bands in the 

affected ear relative to the unaffected ear) if treatment is started within a maximum 

of 6 weeks after the occurrence of the event.  

3. Patients with acute hyperlipidemia or fibrinogenemia in whom acute and effective 

reduction of fibrinogen, LDL cholesterol, VLDL cholesterol or lipoprotein(a) is medically 

indicated. 

4. Patients suffering from diseases caused and promoted by disturbed blood flow for 

whom improvement of circulation is medically indicated by means of alteration of 

blood composition through extracorporeal treatment. 
 

This treatment should be administered only after careful individualized benefit-risk 

assessment. 

1.3 CONTRAINDICATIONS 

H.E.L.P. apheresis treatment should not be performed in: 

 patients with hemorrhagic diathesis or clotting disorders in whom there is an increased 

bleeding risk because of the need for anticoagulation 

 patients with suspected occult hemorrhage, e.g., ulcers in the gastrointestinal tract 

 patients with acute hepatic disorders, advanced liver cirrhosis or hepatic insufficiency 

 patients with acute or severe chronic heart disease not amenable to exposure to an 

extracorporeal apheresis procedure 

 patients with acute cerebrovascular disease*  

 patients with acute renal failure 

 patients with known hypersensitivity to heparin 

 patients with pronounced allergic diathesis and hypersensitivity to any of the materials 

used in the extracorporeal circulation 

 any patient whose physical constitution or development does not allow to tolerate 

extracorporeal treatment. 
 

*(as long as cerebral hemorrhage has not been excluded) 
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The doctor in charge of the treatment is responsible for choosing the suitable therapy, 

based on medical and analytical findings and the general health and condition of the 

patient. 

1.4 SIDE EFFECTS 

Patients may experience the following side effects: 

 Cardiovascular system: anginal symptoms, hypertension, hypotension, cardiac 

arrhythmias, vasovagal reactions 

 Blood clotting: coagulation disorders, hemolysis 

 Hematology: anemia (e.g., iron deficiency anemia during long-term treatment) 

 Hypersensitivity (e.g., nausea, feeling hot, pruritus, dyspnea, rash, burning eyes); 

patients who are sensitive to acetate may experience facial flushing, 

hypotension, nausea, abdominal pain. 

 CNS: headache, fatigue/exhaustion, dizziness 

 Other: pallor, feeling warm, sweating, sensation of tension in the limbs 

 Hypertension and edema in patients with renal failure 

1.5 SPECIAL HAZARDS AND PRECAUTIONS 

1.5.1 Special patient conditions 

A particularly careful benefit-risk evaluation must be carried out before the application of 

the H.E.L.P. apheresis in the case of patients suffering from C1 esterase inhibitor 

deficiency or hereditary C3 deficiency. 

 
In the case of patients with low initial values of iron and fibrinogen, it is recommended 

that the subsequent course of the respective serum concentration be monitored. 

 

In the following patient populations, H.E.L.P. apheresis should only be used with particular 

caution and only after weighing potential risks: 

 pregnant women and nursing mothers. 

 children and infants in whose case the extracorporeal volume is a limiting factor. 

 

 
WARNING 

The doctor in charge of the treatment is responsible for choosing the suitable 

therapy, based on medical and analytical findings and the general health and 

condition of the patient. 

 

 
WARNING 

Risk to patient due to thrombosis if the heparin is completely neutralised by 

protamin chloride/sulphate.  

 These substances should only be administered to reverse the heparin effect in 

the case of life-threatening haemorrhaging. 
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CAUTION 

Risk to patient due to the elimination of parallel medication to differing extents. 

This means that the level of active substances in a patient who is receiving 

H.E.L.P. treatment can be lowered up to 60 %.  

 If possible, any regularly prescribed medication should be taken after the 

H.E.L.P. treatment. 

 

Please refer also to the product information provided with the consumables. 

1.5.2 Electrical hazards 

The Plasmat® Futura machine contains life-threatening high electrical voltages. 

 

 
WARNING 

Risk of electric shock and fire. 

 Always insert mains plug completely into the mains socket. 

 Always pull/push on the plug not on the mains cord to connect or disconnect 

the mains plug. 

 Avoid damage of the mains cord for example by running over it with the 

machine. 

 

Do not operate the machine and do not connect the machine to the power supply if the 

housing or the electrical cord is damaged in any way. A damaged Plasmat® Futura 

machine must be submitted for repairs or disposed. 

1.6 INTERACTION WITH OTHER DEVICES 

It is recommend that the machine be connected to a dedicated circuit. When using the 

Plasmat® Futura machine in combination with other therapeutic devices, it is 

recommended to use a connection line for electrical ground, since the leakage currents 

from all connected devices are additive. 

1.6.1 Electromagnetic interaction 

The Plasmat® Futura machine has been developed and tested in accordance with the valid 

standards for interference suppression and electromagnetic compatibility (EMC). However, 

it cannot be guaranteed that no electromagnetic interaction with other devices will occur 

(examples: mobile phones, computer tomograph (CT)). 

 

 
CAUTION 

Risk of electrostatic discharge from other devices. 

 It is recommended that mobile phones and other devices emitting strong 

electromagnetic radiation only be used at a minimum distance, according to 

IEC 60601-1-2 (see also chapter 9). 

 

 

Placing other therapeutic or diagnostic medical devices on Plasmat® Futura or near by 

or use of non-medical devices directly near the Plasmat® Futura can influence 

electromagnetic interactions. In this case the user must observe the Plasmat® Futura 

and all other machines to assure their correct operation. 
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1.7 INFORMATION FOR THE OPERATOR 

1.7.1 Training by the manufacturer prior to commissioning  

The operator may only use the device after the manufacturer has trained the responsible 

staff based on these instructions for use. 

 

1.7.2  Requirements on the user 

 

 

Plasmat® Futura machine may be operated only by skilled personnel who are duly 

trained and instructed on its use according to the contents of this Operating Manual. 

 

The operator must ensure that the instructions for use are read and understood by all 

operators of the Plasmat® Futura machine. 

Prior to using the Plasmat® Futura machine, check its condition for safe functioning. 

1.7.3 Conformity 

The Plasmat® Futura machine complies with the current requirements of the following 

generally applicable standards: 

 ANSI/AAMI/IEC 60601-1 

Additional equipment connected to the analog or digital interfaces of the Plasmat® Futura 

machine must demonstrably meet the relevant IEC specifications (e.g. IEC 60950 for data 

processing devices and IEC 60601-1 for electromedical devices). Also, all configurations 

must conform with the current version of System Standard IEC 60601-1-1. 

Connecting additional devices to the signal input or output components of the Plasmat® 

Futura machine constitutes a system configuration. And the user is responsible for ensure 

compliance with the current version of System Standard IEC 60601-1-1. In case of 

queries, please contact your local specialist dealer or technical service. 

 

In each country the distribution of the machine is carried out provided that the device is 

registered and classified according to the local regulations. 

1.7.4 Manufacturer’s Responsibility 

The manufacturer, assembler, installer or implementer shall only be responsible for effects 

on the safety, reliability and performance of the device, if: 

 the assembly, expansion, readjustments, changes or repairs were carried out by 

the manufacturer’s, assembler’s or installer’s authorized representative. 

 the area where the machine is installed complies with the current relevant 

national requirements on the equipment of medical treatment rooms:  

(i. e. VDE 0100 part 710 and/or IEC stipulations). 

The device may only be operated: 

 if the manufacturer or an authorized person, acting on behalf of the 

manufacturer has carried out a functional check on site (initial commissioning), 

 if the persons appointed by the operator to use the device have been trained in 

the correct handling, use and operation of the medical product with the aid of 

the Instructions for use, enclosed information and maintenance information. 
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1.7.5 Technical changes 

B. Braun Avitum AG reserves the right to change the products in line with further 

technical developments. 

1.8 DISPOSAL  

Plasmat® Futura machines may be returned to the manufacturer for disposal in 

accordance with the applicable disposal guidelines (EC directive 2002/96). 

 

 

 

 

The company B. Braun Avitum AG guarantees the taking back of old B. Braun Plasmat® 

Futura machines. 

The machine has to be disinfected according to regulations before disposal. 
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