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The documentation system
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| want to have documented safety,
for our patients and for
our medical practice!

MELAG

Quality - Made in Germany Evidence Based Sterilization




The components of documented instrur

1. Process security

The MELAG autoclaves Vacuklav®, Vacuquick®, Euroklav® and Cliniklav®25
are equipped with an advanced monitoring system. This system monitors
those parameters that are critical for the success of sterilization: i.e., pressure,
temperature and time. High-quality precision sensors provide highly exact
measured values.

2. Batch monitoring for Class B

MELAcontrol® is a test system conforming to
EN 867-5 that serves for batch monitoring and for
testing the function of the fractionated pre-vacuum
of a Cliniklav®25 or of a “Class B” autoclave. The
MELAcontrof® unit consists of a test receptacle
(the so-called helix) and 250 indicator strips.
MELAcontrof® simulates and tests the steam
penetration of a long, narrow-bore hollow body.
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3. Batch documentation

The log printer MELAprint®42 records the process parameters for the sterili-
zation cycle. This printer can also be connected to the serial interface of older
MELAG models that already have a serial interface.

The MELAwin® software offers an alternative without paper. It is installed on
a PC in the doctor’s practice: The PG is directly connected to the autoclave
(Vacuklav®30-B, 31-B, 23-B, 24-B, Euroklav® and Cliniklav®25) via the se-
rial interface. Instead of sending data to the MELAprint®42, this configuration
automatically transfers all data to the PC in the practice, where it is stored. In
addition, this solution allows entry of additional important information: e.g.,
load details, the name of the operator, etc.

The new premium autoclaves Vacuklav®40-B/41-B/43-B/44-B and
Vacuquick®13-B/14-B do not need the MELAwin®-software. They are
intended for direct integration into networks in medical practices,
via a built-in Ethernet interface. In addition, it is possible to store the
logs on a MELAflash CF Card. This makes it possible to keep sterili-
zation records without connecting the autoclave to external devices.
A card reader acquires the records from the CF Card and trans-
mits this recorded data to the PC. A standard editor then enables
display of the records on the PC.

A network adapter is required to connect the MELAprinf®42 logger to a
premium autoclave.




nent preparation

MELAdoc - the system that truly closes a gap

Many doctors’ practices document sterilization
processes only in a daily log. The MELAdoc
Label Printer facilitates and simplifies batch
documentation, and enables tracing the data
for a certain batch.

This solution makes it easy to trace back and
match up a particular instrument or a certain
patient to all essential data from the steriliza-
tion process: i.e., the date of sterilization, the
batch number, the person providing approval
clearance for use of the instruments, the
sterilizer that was used, and the sterilization
expiration date.

a. Documentation of a batch

The MELAdoc documentation system prints
a label after each sterilization process, and
attaches this label to the Sterilization Journal
for documentation of the batch.

b. Designation
After sterilization, MELAdoc affixes a label to
designate that the sterilization packaging with

the sterilized instruments has in fact been fully
satisfactorily processed. This procedure satis-
fies all the conditions for enabling the operator
of the systems to correctly provide approval
clearance of a sterilized batch. The MELAdoc
system avoids all the dangers of older sys-
tems: e.g., puncture of the packaging by ball-
point pens, or partial dissolving of the plastic

Staff number
Sterilizer number
Batch number

07.05.2005 Sterilized on:

_use hefore:

07.11.2005

packages (with resulting microperforation) by
permanent markers

c. For surgical records

MELAdoc labels are multiple-adhesive. This
means that they can be peeled off from the
instrument packaging after use, and simply
attached to the patient’s records.

d. Simple tracing

In case that a patient makes a claim for da-
mages for secondary infection, the MELAdoc
labels in the patient’s records provide all in-
formation on the correct sterilization process
for the instruments used. The labels allow
tracing the patient's data back to the respon-
sible operator and to the equipment used
(sterilizer number). The information on the
sterilization data and the batch number
enable tracing the process back to
the sterilization logs  (MELAprint®42,
MELAflash CF Card, MELAwin® etc.). This
procedure provides the required proof: that
the instruments were properly sterilized.




Is documentation necessary?

In case of litigation

If a patient institutes legal proceedings for
recovery of damages against a medical insti-
tution, in the belief that he or she had been
harmed (for example, after use of non-sterile
instruments), long-standing legal interpreta-
tion in many legal systems requires that the
patient must prove that the attending physician
has committed malpractice and has thereby
harmed the patient. As a rule, however, the

Clean Side

Storage

Documentation
e.g.. MELAprint®,
MELAwIN®,
MELAflash®

Clearance
e.g.: MELAdoc®,

patient will be unable to produce the required
gvidence: i.e., in most cases he or she will
not be able to prove his claims or collect for
damages. Jurisprudence in many countries,
consequently, has institutionalised the practice
of reversal of the burden of proof here. This
means that the physician’s practice or the
medical facility must prove that it has not
committed malpractice.

If the attending physician can present a com-
plete and correct record of technically satisfac-
tory preparation of the sterilized instruments,
gstablished judicial precedent in many coun-
tries includes the ruling that the recorded
measures have in fact been carried out, and
that no liability exists

Unclean Side

Cleaning
e.g. with MELAclean®

Disinfection
e.g. with MELAclean®

Rinse

Drying
Function check
Care

MELAcontrol®
Sterilization Wrapping
e.g.: Vacuklav®, Euroklav®, e.g.: MELA7o/®, MELAseal®
MELAtronic®

Quality and precision for the most exacting in hygienic requirements

More than 50 years ago, MELAG began in
Berlin to specialise in manufacture of steri-
lization equipment. Verification of its great,
international success has been the sale
of more than 355,000 MELAG units.

Decades of experience, modern computer-
aided production in the Berlin plant, employ-
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ment of highest-quality materials, and ex-
perienced and reliable staff — all have made
MELAG equipment renowned for quality and
convenience.

MELAG corporate philosophy includes syste-
matic specialisation in hygiene and sterilizati-
on, in a limited line of products.

With the equipment and accessories it pro-
duces for legally stipulated equipment prepa-
ration, flawless sterilization, and safe sterile
storage of sterilized articles, the entire MELAG
staff is proud to have made an essential cont-
ribution to the protection of the health of pati-
ents and of medical staff.

www.melag.com
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