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1. Preface

This field norm can be used by all parties who are involved in the loaning or renting, the 
receiving, the preparation for use, the using or the dispatching of medical instruments. The 
field norm does not lessen the responsibility of each party and has as its aim to guarantee the 
safety of the patient and of the members of staff.  

This revision of the first field norm, dated December 1997, is drawn up by the project group 
Loaning of Instruments of the Central Sterilization Club. All involved parties shall ensure that 
this field norm is brought to the attention of and shall be applied within their respective focus 
areas. The Health Care Inspectorate has been informed about this decision.

2. Project group

Wim Riethoff Chairperson project group, 
Regional working group CSC, North and South 
Holland, Netherland

Renald v.d. Werf Johnson&Johnson/ Nefemed, cluster orthopedics
René Vis Management CSC
Gerbrand Boelens Regional working group CSC, Central Netherland
Hans de Haan Regional working group CSC, North and South 

Holland, Netherland
Jacqueline v. Hattum Regional working group CSC, East Netherland
Coby de Vreugd Regional working group CSC, North Netherland
Mariette Jungblut Chairperson CSC / board member vDSMH
Roel Beck Regional working group CSC, North and South 

Holland, Netherland
Pim Vooys Chairperson Dutch society of managers of 

operating theatres (NVLO)
Judith Rutteman Biomet Nederland BV
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3.  Introduction

A number of parties are involved when instruments are rented or loaned namely the surgeon 
(user), the surgical unit, the supplier, the central sterilization department, the purchasing 
department and so on. The aim of this field norm is to arrive at the dovetailing of each other’s 
wishes and possibilities. When this is the case the instruments can be at the disposal of the 
surgeon at the right time, the length of stay of the patient in the hospital is kept to a minimum 
and the CSD is able to clean and sterilize the instruments in the correct manner. 
The starting off point for the procedure which should be followed is a number of criteria laid 
down in the European Norms and in the Guidelines Sterilizing and Sterility.

�x According to the Decree Medical Devices: section 1, article 13.6 etc... any medical device 
which can be re-used should be accompanied by :”information about the appropriate 
procedures concerning its re-use, including information about its cleaning, disinfecting, 
packaging and if applicable, the sterilization procedure in case the device should once again 
be sterilized, and also any restriction concerning the number of times a device can be re-used”. 
This information will be provided in accordance with EN ISO 17664. The medical device has to 
have a CE notification. The use of plastic or aluminium material as trays has to be avoided.

�x If the delivered devices have to be sterilized before use, the cleaning and sterilizing instructions 
should be formulated in such a way that the devices, on condition that the instructions have 
been strictly followed, pose no threat to the patient and/or the members of staff.

�x Sterilization of devices has to meet the requirements of the Decree sterilized medical devices 
in hospitals or the Decree sterilization companies medical devices.
When a set of instruments is sterilized, it is necessary that this set meets the same criteria as 
those required for the routine production processes of the CSD of the organisation. Indeed the 
sterilizing should be done in conformance with EN 285 and EN 554. The cleaning and 
disinfection is realised and validated in conformance with the ISO EN 15883 and the (Dutch 
guideline) R 8151. The weight of the complete set of instruments (wire basket in DIN-size, 
30x30x60 cm), while ensuring that delicate instruments are adequately secured, should not 
exceed the maximum which is indicated in the Guidelines Sterilizing and Sterility, (Dutch 
guideline) R 3301, point e, as maximum 8,5 kg.. The sterilization procedure should be carried 
out under the supervision of an expert. He/she also assesses whether the delivered 
instruments meet the specifications, authorized by him/her and can be cleaned, disinfected 
and sterilized.  
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4. Procedure within the hospital

1. The request for a “loan order“ by the constituent, addressed to the Purchasing department, 
should be in conformance with the procedural process of the organisation. This order is 
accompanied by a request concerning the conditions of the supplier and the documentation, 
which the CSD needs.

2. The constituent of the organisation (surgeon of the surgical unit) informs the CSD regarding 
the set of instruments which has been requested and the point of time when the set will be 
delivered, used and returned.

3. Receipt of the documentation in the CSD. The user inside the organisation can only schedule 
the surgical intervention as soon as the conditions for adequate treatment by the CSD are met 
and a precise arrangement is made about the specific time of delivery to the end user.

4. Receipt and checking of the set of instruments inside the organisation at a pre-determined 
location.  

5. Cleaning, disinfecting and sterilizing by the CSD.

6. Delivery of the set of instruments to the department.

7. After use the instruments are returned as quickly as possible to the CSD for cleaning and 
decontamination*.

* Decontamination: cleaning and disinfection with a validated process so that the instrument 
can be used in a safe way. If the washer and disinfector is not recently (within one year) 
successfully validated sterilization is necessary as last step. If these procedure cannot be 
carried out in the own institute consultation with the supplier is required.
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5.  Further information procedure within the hospital 

Ad 5.1   Documentation by the supplier
As soon as the supplier knows which set of instruments should be delivered, the 
supplier informs the CSD. When an instrument or a set of instruments is provided the 
assumption always is that it is provided for the first time unless it is specifically stated 
that it is a repeat delivery and that all the documentation is already available in the 
CSD.
In order to keep the period the set of instruments remains in the organisation as short 
as possible it is recommended that the necessary information is provided before the 
set of instruments is delivered. Information and documentation about the specific 
instruments that are loaned should be provided.  
The CSD minimally needs 2 working days for:

- the administrative processing,
- a possible analysis regarding the packaging, sterilization method, the
  cleaning etc.
- the instructing of the members of staff.

The information comprises the following documents in Dutch:
1. Registration form. This form – see example – is provided by the CSD or the 

purchasing department and is necessary for the sterilization file.
2. Assortment list, set description, list of individual instruments (possibly with 

pictures or drawings for identification purposes).
3. Cleaning and sterilization protocol concerning the loan consignments. (in 

conformance with EN ISO 17664)
4. Maintenance instructions.

  Ad. 5.2 Receipt of the instruments and checking by the CSD
1. The instrument or set of instruments has to be delivered tot the CSD minimally 1 

working day before the scheduled surgical operation. It should be delivered in a 
closed transport wrapping in which the set is stored. The package should be 
accompanied by a decontamination declaration drawn up by the supplier.

2. In order to prevent the transmission of for example prion diseases, the WIP 
guideline is applicable WWW.WIP.nl. Instruments once used with animals or 
autopsy can net be used again on humans. 
It is important that the supplier keeps a logbook about the instruments in which are 
kept the decontamination declarations and in which the history of the instruments is 
recorded. On request this information should be made available to the user in this 
case the CSD of a hospital.
At the delivery of the instruments to the organisation the supplier declares that the 
instruments have been decontaminated*). He cannot make use of a declaration 
made by a previous user, as the supplier and the receiver are in this case the active 
partners and not the users.

*) With decontamination is meant: the cleaning, disinfecting (with a validated 
process) and sterilizing. If the procedure, which has to be carried out, cannot be 
done in the CSD itself consultation with the supplier is required.

Ad. 5.3  Processing by the CSD
The CSD minimally needs 1 working day for the preparation of the instruments. If the 
instruments are returned to the CSD immediately after the surgical operation, the 
instruments shall be ready for despatching to the supplier within 1 working day. The 
time the instruments remain in the hospital also depends on the duration of the 
surgical operation.
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6. Cleaning and sterilization protocol concerning loan 
consignments  

Consignment: Date:

Order number:

                 description Delete what is not 
applicable

Machine cleaning Yes no*)
                     *)if no All some*)
                     *) if some : which instruments ( see appendix 1**  )

Cleaning by hand
       submersible Yes No*)
                     *) if no All some*)
                     *) if some:  which instruments  ( see appendix 2** )

Ultrasonic cleaning Yes No

Disassembling for cleaning yes*) No
                     *) if yes:  which instruments ( see appendix 3** )
                                Disassembling instructions Yes No

The instruments are resistant to
                                alkaline products yes*) no
                                acidic products yes*) No
                                neutral products yes*) No
                    *) are not resistant to: e.g. chlorine, iodine, alcohol ( see appendix 4 ** )

Paraffine containing  greases allowed yes No

Thermal disinfection yes No*)
                     *) if no: alternative (see appendix 5 ** )

Assembling instructions yes*) No
                     *)if yes: see instructions (see appendix  6**)

Special function test yes*) No
                     *)if  yes: see instructions (see appendix 7 ** )

Sterilization method
 remark. Steam sterilization in the Netherlands is always a process
            with fractioned prevacuum

steam:
1210C 
> 15 
minutes

steam:
1340 C 
> 3 
minutes

1) Low temperature  sterilization.......................................... ................. .................
*) : Appendices to  be supplied by the supplier
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7.  Decontamination declaration

Place: Date:

The undersigned declare that the set of instruments:
 (Order number).......................................

..............................................................................................................................

…………………………………………………………………………………………….

……………………………………………………………………………………………..

has been DECONTAMINATED 1).
N.B.
Instruments which have been used on animals or for autopsy should in principle not be applied 
clinically. These instruments cannot be used again on humans.

Name supplier: Name organisation: 

___________________________          _________________________________

For these
Supplier 1) : Surgeon  :

___________________________ _________________________________

CSD :

_________________________________


