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1. Foreword 

 
Date of last update: 30.12.2022 

• Read this document carefully before using the product. 
• Observe the safety instructions to avoid injuries and product damage.  
• Instruct the user in the proper and safe use of the product. 
• Contact the manufacturer if you have any questions about the product (e.g., 

commissioning, use, maintenance, unexpected operation or incidents). You will 
find the contact details on the back.  

• Keep this document in a safe place. 

 
These instructions for use provide you with important information on the use, adjustment and 
handling of the Explorer Prosthesis System. 
 
2. Product description 

System 
The Explorer Prosthesis System is a modular passive functional forearm prosthesis, 
hereinafter referred to as the Explorer System. The Explorer System consists of a socket 
design and several fitting parts, hereinafter referred to as Explorer Modules. Various 
modules are available for the Explorer System. The modules support the user in various 
activities as an aid. 
 
Component Type Drawing 
Socket Custom made 

 
 
(exemplary drawing, appearance varies 
depending on the design of the custom-
made product) 

Module BALL Accessories socket 

 
(without spacer) 

 
(exemplary drawing, appearance varies 
depending on the design of the spacer 
length) 
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Module BIKE Accessories socket 

 
(without spacer) 

 
(exemplary drawing, appearance varies 
depending on the design of the spacer 
length) 

Module SWIM Accessories socket 

 
TWIN module Accessories socket 

 
(without spacer) 

 
(exemplary drawing, appearance varies 
depending on the design of the spacer 
length) 

 
Socket 
The Explorer socket is custom-made by a specialist for each user and is therefore a special 
design. It is used with a socket ring and passive functional hands (fitting parts) that serve as 
accessories of a medical device. 
 
Modules 
The modules are accessories to the Explorer socket and are to be configured with a spacer, 
depending on the indication and the difference in length between the healthy arm and the 
arm stump. 
 
- BALL Module: Support for certain ball sports, e.g., to pick up a ball from the ground, to 

hold and/or throw a ball.  
- BIKE module: Support for cycling on public paths and roads, e.g., to maintain balance 

while cycling (for users who can cycle without a prosthesis). 
- SWIM module: Support for specific swimming styles and strokes. 
- TWIN module: Support for various activities with a bar or bars. 
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Wrist "Coupling" 
The coupling is not an actual part, but refers to the interface through which the socket is 
connected to one of the modules at a time. The socket is equipped with a nut, optionally with 
a metric (M12x1.5) or inch (1/2''-20) thread, and a socket ring. The modules are equipped 
with a screw, optionally with a metric (M12x1.5) or inch (1/2''-20) thread. The socket ring is 
used to position the module used more easily in the desired orientation. 
 
Possible combinations 
The system has been tested for possible combinations of the Explorer socket with the 
various Explorer modules. See chapter 12 for more information on the load capacity forces 
of the modules. 
 
3. Use 

Intended Use 
The macu4 Explorer socket is a custom-made prosthesis socket intended for prosthetic 
replacement of the forearm. 
 
 
Indication 
The Explorer System can be used for unilateral amputees from amputation height 
transradially or with dysmelia in forearm fittings (according to ISO 8548-2:2020) as well as 
for categories 2 to 5 as shown in the diagram below. 
 

 
 
Graph 1. Categories of forearm deficits 
 
The system is suitable for persons 2 years and older. An individual evaluation by the 
specialist is necessary to assess whether the user is physically and mentally in the condition 
to use the system properly. 
 
Contraindication 
- The Explorer System is not indicated for individuals with bilateral forearm deficits. 
- The Explorer System is not indicated for individuals who have musculoskeletal limitations 

(e.g., stiffness in the shoulder joint). 
- The Explorer System is not indicated for individuals with fresh wounds, allergies or 

sensitive skin on the arm. 
- The current design of the Explorer socket is not suitable for arm deformities that include, 

for example, a wrist and one or more residual fingers. 
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Operating conditions 
The Explorer System was developed especially for everyday, sports and leisure activities 
with low to moderate stress. The system must not be used for extraordinary activities. These 
extraordinary activities include, for example, sports with excessive coupling and/or impact 
loads (push-ups, downhill, mountain biking, etc.) or extreme sports (free climbing, 
paragliding, etc.). In addition, the system should not be used for driving motor vehicles, 
driving heavy equipment (e.g., construction machinery), operating industrial machinery or 
operating motor-driven work equipment. 
 
Operating conditions -- socket 
The socket is pulled over a prosthetic liner, for example, then tightened using the lacing 
system, and only then is the hand coupled to the socket using the healthy arm, for example. 
When children use the product, parental assistance may be required. 
 

4. Warnings 

Notes on unpacking the supplied components 
Only open the packaging at the intended points with care so that the parts inside are not 
damaged. Inspect the delivered components and make sure that they are undamaged. If the 
components are damaged, please follow the steps in chapter 11. 
 
Notes on commissioning the socket 
Please familiarize yourself with the use of the socket before using it for the first time. Make 
sure that you always use the socket ring together with the modules when you use the 
modules together with the Explorer socket. The socket ring allows easier fixing of a module 
in the desired orientation. 
 
Instructions for putting on the socket  
If your arm has changed in shape, circumference and/or length since custom fabrication, the 
fit of the socket may no longer be optimal. Make sure that the socket encloses your arm 
appropriately. See chapter 6 for more information. 
The socket must be positioned in a specific orientation on the arm before you use it. Make 
sure that the orientation is correct. Refer to chapter 5. 
 
Instructions for checking before use  
Inspect the modules, socket and other accessories before each use and make sure that they 
do not show any visible damage. Improper handling of the socket can restrict its function or 
render it inoperable. Please also observe the information on the mechanical load capacity of 
the socket (see chapter 11). The 3D printed component of the socket is made of polyamide 
12. The mechanical stability of the socket may be impaired if it is used and/or stored outside 
the permissible temperature range. If possible, UV radiation should be avoided during use, 
but absolutely prevented during storage so as not to accelerate the aging process. 
 
Notes on the use of the socket 
Use the socket with a protective insert, prosthetic sock or liner. Do not use the socket if you 
feel that it no longer fits comfortably in terms of length, circumference or due to pressure 
points. 
 
Notes on the correct orientation of the socket 
Make sure that the button of the lacing system always points laterally (outside of your arm). 
See also chapter 6. 
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Notes on the lacing system 
During an activity, be careful not to move the button of the lacing system too close to objects 
that could snag the button, for example, a net or a more tightly woven rope construction. 
Do not use the socket if the lacing system is not functional because the laces cannot be 
tightened or loosened. 
Before putting on the upper for the first time, check that the lacing system is working 
properly. This also includes the complete tightening of the lacing. Even from this state, the 
system should now be able to be loosened again by first turning the head in the opposite 
direction until a click is heard and then pulling the two protruding ropes one after the other. 
 
Notes on the secure fit of the socket 
Make sure that both the lacing system and the locking mechanism on the back of the upper 
arm are used or closed by you. Both serve to ensure that the socket sits firmly and securely 
on your arm. 
 
Notes on the condylar braces 
During an activity, be careful not to move the condylar braces too close to objects that they 
could catch on. For example, use caution if you move the arm on which you wear the brace 
very close to a net or a more tightly woven rope construction back and forth (sideways or 
forward/backward). 
 
Hints for taking off the socket  
Make sure that both the lacing system and the locking mechanism on the back of the upper 
arm are opened or loosened by you. Both serve to ensure that you can easily remove the 
upper. 
 
Notes on the care of the socket 
Make sure that you always clean the socket after use. Remove visible dirt particles so that 
the socket is not restricted in its function in the area of the condylar clips, the lacing system 
and the coupling. See chapter 6 for more information. 
 
Notes on ambient conditions 
Make sure that you store or use the socket in accordance with the information on 
temperature, UV radiation and humidity given in chapters 10 and 11. 
 
Notes on magnets in product 
The socket ring contains mini magnets (5x5x5mm). Make sure that you keep the socket ring 
at least 5cm away from e.g. pacemakers or defibrillators.  
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5. Application of the socket 

Before using the Explorer socket for the first time, familiarize yourself with the instructions for 
use. The following chapters explain how to use the Explorer socket. 
 
Socket structure 
 

 

 
Velcro closure 

Condylar braces 

Proximal end of the socket 

Button of the lacing system 

 
 
Distal end of the socket 
 
Socket ring 

 
Prepare lacing system 
Check that the lacing is loose enough. 

  
  
To loosen the lacing, turn the knob 
counterclockwise about 10 degrees until 
you hear a soft click. 

Now the cords can be loosened by gently 
pulling them with your fingers. 

 
 
  



macu4™⎹ Instructions for Use  
Explorer System - Socket Component  

 

DN01L017-Instructions for Use_Shaft_P01_v6.0_EN.docx Page | 7 

 

 

  
Note that the socket is open enough so that 
you can easily insert the arm. Press the 
sides of the socket slightly outwards. 
Increase the width as needed. 

 

 
 
Open Velcro 
 

  
  
Take your macu4 socket and place it 
between your knees, for example. 

Open the Velcro fastener of the condylar 
braces and loosen the Velcro fastener 

 
Tighten the socket 
 

  
  
Put on your prosthetic sock or inlet. 
Carefully insert the arm into the socket. The 
center of the laces should be on the top of 
the arm. The lace button should sit on the 
outside of your arm (not facing the center of 
your body) 

Insert the arm into the socket until the clips 
encircle the epicondyles of the elbow on 
both sides and fit securely. The end of the 
condylar clips should face the back of your 
arm (the Velcro runs along the back of the 
arm).  
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Lacing system and Velcro closure 
 

 

 
  
When the arm is comfortably positioned 
in the socket, turn the knob clockwise to 
tighten the lacing system. Turn until the 
socket fits snugly on the arm. The fit of 
the socket on the arm should be snug but 
not uncomfortable. 

Avoid that a too tight lacing squeezes the 
tissue of your arm in the area of the crook of 
the arm. Use the Velcro to close the socket at 
the back and above your elbow. This will give 
a tighter fit. 

 
Final control 
 

 

- Check the fit of the socket before you start 
any activity. 

- Make sure it is well positioned and secured 
by trying to move the socket gently. 

- Note that the socket should remain firmly in 
position. 

- If the upper is not tight and can be moved, 
recheck the lacing system and Velcro 
closure. 

 
Take off the socket 
 

 

 

  
Open the Velcro fastener. To loosen the lacing (e.g., Atop System), turn 

the knob approximately 10 degrees 
counterclockwise until you hear a soft click. 
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Now the cords can be loosened by gently 
pulling them with your fingers. 

Note that the socket is open enough so that 
you can easily pull the arm out. If necessary, 
press the sides of the socket slightly 
outwards. 

 
6. Care of the socket 

Dirt particles in the spaces between the products should be removed with a soft-bristle 
brush. This pre-cleaning of the products should be done without the use of water.  
Product surfaces should be cleaned with a damp cloth (non-scratching). Cold or lukewarm 
water should be used for this purpose.  
 
7. Adverse event reporting 

Any serious incident involving the device should be reported to the manufacturer of the 
custom-made device and to the competent authority of the member state in which the user 
and/or patient is established (support@macu4.com). 
 
8. Legal notice 

Limitation or exclusion of liability 
macu4 AG, hereinafter referred to as Macu, is only liable if the specified handling and 
processing instructions as well as the care instructions and maintenance intervals for the 
product are observed. Macu expressly points out that this product may only be used in the 
component combinations approved by the manufacturer (see instructions for use and 
catalogues). The manufacturer is not liable for damage caused by component combinations 
and applications that have not been approved by the manufacturer. Opening and repairing of 
the products may only be carried out by Macu or with the written permission of Macu. 
 
9. Conformity 

The Explorer socket complies with the general safety and performance requirements set out 
in Regulation (EU)2017/745 for medical devices. 
 
Legal manufacturer 
macu4 AG 
Rämistrasse 18 
8001 Zurich, Switzerland 
CHE-301.889.074 
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European Representative 
macu4 GmbH 
Bücklestrasse 3,  
78467 Konstanz, Germany 
 
 
Special production 
Macu declares that they comply with the relevant European standards for the design, 
manufacture and supply of custom prosthetic products. Continuous compliance with the 
standard is monitored through a programme of internal and external audits. 
The socket of the Explorer System meets the requirements of the European Regulation 
(EU)2017/745 Annex I for medical devices. Based on the classification criteria according to 
Annex VIII and Annex XIII of this regulation, the product has been classified as Class I and 
custom-made device. The declaration of conformity has therefore been drawn up by the 
manufacturer under its sole responsibility in accordance with Annex IV to the Directive. 
 
Trademark 
All designations mentioned in this document are subject without restriction to the provisions 
of the applicable trademark law and the rights of the respective owners. 
All trademarks, trade names or company names mentioned herein may be registered 
trademarks and are subject to the rights of their respective owners. 
The absence of explicit identification of the trademarks used in this document does not imply 
that a designation is free of third-party rights. 
 
10. Symbols 

The table below shows all symbols (according to ISO 15223-1:2021) used on the product 
and on the label. 
 
Custom made 
 

 
 

This symbol indicates that a manufacturer declares that the product 
meets all legal requirements for custom-made production. 

Consult operating instructions or electronic instructions for use 

 

This symbol indicates that the user must consult the instructions for 
use. 

Manufacturer 

 

This symbol indicates the manufacturer of the medical device. 

Warnings 

 

This symbol indicates that caution is required when operating the 
product or that the current situation requires the operator's attention or 
action to avoid undesirable consequences. 

Temperature limit 

 

This symbol indicates the temperature limits to which the medical 
device can be safely exposed. 

  

CUSTOM MADE  
MEDICAL DEVICE 
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Plenipotentiary in the European Community/European Union 

 

This symbol indicates the authorized representative in the European 
Community/European Union. 

Date of manufacture 

 

This mark indicates when the medical device was manufactured. 

Batch designation 

 

This mark indicates the manufacture's batch code so that the batch or 
lot can be identified 

Catalog number 

 

This mark indicates the manufacturer's catalog number so that the 
item can be identified. 

Medical device 

 

Indicates that the item is a medical device. 

Keep away from sunlight 

 

This symbol indicates a medical device that must be protected from 
light sources. 

Magnetic fields 
 

 

This symbol indicates that magnets are contained in the product. The 
magnetic field of magnets may affect or disable the function of medical 
devices (e.g. pacemakers or defibrillators). 

 
11. Technical data 
11.1. Socket 

General 
Drawing Relatively small 

socket: 
 
 
 
 
 
 
 
 
 

 

Relatively large 
socket: 

 
 

 
Dimensions n/a 
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Net weight (without lacing system, screw 
nut, socket ring and padding materials) 

Between approx. 0.028 kg / 0.062 lbs 
(relatively small custom-made stock) and 
0.1 kg / 0.22 lbs (relatively large custom-
made stock) 

Lifetime of the 3D printed socket base 
component 

2 years at an average of 120 minutes per 
day of daily use on the 3D printed socket 
component supplied by Macu. 

 
Maximum load forces in the coupling interface 
Axial tension and compression force ca. 250 N 
Bending moment around socket axis ca. 5 Nm 
Bending moment normal to socket axis ca. 10 Nm 

 
Environmental conditions 
Storage and transport in the original 
packaging 

0 °C/32 °F to +35 °C/95 °F max. 70% 
relative humidity 

Storage and transport without original 
packaging 

0 °C/32 °F to +35 °C/95 °F max. 70% 
relative humidity 

Operation 0 °C/32 °F to +35 °C/95 °F max. 100% 
relative humidity 

Storage 0 °C/32 °F to +35 °C/95 °F max. 70% 
relative humidity and protect from direct 
sunlight. 

 
Explorer Socket 
01011 Explorer Socket  Connector M12x1.5' 

01012 Explorer Socket Connector 1/2''-20  

 
11.2. Socket ring 

General 
Drawing  

 
 

Dimensions  L: 46mm 
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B: 46mm  
H: 26 mm 
 

Screw interface specification Metric: M12 x 1.5 
 
Inch: 1/2''-20  
 

Weight (assembled) 43g 
Lifetime of the socket ring 2 years at an average of 120 minutes per 

day with daily use 
 
Mini Magnets 
Specifications  5 x 5 x 5mm, Neodymium N42 

 
Maximum load forces on screw interface 
Force  approximately 250 N 

 
Environmental conditions 
Storage and transport in the original 
packaging 

0 °C/32 °F to +35 °C/95 °F max. 70% 
relative humidity 

Storage and transport without original 
packaging 

0 °C/32 °F to +35 °C/95 °F max. 70% 
relative humidity 

Operation 0 °C/32 °F to +35 °C/95 °F max. 100% 
relative humidity 

Storage 0 °C/32 °F to +35 °C/95 °F max. 70 % 
relative humidity and protect from direct 
sunlight. 

 
Explorer Socket Ring 
0101300 Explorer Socket Ring Connector M12x1.5' 

0101400 Explorer Socket Ring C 1/2''-20  
 
 
12. Returns 

If you believe there is a problem with your Explorer socket, please first read this manual 
carefully before contacting support@macu4.com. 
 
Please include the item and lot number (one single number) of your stock when requesting 
warranty repairs or returns. You will find these printed on the inside of the stock.  
 
If you are returning the socket to us, please pack it appropriately; the original packaging in 
which you received your module is excellent for this purpose. 
 
13. Disposal of products 

If you are no longer going to use a product, you can dispose of it as follows: 
- Return to macu4 AG (for clients from CH) 
- Return to macu4 GmbH (for clients from EU) 
- See FAQs on the website Website www.macu4.ch (clients from CH) www.macu4.com 

(clients from EU)  
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14. Document history 

Version Date Description 
1.0 28.12.2021 Creation 
2.0 07.02.2022 Update 
3.0 01.05.2022 Update  
4.0 - - 
5.0 30.12.2022 Update Chepter 9 and Chapter 13 
6.0 15.04.2023 Update Chepter 9  

 
  



macu4™⎹ Instructions for Use  
Explorer System - Socket Component  

 

DN01L017-Instructions for Use_Shaft_P01_v6.0_EN.docx Page | 15 

Annex I 
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To ensure proper processing of the report, any of the following blocks have to be filled in 
 
Date (DDMMYYYY) 
 
Information on reporting person 
Report on behalf of ☐ User of the device ☐ Prosthetist  
Name:  Surname:  
Phone:  Email:  
City:  Country:  
If prosthetist  
Name of company or facility:  

 
Information on matter 

Module is subject of PER ☐ no ☐ yes 
if yes please answer the fields below 

Module name:  Module size:  
UDI-DI  UDI-PI  
Reason for PER ☐ Injury ☐ Defect ☐ Other 
 
Shaft is subject of PER ☐ no ☐ yes 

if yes please answer the fields below 
Article number:  
Reason for PER ☐ Injury ☐ Defect ☐ Other 

 
Detailed information on matter (Note: only when all relevant information is given an 
efficient dealing is possible) 
 
 
 
 
 
 
 
 
 
 
 

 
To be filled in by macu4   

 
Reception of PER 
PER #:  PER Type:  
Date of Entry:  Processor:  

 
PER completed and forwarded to quality assurance department (in case of a complaint) 
Date (DDMMYYYY):  Signature:  

 
 


