
Dr. med. Dipl. -Ing. Thomas W. Fengler www.cleanical.eu Chirurgie-Instrumenten-AG Berlin 

KLS Martin  

Training Course 
„CSSD Process Technician“  

5.9.2016 
 

Block I: 

Hospital Hygiene 
 

CLEANICAL®: 

Dr. med. Dipl.-Ing. Thomas W. Fengler 
Chirurgie-Instrumenten-Arbeitsgruppe Berlin 

CMP GmbH 
CLEANICAL gmbh 

 



Dr. med. Dipl. -Ing. Thomas W. Fengler www.cleanical.eu Chirurgie-Instrumenten-AG Berlin 

Block I „Hospital Hygiene“: Contents 

Duration: 240 mins.  

 

0.  Introduction: About Us 

1. Hygiene Management: Basics 

2. Hygienic Areas and Processes 

3.  Standard Operating Procedures (SOP) and Hygiene Plans 

4. Occupational Safety and Health (OSH) 

5. Individual Hygiene and Safety 

6. Summary 
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The contents of these lessons were structured and compiled according 
to various recommendations of 

German Association for Sterile Supply (DGSV)  

[ Fachkunde 1 + 2; Sachkunde]  

 

and  

 

German Society for Hospital Hygiene (DGKH)  

[ Leitfaden Hygienemanagement] 

 

0. About us 
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Chirurgie-Instrumenten-AG Berlin – hands on ! 

0. About us 
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1994: Trying to understand processing steps 

0. About us 
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Surgical Instruments Workgroup (CLEANICAL) 
1993 Establishment of Chirurgie-Instrumenten-AG (Surgical Instruments Workgroup - CLEANICAL) at 

 Hospital Moabit Berlin 
 Secretary Dr. med. Dipl.-Ing. Thomas W. Fengler, Member of diverse scientific organisations:  
 German Society for Surgery, German Society for Visceral Surgery, European Association of  
 Endoscopic Surgery (E.A.E.S.), German Society for Sterile Goods Supply (DGSV)  
 Technical management Antje Hartwig, previously Helmut Pahlke (deceased on 9/30/10) 

1994  Quality of Instruments for Laparoscopy – retro- and prospective clinical studies on 
 medical devices for abdominal surgery at Hospital Moabit Berlin 

1998  Projekts with several manufacturers of medical devices for surgery (BODE, KARL  STORZ  
 Miele PROFESSIONAL, ebro, Schuelke) concerning function and hygiene (design, functionality,  
 cleanability, residues, process-control)  

1999  Organisation of the first clinical multicenter study worldwide on residual contamination after  
 automated cleaning (no thermal disinfection) for varied instrument-designs in 6 different  
 hospitals (CSSD)  
 1st International FORUM Medical Devices & Processes, Kongress-Center MEDICA  Düsseldorf. 

2000  Foundation of SMP GmbH in Tübingen – „Test, Validate, Research“; Managing partner Klaus Roth 

2001  Foundation of ZEHNACKER CLEANICAL® GmbH 

2002  3rd International FORUM Medical Devices & Processes in Berlin  

2005  Business Support International: FORUM-Tour Argentina, Armenia, Brazil, China, Chile, Georgia, 
 Irland, Mexico, Norway, Russia 

2007  Foundation of two Firms: CMP (Process-Validation) und CLEANICAL ® GmbH (Consulting on 
 medical devices & processes)  

2010 Member of editors board of  CENTRAL SERVICE / ZENTRALSTERILISATION   
 (Dr. Thomas W. Fengler) 

2011 Menber of the board (A. Hartwig) aseptica 

 2016 Series of Journals: International FORUM Medical Devices & Processes/PanAmerican FORUM 

0. About us 
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Surgical Instruments Workgroup (CLEANICAL) 

FORUM (since 1999) 

0. About us 
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Basics 

Hygiene is “the science of prevention of diseases and the 

preservation, promotion and strengthening of health." 
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Hygiene – it’s a universal topic 

By CAWST - Flickr, CC BY 2.0, 

httpscommons.wikimedia.orgwindex.phpcurid=41792574 

Example: Poster for the promotion of 

hygienic awareness in developing countries 
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Hospital Hygiene 

The main objective: 

 

 

 

 

      ? 
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Hospital Hygiene 

The main objective:  

 

 

 

 

Infection prevention for patients and staff  

in the context of professional activity. 
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Infection prevention? 
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What Are Nosocomial Infections? 

 
Nosocomial infections are infections acquired in hospitals and other 
healthcare facilities. To be classified as a nosocomial infection, the patient 
must have been admitted for reasons other than the infection. He or she 
must also have shown no signs of active or incubating infection. 

These infections occur: 

• up to 48 hours after hospital admission 

• up to 3 days after discharge 

• up to 30 days after an operation 

• in a healthcare facility when a patient was admitted for reasons other 
than the infection 

 



Dr. med. Dipl. -Ing. Thomas W. Fengler www.cleanical.eu Chirurgie-Instrumenten-AG Berlin 

What Causes Nosocomial Infections? 

 
Nosocomial infections are caused by pathogens that easily spread through 
the body. Many hospital patients have compromised immune systems, so 
they are less able to fight off infections. In some cases, patients develop 
infections due to poor conditions at a hospital or a healthcare facility, or 
due to hospital staff not following proper procedures. 

• Some patients acquire nosocomial infections by interacting with other 
patients. Others encounter bacteria, fungi, parasites, or viruses in their 
hospital environment. 

• Invasive procedures increase the risk of nosocomial infections.              
Non-invasive procedures are recommended when possible. 
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What are pathogens? 

Pathogens are substances or organisms that cause harmful processes in 

other organisms. 

 

Those are assigned in medicine the property of pathogenicity. 

 

Pathogens can be bacteria, fungi, parasites, viruses or prions. 

a.k.a. microorganisms 
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Archea 

Cysts 

Algae 

Bacteria Virus Others 

Enterococcus 

Staphylococcus 

Streptococcus 

Mykobacteria 

Candida HIV 

Polio 

Rota 

Noro 

Herpes 

Fungi 

Overview: Pathogens 

Protozoa Prions 

Plasmodium 
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Transmission types 

Airborne infection: transmission through tiny secretion droplets, 

originating from human airways, flying through the air and being inhaled 

by other people. 

 

Smear infection: indirect transmission by touching an object, which is 

contaminated with infectious body secretions (e.g. saliva, urine, feces). 

 

Contact infection: transmission of infection from a sick individual to a 

healthy individual by direct physical contact or touching contaminated 

materials or surfaces. 
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What Causes Nosocomial Infections? 
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Medical Devices enable new surgical approaches  

1. Hygiene management: Basics 
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Environment and hygiene in the OR: 
 
      The Medical Device is just one of many factors! 
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What makes working with Medical Devices (MD) 
unique? 

• MD are used on and in humans and thus can transmit infections 

• There is a separate set of rules and regulations 

• Nobody knows what happened with the reusable MD to be processed so 
far 

• Every employee is professionally prepared for the MD 

• The individual’s actions are determined by their technical and hygienic 
knowledge and understanding 
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Preconditions to successful MD processing 

• Professional and competent staff 

• Suitable premises 

• Appropriate equipment  

• Appropriate validated machine processes and/or standardized manual 

method 

• Procedual/work instructions (SOP) 

• Regular trainings and further education 

• Level of science and technology 

• Gapless traceable documentation 

• Quality assurance system 
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Requirements to be observed: 

• Hygiene requirements 

• Requirements for premises/rooms/areas 

• Requirements for machinery 

• Requirements for procedures and processes 

• Personnel requirements 

• Requirements for the resources 

• Requirements for safety 

• Environmental requirements 

Hygiene: laws, standards, rules and regulations 
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Hygiene: laws, standards, rules and regulations 

• Today, hygiene is subject to state supervision. 

 

• In Europe there are uniform rules laid down in the EU directives. 

 

• National laws concretize the guidelines for practical 

implementation. Trade associations and standards committees 

elaborate technical rules in order to aid the detailed 

implementation. 

 

• Recommendations and guidelines help (RKI, DGKH, DGSV, AKI). 

Bundesgesundheitsminister Daniel Bahr 
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The added value of hygiene:  
safe function and adequate usability of delicate instruments 



Dr. med. Dipl. -Ing. Thomas W. Fengler www.cleanical.eu Chirurgie-Instrumenten-AG Berlin 

A Quality Cycle? 

What does (Re-)Processing of Medical Devices imply? 

traceability 

sterilize 

waste use 

stock 

clean & 

disinfect dry 

inspect waste 

sterilize 

wrap & 

label 

raw 

material 
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A process oriented quality concept 
  

Three kinds of „quality“: 

1. design 

2. performance 

3. appropriateness 

 

The terms of quality of structure, process and results are not compatible 

with the modern concept of process oriented quality of CEN ISO 9001:2015 

Because: 

quality of structure has no value independent of processes („a hospital 

without surgery does not need an operating theatre“). 

and: 

„Achieving good results“ is a basic function of medical care (and not a 

specific quality). 

 

„The subject of qualitiy examination is the process, and nothing else.“ 

 
translated from Paschen U: Die drei Beiträge zur Qualität der Medizin. Deutsche Gesellschaft für Chirurgie – 

Mitteilungen 2/12: 145-150 



Dr. med. Dipl. -Ing. Thomas W. Fengler www.cleanical.eu Chirurgie-Instrumenten-AG Berlin 

Responsibility for results 

• Operator responsibility pertains to all services of a hospital or other health 
care facility, which includes the processing of medical devices (MD), usually 
carried out in a Central Sterile Supply Department (CSSD). 

• There is an obligation to actively request/seek out information in order to 
keep up with current developments. 

• The delegation of responsibilities (e.g. to service providers) does not affect 
the responsibility for the results. The onus of control is on the operator, within 
his stipulated mandate to provide care. 
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31 

Why (oh so…) correct Processing? 

• The risks of reprocessing are considered to be „fully manageable“.  

• The incidence of nosocomial infections remains unclear, since they are 
difficult to trace back. Some of them (perhaps: 20-30%) could be 
prevented. 

• „The hygiene- and sterilisation risk has to be kept to the inevitable 
residual risk, according to the state of science and technology.“ (from a 
verdict of  German Federal Supreme Court [BGH]) 

• From a legal point of view, work in a CSSD is a task „of a higher 
degree“. This implies an obligation for the staff to further their education 
„to the limits of what can reasonably be expected“ (quotations from 
relevant verdicts).  
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Problems    Tasks  Solutions 

 

• Enough appropriate medical devices (MD) 

• Equipment (Quality, quantity of machinery) 

• (Further) education (general and technical knowledge)  

• Processes (verification) 

• Acceptance criteria (countable, „narratable“) 

• Excellent process quality (validation) 

• Processing „by the book“ (standards, regulation) 
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What is validation? 

Repeatable verification of the fact, 

that a process reliably reaches the 

required results. 

 

Where must the validation take 

place? 

Wherever the positive outcome of 

a process can not be verified by 

simple measurement. 

Validation 
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is verification of specified „predestined“ values… 
(it is also a lot of paper work) 
 

Validation  
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• Org chart Hygiene Management 

• Job descriptions incl. information identifying the qualifications 

• Hygiene plan 

• Skin protection plan 

• Instructions in case of injuries and contamination 

• Disinfection plan incl. disinfectant list 

• Cleaning plan incl. processing list 

• Manuals and product information 

• Safety Data Sheets 

• Operating instructions for hazardous substances and hazardous substances list 

• Contractual agreements with external service providers 

• Microbiological test reports 

• Internal inspection protocols (verification) 

• Protocols on maintenance and safety inspections for MD 

• Manufacturer's instructions for processing 

• Validation documentation for processing (processes) 

• Release documentation for processing 

• Instructions and training materials 
 

 

Speaking of which (paper work):  
the documents we need for our work 
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EU 

Directives 

93/42/EWG 

90/385/EWG 

Medical Devices Act 

Implementing regulations 

Accident prevention regulations 

Standards (DIN; EN; ISO )  

Code of Practices 

Prior Sciences 

 Legal Framework     Requirements 

Hygiene: laws, standards, rules and regulations 
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Processing  

of MD 

Laws Regulations Standards 

Recommendations 

Technical rules 

Guidelines 

Medical Devices Act 

Social Code 

Infection Protection Act 

Working Environment Act 

Occupational Health and 

Safety Act 

MPBetreibV 

GefStoffV 

BioStoffV 

ArbStättV 

DIN EN ISO 15883  

DIN EN 868 

DIN EN 285 u. 13060 

DIN EN ISO 17664 

Recommendation 

KRINKO (RKI) BfArM 

TRBA 250 

TRGS 400 

Guidelines of DGSV 

Adhere to Take note of 

Hygiene: laws, standards, rules and regulations 
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• Medical Device Act / Guideline for Operators of medical Devices 

• Social law 

• RKI „Requirements for the hygiene in processing medical products“ 

• DIN EN 285 Large sterilizers   

• EN 13060 Small sterilizers (< 60 liters) 

• EN ISO 17665 Validation of sterilization processes 

• ISO EN 11140-4 Routine control (Bowie Dick Test) 

• Recommendation of DGKH for the validation and routine control of 

sterilization processes with saturated steam for medical products 

• EN ISO 15883 Part 1-7 Routine control and validation of washer 

disinfectors  

• Guidelines of DGKH, DGSV and A-K-I for the validation and routine 

control of washer disinfectors  

Hygiene: laws, standards, rules and regulations 
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"Hygiene requirements in the reprocessing   
  of medical devices" 

 

Recommendation of the Commission for Hospital Hygiene 
and Infection Prevention (KRINKO) at the Robert Koch Institute (RKI)    
and the Federal Institute for Drugs and Medical Devices (BfArM). 
 
This recommendation was released in October 2012  and replaces the 
corresponding Recommendation from 2001. 

 
 Bundesgesundheitsblatt 2012 55: 1244-1310 
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KRINKO 2012 Appendix A: 

Gesetze, Verordnungen, Richtlinien 

 

Laws, regulations, directives 

 

Examples of laws: 

- MPG 

- MPBetreibV 

 

Examples of Occupational and 

Environmental Regulations: 

- Biomaterials Ordinance 

TRBA 250 (Technical Rules on 

Biomaterials) 

- Hazardous Substances Ordinance 

TRGS (Technical Rules on 

Hazardous Substances) 

1258 | Bundesgesundheitsblatt - Gesundheitsforschung - 

Gesundheitsschutz 10 · 2012  

KRINKO 2012 A: 
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1258 | Bundesgesundheitsblatt - Gesundheitsforschung - Gesundheitsschutz 10 · 2012  

TRGS 300  Safety technology 

TRGS 401  Risks resulting from skin contact - determination,  

  evaluation, measures 

TRGS 600 (440) Identification and assessment of hazards from   

  hazardous substances in the workplace: Identification 

TRGS 513  Working with sterilizers with ethylene oxide and   

  formaldehyde 

TRGS 525  Hazardous substances in healthcare facilities 

TRGS 555  Working instructions and instruction in accordance with  

  § 20 GefStoffV 

TRGS 900  Occupational exposure limits 

TRGS 905  List of carcinogenic, mutagenic or reprotoxic substances 

Technical Rules for Hazardous Substances 

TRGS of  KRINKO 2012 
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Laws and guidelines are reflected in the SOP 

• The degree of implementation of qualified guidelines, where they exist, is 
without doubt an indicator of quality. In addition, device-specific work 
instructions (so-called Standard Operating Procedures -. SOPs) are also 
required, in order to elaborate on certain hygiene-related work 
processes, such as the processing of instruments, in specific case rules.  

• A study* at 6 hospitals in different regions of the world showed flagrant 
deficiencies in compliance with currently valid recommendations in the 
participating hospitals (from Nepal, India, Argentina, Hungary, South 
Africa and Greece) – in median these were followed by only 27%. The 
authors attributed this to insufficiencies or complete absence of defined 
and committed work instructions that would of course be based on the 
guidelines. 

 

*Weinshel, K., Dramowski, A., Hajdu, Á., Jacob, S., Khanal, B., Zoltán, M. et al. (2015) Gap Analysis of 
Infection Control Practices in Low-and Middle-Income Countries. Infection Control & Hospital Epidemiology 
36: 1208-1214. 
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Basic requirements for hygienic processing 

• Establishing procedures; process documentation in a  hygiene plan 

• Description and determination of process quality; description of hygienic 
measures in  hygiene plan 

• Establishing controls, testing of quality of results: design of checklists 
and forms; documentation of measures carried out and checks incl. 
archiving of audit reports 

• Instructions in the use of medical devices; instructions and training in 
occupational safety and hygiene; written documentation of instructions 
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• Designation of a “hygiene officer” (Hygienebeauftragter) with regular 

attendance of training courses / further training through courses 

 

• Forming a hygiene committee 

Infection prevention is a duty of the entire institution. It is necessary to 

create a forum in which solutions for institution-specific problems get 

compiled and questions can be discussed. 

The committee consists of one representative of each relevant 

occupational group (institutional board, administration, physicians and 

nursing representatives and processing staff), including a hospital 

hygienist. Functions of this forum would be to define key issues for 

infection prevention dealing with facilities’ respective needs, and to gain 

major acceptance within the facility, which is a precondition for 

successful implementation of preventive measures. 

 

 

 

 

 

 

 

 Staffing and organizational requirements 
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Do we know their qualification? 
     Do we care? 
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• Processing of semi-critical A or critical A MD 

o separate area with zone separation unclean/clean/storage 

o temporal separation of activities with the patient in the same room 

 

• Processing of semi-critical B or critical B MD 

o separate room for new and renovated buildings 

o separate area with zone separation unclean/clean/storage 

 

• Classification, examples:  

• semi-critical B (endoscopes) 

• critical A (sterile scissors, sterile forceps, curette) 

• critical B (sterile hollow instruments, arthroscopes) 

Requirements for rooms and areas 
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Adequate „horizontal“ or „vertical“ separation of processes in adequate 

space/rooms 

Requirements for rooms and areas 
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Structured endoscope processing from "dirty" to 

"clean" and "disinfected" 

     "horizontal" solution 
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In confined spaces: the "vertical" solution 
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Packing & Maintenance Area 

Supply 

storage 

Acceptance, 

Cleaning & 

Disinfection Area 

Sluice 

Sluice 

Sterile 

Storage 

Sterilizer 

Loading 

platform 

Unloading 

platform 

Loading 

platform 

Unloading 

platform 

Central Media 

Supply Area 

Washing Area 

Drying Area 

Acceptance, 

Sorting, 

Disinfection Area 

Ironing & Repair 

area 

Storage room 

Utiliy 

storage 

Office  
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Requirements for rooms and areas 

Equipment / other features of the specific areas:  

o WD 

o ultrasound basin 

o manual workplaces  

o special equipment for cleaning and disinfection  

o packing stations with accessories  

o sealing units  

o test equipment  

o networking of workstations with IT  

o sterilizers  

o storage and transport systems  

o supply management  

o air conditioning systems 
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Equipment / other features of the specific areas 
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The workplace 

• Workplaces are to be maintained 

• Any defects must be reported immediately 

• Workplaces have the appropriate standard of hygiene 

• Contaminations / deposits, which can lead to hazards must be 

eliminated immediately 
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Workplace environment 

 

• workplaces and surroundings are clean and maintained 

• any defects must be reported immediately 

• workplaces have the appropriate standard of hygiene 

• floors/surfaces should be intact, smooth, jointless, wipeable and 

disinfectable (ie. disinfectant resistant). 
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• easy to reach  

• running hot and cold water 

• direct dispenser for hand disinfectants 

• direct dispenser for skin-friendly detergent 

• suitable skin protection, care products (not canned) 

• disposable towels 

Example: equipment hands basin 

 

//upload.wikimedia.org/wikipedia/commons/1/1a/H%C3%A4ndedesinfektion.JPG
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Workplace equipment 

The proper equipment for workspaces is 

regulated by the Workplace Ordinance 

(ArbStättV). 

E.g. for: 

 workrooms 

 locker rooms 

 washrooms / lavatories 

 break rooms 

 first aid facilities 

 

regarding e.g.: 

 room temperatures 

 noise 

 lighting 

 floors 
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• Contaminations / deposits, which can lead to hazards must be 

eliminated immediately 

Workplace environment 
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Workplace hygiene: why disinfect? 

 

The cleaning of surfaces is used to remove dirt, dust, microorganisms, 

and all other visible contamination - but is not a sufficient measure to 

minimize the risk of infection. 

 

Pathogens can survive for months on surfaces and be transmitted to 

humans via hands or dust. Therefore, surface disinfection is an important 

inactivating action to prevent the transmission of diseases (infection 

prevention). 

 

To disrupt the transmission chain, extensive disinfectant cleaning is 

essential! 

 

The disinfectant prevents the spread of microorganisms on floors and 

other surfaces, prevents cross-contamination and reduces the number of 

pathogenic microorganisms. 
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Selection according to the purpose of application and the necessary spectrum 

Required in every practice and CSSD 

• hand sanitizer, skin antiseptics 

• surface disinfectant 

• for manual processing of instruments: instrument disinfectants with 

virucidal efficacy, if without subsequent sterilization 

 

• Lay down in the hygiene plan (cleaning and disinfection plan) 

• Take note of concentration and exposure time. Service life of the products: 

compliance with manufacturers specifications 

• Only use VAH-listed products, with certificates from manufacturers/distributors 

• Do not exchange various disinfectants for other than the intended use (eg. no 

use of hand sanitizer for surface disinfection) 

• Always use disinfectants only from the original container; decanting is de facto 

impossible (clean room conditions required) 

• Failure to comply results in the transition of product liability to the operator 

 

  

Use of disinfectants 
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The Association for Applied Hygiene (VAH) 

publishes the VAH List of Disinfectants. 

This list is a bilingual publication and an 

inventory of all disinfectant products with 

valid VAH certificates, showing their active 

ingredients, contact times and use 

concentrations. The list has been a 

reference for quality assurance in 

prophylactic disinfection for many years. It 

is not only relevant for the medical area, 

but also for public institutions and, in the 

event of infectious diseases at home, also 

for the private home. 

Verbund für Angewandte Hygiene e.V. 
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The spectrum of disinfectants 

A  killing vegetative bacteria, mycobacteria, fungi and fungal spores 

B  inactivating viruses 

C killing anthrax spores 

D killing clostridia spores 

  

  
    Bactericide = inactivating bacteria 

   Fungicide = inactivating fungi 

   Virucidal = inactivating  virus 
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Spectrum A or B? 

Coated viruses are surrounded by a lipid membrane eg. 

HBV, HCV and HIV, and influenza viruses. 

The lipid membrane is fragile and can be destroyed with 

alcohol. Coated viruses can be killed with disinfectants, 

which have a limited virucidal activity spectrum (A). 

 

Not coated viruses are not surrounded by a membrane coat. 

Typical representatives are eg. norovirus or rotavirus. 

Not coated viruses have a higher resistance to chemical, 

physical processes and other environmental influences and 

may require the use of particularly powerful disinfectants, 

which are declared as virucidal (B). 
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• Cleaning of areas of low transmission risk: floors, walls, radiators, 

window sills, reception, office, sanitary facilities 

• Disinfection of surfaces with a higher risk of infection: hand contact 

surfaces, work surfaces 

• Targeted disinfection of surfaces after contact with infectious patients – 

immediately after identifiable contamination  

• To be laid down in hygiene plan (cleaning and disinfection plan) 

• Areas of low transmission risk: cleaning with household cleaners 

sufficient 

• Areas with a higher risk of transmission: wiping disinfection with 

surface disinfectants 

Risk evaluation of areas and surfaces 
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Surface disinfection 

• Establish 

o intervals 

o disinfectant agent 

o concentration and exposure time 

o life of the surface disinfectant solutions 

o logistics of cleaning utensils (processing of multiple-use 

cleaning utensils or disposable towels) 

• To be laid down in the hygiene plan (cleaning, disinfection plan) 
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Example: SOP Surface disinfection 

 
When preparing a solution, always have the cold water, then add the 

disinfectant! Disinfectants are hazardous substances. When dealing 

with hazardous materials always follow the appropriate operating 

instructions! 

 

Prepare a 0.5%-solution with Microbac basic according to manufacturer 

instructions of the company Bode. Mikrobac basic is supplied as a 

concentrate. 

 

To prepare the working solution, the dosage instructions must be 

observed and appropriate dosing devices or metering devices used. 
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a) pour 2 liters of cold water into the marked bucket 

b) take out 10 ml of water 

c) add 10 ml Mikrobac basic 

 

The reaction time is 15 min. 

 

All work surfaces are subjected to cleansing wipe disinfection twice a 

day, before the start of work and after activities end. 

In case of coarse contamination immediately. 

New solutions have to be prepared on every working day or in case 

of excessive pollution. 

Daily, at the end of the activities, the solutions have to be emptied 

out. All work equipment must be cleaned and stored in a dry place 

until next use. 

Example: SOP Surface disinfection (2) 
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• Use of manual dosing of water and disinfectant 

• Use of cold water for preparing 

• No mixing of disinfectants and cleaners 

• Colour coding for distinction of buckets and cloths for different surfaces 
(floor, sanitary, surfaces in contact with patients) 

• Use of fresh cloths for every room, method of ‘mop rotation’ 

• Disinfect cleaning buckets after completion of the cleaning and 
disinfection measures 

Surface disinfection 
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Surface disinfection 

If possible, wipe disinfection should be 

preferred to spraying. 

  

Wiping disinfection is effective: 

microorganisms are also removed by 

mechanical means. 

  

Spraying often does not wet the surface 

completely, also it is harmful for  staff 

(inhalation of aerosols). 

http://www.b-e-o-s.de/hygienetastaturen.html
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• Cleaning cloths and mops: 

o processing with disinfecting washing process with VAH-listed 

laundry detergent 

o annual microbiological examination of the washing process with 

bio-indicators 

o Let dry completely, otherwise risk of spreading wet germs 

• Generally use wiping disinfection (wet wipe, no post-drying, let 

evaporate); spray disinfection is ineffective and a burdened to the 

airways. 

Surface disinfection 
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Which areas to disinfect? 
 
• Surfaces with frequent skin- or hands-contact 

eg. door handles, handrails, keyboards, 

phone 

 

• Treatment and patient-friendly surfaces 

eg. medical equipment, dental chair, couch, 

bedside table, bed frame 

 

• Surfaces in communally used sanitary areas 

eg. toilets, showers, tubs, sinks 

 

• all sorts of working surfaces 
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The correct way to do it: 

 
1. always wear protective gear 

2. always mind manufacturer specifications 

3. use correct application concentration 

4. proper dosage 

5. complete wetting of surfaces 

6. mind contact times 
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• A practical alternative: Surface disinfection with wipe dispensing 
systems 

o have compatibility of disinfectant solution and the cloths be 
confirmed by the manufacturer 

o maximum service life according to the manufacturer’s instructions 

o storage with lid closed 

o disinfecting cleaning according to manufacturer’s instructions 

o surfaces usable again after evaporation of the disinfectant 

Surface disinfection 
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Determination of microbiological controls 

• sampling plan 

• Implementation 

• to be laid down in the hygiene plan 

 

If used in medical environment, sampling is necessary at least once a 

year according to drinking water regulation, including tests for 

Pseudomonas aeruginosa in the case of: 

• MD processing 

• Surgical hand disinfection 

• Endoscopy 

• Colon hydrotherapy 

 

Drinking fountains (wireline systems) need to be sampled and tested at 

least annually, according to drinking water regulation. 

Watercoolers (not wired systems), by recommendations of the Federal 

Institute for Risk Assessment: life at max. limit 2 weeks 

Drinking water 
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Determine 

• dropping 

• collecting 

• picking up 

• disposal 

• to be laid down in the hygiene plan 

 

Classification of the accumulated waste in waste code groups 

according to LAGA (Federal Workgroup for Waste Disposal). 

Important waste codes are 

• 180101: sharps 

• 180104: waste afflicted with blood, secretions and excretions 

• 180107: chemical waste 

 

Some waste can be disposed with the household garbage: observe 

special municipal regulations. 

Collect sharp objects in sharps boxes and dispose closed. 

Waste Disposal 
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Block I „Hospital Hygiene“: Contents 

Duration: 240 mins.  

 

0.  Introduction: About Us 

1. Hygiene Management: Basics 

2. Hygienic Areas and Processes 

3.  Standard Operating Procedures (SOP) and Hygiene Plans 

4. Occupational Safety and Health (OSH) 

5. Individual Hygiene and Safety 

6. Summary 
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Standard operating procedures (SOP) 
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Standard operating procedures (SOP) 

 

• The SOP is part of a manual (also known as guide) in written form. A 
SOP often includes a unique identifier, a validity date or period, a version 
number and the name of the author, the approver within the organization, 
possibly of the official auditor and the releaser with the respective 
signatures. So it should be clear who has when given what instructions, 
in order to ensure traceability at all times. It also notes that the staff are 
informed of the contents of SOPs and have been trained appropriately to 
changes in the SOPs. 

• SOP should be subjected to revision at regular intervals or whenever 
relevant changes are neccessary (according to the PDCA-cycle). 
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The PDCA- (or Deming-) Cycle 
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SOP and other written instructions 

 

The classic division into a "document pyramid" of quality manual, 
procedural and work instructions and derived project-procedures is 
described in ISO 10013 "Guidelines for quality management system 
documentation" . 
This procedure easily results in practice in a variety of documents that can 
be understood only by the quality experts. Those who should perform 
these procedures, often oppose such a system because it is complicated, 
often outdated or can be observed in practice only with considerable effort. 
Meanwhile, the ISO has clarified that ISO 9001 requires (and always has 
required) a “documented quality management system", and not a "system 
of documents". Accordingly, the term "procedural instruction" is no longer 
used in many ISO standards. [Wikipedia] 

 Never mind the theoretical difference between SOP and  procedural 

instructions, work/operating instructions; it does not matter too 

much, what you call it: just DO it! 
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SOP - this is how important they are 

 

• SOP, as a tool to ensure the reproducibility of processes and 
reprocessing results have been upgraded massively in the KRINKO's 
2012 revision as compared to the older version. 

 

• Especially in connection with manual processes and in the processing of 
«medical devices with increased reprocessing requirements» (e.g. 
flexible endoscopes, cystoscopes, bronchoscopes) is the writing of and 
the compliance with SOP a minimum condition. 

 

• Regarding the question of «suitable validated methods» (Annex 1), 
«Writing up an SOP» is required in 15 cases out of 16 individual steps. In 
fact, in 11 cases that is the only action required. 
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SOP - how detailed do they have to be? 

• The standard operating procedures [Verfahrensanweisung] must 
specifically identify the critical process steps. These should be 
considered in the context of periodic tests to demonstrate the 
effectiveness of each measure. 

• The method is specified with sufficient accuracy. 
• In particular, the specification includes a detailed description of all 

the successive steps and the tools used in each case. 

• The description of the steps contains – with reference to the tools to be 
used – clearly defined minimum standards (including allowable 
tolerances) to the applicable intensities, rinsing and process times, 
flushing volumes, number of rinses, etc. 

• For validation, «worst case» aspects are used in relation to the 
conditions specified in the description. 

• The standard operating procedure must include 
• the form of documentation of the release decision and 
• the procedure for deviations from the correct process flow (QM). 

 

Quoted/translated from KRINKO 2012. 
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SOP: a structure that works 

1. Title 

2. Scope of application 

3. Purpose 

4. Responsibilities 

5. Definitions and abbreviations 

6. Other applicable documents 

7. Amendments 

8. Distributor 

9. Date of implementation 

10.  Description of process 
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SOP - a structure that works, example 

1. Title 

2. Scope of application 

3. Purpose 

4. Responsibilities 

5. Definitions and abbreviations n.a. 

6. Other applicable documents n.a.  

7. Amendments 

8. Distributor 

9. Date of implementation 

10. Description of process 

1 

2 

3 

10 

7, 8, 9 

4  
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All washing areas are equipped with a wall dispenser for hand disinfectant. 

 

Rub a hollow handful of hand sanitizer undiluted into dry hands, grasping 

all skin areas. Pay particular attention to fingertips and thumbs. 

 

The exposure time is 30 seconds. 

 

During this time, make sure that the hands are kept moist with the agent. 

After completion of exposure time, liquid must be fully absorbed. 

SOP – process description: hand disinfection 
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SOP – process description: hand disinfection (2) 
 

Hygienic hand disinfection: When? 

 

always before handwashing 

 

when entering the workplace / before starting work 

 

after toilet use 

 

after removal of protective gloves 

 

when leaving the work premises / when finishing work 

 

after coughing and sneezing 
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Hygiene plan 

• Legal basis  for creating a hygiene plan in hospitals and other healthcare 
facilities: IfSG (Infection Prevention Act), TRBA 250 

• Rigorous observance by the staff is necessary. 

• Free design, in text or table form, short and clear definitions, include list 
of applicable documents 

• Specific instructions, based on the actual conditions and practical 
procedures in practice, are key to the successful implementation by the 
employees. 

• Contemporary hygiene plans consist of individual documents that are 
continually updated. Existing QM documents can be integrated. 

• In the phase of initial elaboration of the plan, assistance by hygiene 
professionals may be required. 
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Hygiene plan 

Factors to be considered in a hygiene plan: 

 

• Infection risk analysis specific to the facility and their different fields of 
activity 

• Assessment of risks for which risk-minimizing measures are compulsory 

• Stipulation of specific measures to minimize risks 

• Methods of controlling the adherence to infection prevention measures. 
These methods should demand a reasonable work load. 

• Review of the hygiene plan regarding efficiency and possible updates at 
stipulated periods (PDCA) 

• Detailed precision of the hygiene plan and training of the personnel 
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Topics of a hygiene plan 

•  Hygiene management and organization 

• Organization of the personnel 

• Hygiene representative/ Infection Control Personnel 

• Quality control circles/ committees “Prevention of infections” 

• Hygiene of personnel 

• Hand hygiene 

• Protective clothing 

• Occupational health 

• Hygienic measures related to medical care 

• Handling of medical devices 

• Surface cleaning and disinfection 

• Cleaning and disinfection plans 

• Behavior in the event of infection 

• Measures to be taken in case of specific pathogens 

• Laundry services and disposal 

• Hygienic environment 

• Maintenance and examination of building service equipment and devices 

• Water hygiene 

• Waste 

• Waste management 
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Example for a hygiene plan (Hygienehandbuch) 
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Example for a hygiene plan (Hygienehandbuch) 
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Block I „Hospital Hygiene“: Contents 

Duration: 240 mins.  

 

0.  Introduction: About Us 

1. Hygiene Management: Basics 

2. Hygienic Areas and Processes 

3.  Standard Operating Procedures (SOP) and Hygiene Plans 

4. Occupational Safety and Health (OSH) 

5. Individual Hygiene and Safety 

6. Summary 
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• Well-structured, yet not overwhelming 
workplace hygiene should be an integral part of 
loccupational health and safety. 

• Hygiene and cleanliness are not only a key 
building block for health in hospitals - a healthy 
level of hygiene is a plus for the health of 
employees at any workplace. 

Occupational Safety and Health (OSH) 
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Processing MD - it is a dangerous occupation! 

  

Everyone working in the processing of contaminated MD, exercises 

activities with biomaterials or biological agents (biological 

exposure) 

 

and 

 

 

uses in the process hazardous substances (chemical exposure) and 

sterilization procedures (physical exposure). 
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OSH is regulated by the state and by occupational 
(insurance) associations 

 
 

• Working Conditions Act (ArbSchG) 

• Bio Materials Enactment (BioStoffV) including TRBA 

• Hazardous Materials Enactment (GefStoffV) including TRGS 

• BGR (Berufsgenossenschaftliche Regeln): Occupational Safety 
Regulations (SGB VII) 

• Regulation on Occupational Medical Provisions (ArbMedVV) 
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Occupational health care 
 

• Compulsory supervision of all employees through occupational health 
physician and safety engineer or specialist for occupational safety (or if 
necessary, alternative care) 
 

• Vaccination offer by the company doctor, depending on patients 
spectrum and activity spectrum of the practice (at least hepatitis B 
vaccination) 
 

• Compulsory membership of the practice staff in a professional 
association (accident insurance) 
Employer generally has to offer/organise checkups. 
 

• Voluntary insurance of practice proprietor possible (protection against 
occupational accidents and diseases) 
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Hazard assessment 

  

Excerpts from the §3 of ArbStättV 

 

(1) ... According to the result of the hazard-assessment, the employer 

defines protection measures under the provisions of this regulation 

including the Annex and the prior art, occupational medicine and hygiene 

... 

 

(3) The employer has to perform and document the risk assessment 

regardless of the number of employees before taking up the activities ... 
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Hazards – hazardous substances 

Every employer (no matter how big or small the operation), is required by 

OSH Act (ArbSchG) §§ 5, 6 to perform a hazard assessment. 

The objective of the assessment is to determine which occupational 

safety measures are required. 

www.bgw-online.de 

https://www.bgw-online.de/DE/Home/home_node.html
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Hazard assessment 

A hazard analysis is undertaken by the operator, possibly using a occupational 
physician or a specialist for occupational safety related to the workplace and 
the individual activities 
  

• Identification of the working areas and activities 

• Determining the hazards 

• Determination of the hazard assessment 

• Determining measures 
• Protective measures for activities of protection level 2, which applies to 

a CSSD (BGR, TRBA 250): 
o structural and technical measures 
o organizational and hygienic measures 

• Implementation of the measures 

• Testing the efficacy 

• Update the risk assessment (for example, annually, with use of new 
disinfectants, methods, new equipment) 
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Hazard assessment 

Contents of a complete hazard assessment in the CSSD as well as other 
instructions and data sheets: 

 

• Hazard assessment 

• Operating Instructions 

• Safety Data Sheets 

• Training in handling hazardous materials 

• First aiders according to BGV (= Safety Regulations of the trade 
associations) 

• First Aid 

• Accident report 
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Hazard assessment 

 

 

Considering the actual risk at the facility: 

Potential hazard of: 
  

 Infectious material (blood, secretions) 
 Needlestick injury 
 Radiation (X-ray) 
 Other hazardous materials (disinfectant) 
 Wearing gloves 
 VDU work (Visual Display Unit) 
 

Operating instructions and safety data sheets must be provided by the 
manufacturers and have to be available in place. 
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Hazard assessment: it is the PDCA-circle, again… 
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Biomaterials 

  
Biomaterials are hazardous microorganisms e.g. bacteria, viruses, fungi 

that can endanger human health through infections, communicable 

diseases, toxin production, sensitizing or other adverse effects. 

  

Biostoffverordnung (BioStoffV) is a regulation on the protection of workers 

in work activities involving biological agents. The BioStoffV was enacted in 

1999 

- as a transposition of Directive 90/679 / EEC into national law and 

- due to the Working Conditions Act (ArbSchG: 19/10/2013). 
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Biomaterials 
 

  

Biomaterials are legally classified into Risk Groups 1 to 4.  

The classifications of microorganisms can be found in Directive 2000/54/EC 

Annex III and the description of the risk groups in BioStoffV §. 3 

Here are some examples from Directive 2000/54/EC Annex III: 

Biological Material 
Classification 

Risk Group 

Staphylococcus aureus 2 

Escherichia coli (except nonpathogenic strains) 2 

Pseudomonas aeruginosa 2 

Mykobacteria 2 and 3 

Creutzfeldt-Jakob-Disease 3 

Variant Creutzfeldt-Jakob-Disease 3 

Herpes-B-virus 3 

Measles virus 3 

Ebola-virus 4 
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Biomaterials 

Dealing with biomaterials in the processing of contaminated MD comes 

therefore with a risk for the health of unprotected people, which is not 

visible to the human eye. 

 

Minimise the risk: 

 

Wearing personal protective 

equipment (PPE) is necessary. 

 

Vaccinations are not enough. 
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TRBA 250, revised 2014 

The Technical Rules for Biomaterials reflect the state of safety, occupational 
health, hygiene and work science requirements for activities involving 
biological agents. They are devised by the Committee for Biological 
Agents (ABAS). 
 

OSH Act  Biomaterials ordinance  TRBA 250 
instructs                   elaborates      implements 
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TRBA 250 

Concrete help to implement the demands of 

BioStoffV is the 

 

Technical Rules for Biomaterials 250 

 

"Biological agents in healthcare and 

welfare" (TRBA 250). 

If the operator adheres to TRBA 250, it can 

be assumed that the relevant requirements 

of the regulations are met. 

If the operator chooses to deviate, he must 

therefore achieve at least the same safety 

and the same health protection for its 

employees and also demonstrate this. 
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TRGS 400, revised 2014 

The Technical Rules for Biomaterials reflect the state of safety, occupational 
health, hygiene and work science requirements for activities involving 
biological agents. They are devised by the Comittee for Hazardous 
Substances (AGS). 
 

OSH Act  Hazardous Substances ordinance  TRGS 400 
instructs                          elaborates                           implements 
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Hazardous substances 

Technical Rules for Hazardous Substances 

“Hazard assessment for activities involving hazardous 

substances" 

 

In the processing of contaminated MD, there 

are not only hazards of biomaterials, but also of 

chemicals that are marketed for use in 

mechanical or manual processing. 

 

These are called dangerous materials or 

hazardous substances, that have to be labelled  

accordingly by the manufacturers. 
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Hepatitis Vaccination Transmission 

A ; E A Yes 

E No 

drinking water 

foods like 

> icecream, fruit 

> raw sea foods 

B ; D B Yes 

D No 

 

blood 

saliva 

mother‘s milk 

semen 

C No blood 

Hepatitis: vaccination? 

Additional Tetanus-vaccination is recommended! 
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Vaccination 

Employees should know their HIV and hepatitis status  and document 

(actuarially). 

The carrier status of the patient(s) is not always known, so all MD are 

classified equally as highly infectious. 
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Safeguard measures: concrete measures 

 

• Procedure for needle stick injury or contamination with infectious 
secretions 

• Use safer instruments, such as canullas to avoid needlesticks 

• Glove plan 

• Practical arrangements for the use of personal protective equipment 
(PPE) 

• Lay down in the hygiene plan along with  

o concrete designation of the medical referee 

o first aid instructions in case of accident 

o accident report to the occupational insurance association  
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Safeguard measures: concrete measures 

Exampel: needlestick injuries (NSI) 

 

• Needlestick injuries (NSI) are generally understood to be pricks, cuts and 
scratch injuries of the skin by needles, cannulas, scalpels or similar 
instruments 

• Needlestick injuries are among the most frequently occurring in clinical 
routine work accidents 

• They are often not reported, the alleged true figure is between 50% and 
90% 

• In Europe the following pathogens pertain the greatest risk: 
 
     Hepatitis C virus (HCV) 
     Hepatitis B virus (HBV) (if no sufficient vaccination is provided) 
     Human Immunodeficiency Virus (HIV) 
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NSI prevention: dos and don’ts 

do: 

• use appropriate disposal containers (puncture safe, unbreakable, 

lockable). They must be there, where sharp or pointed instruments are 

being used. 

• discard used needles immediately, do not lay them down first 

• the filling level of the disposal container must be recognizable and it 

has to be disposed of before reaching the filling limit (indicated by the 

arrow) 

• wear PPE 
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NSI prevention: dos and don’ts 

don't: 

• handle needles without gloves 

• recap used needles! Recapping involves a mayor risk of injury! 

• dispose of needles in the regular waste bin 

• pass open needles from person to person 
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NSI, measures after exposition 

 

• First aid 

• Reduce amount of infectious material, decrease contact time to virus 

• No emergency measure can reliably prevent an infection 

• There are no randomized controlled studies on the effectiveness of the   

emergency measures 

• The needlestick injury is an "emergency situation" 

• Routine activities "must" be interrupted 
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NSI, measures after exposition 

• Evaluation of the transmission risk 

o Assessing the nature and extent of exposure 

o Laboratory tests (receiver / possibly index patient) 

o note  "Diagnostic gap"; do not unnecessarily delay Post-exposure 
 prophylaxis (PEP) 

• if necessary, Post-exposure prophylaxis 

o Hepatitis B vaccination? (Within 24-(48) hours) 

o Drug HIV PEP? (Within 2-(72) hours) 

• Who performs laboratory tests / treatment? 

o medical referee, company doctor, emergency room, practice owner 

o notify occupational insurance association, follow-ups 
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NSI: the best measure…  

Specify procedures and ways of working in the event of NSI in writing 
(emergency plan with phone numbers: HIV-PEP, HBV immunoglobulin)  
and practice necessary steps and measures - because this applies to all 
necessary measures: "the sooner the better!" 

…is to plan ahead, write it down and instruct the staff. 
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Safeguard meausures: staff training 

Topics: 

• Type of activity 

• Video Display Unit (VDU) workplace 

• Static activities 

• Dynamic activities 

• Fine motor activities 

• Working environment (space, light, noise, exposure to hazardous substances, among others: ArbStV) 

• Breaks 

• Workwear, PPE 

• Technics (tools, machine operation) 

• Premises 

• Compliance with the UVV, TRBA 250 

• Reception of contaminated instruments 

• Appropriate use of equipment 

• Appropriate waste disposal 

• Fire protection responsibilities 

Staff training/instructions have to be conducted annually and documented 

by the operator; a joint training with hygiene topics is possible. 
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Block I „Hospital Hygiene“: Contents 

Duration: 240 mins.  

 

0.  Introduction: About Us 

1. Hygiene Management: Basics 

2. Hygienic Areas and Processes 

3.  Standard Operating Procedures (SOP) and Hygiene Plans 

4. Occupational Safety and Health (OSH) 

5. Individual Hygiene and Safety 

6. Summary 
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Personal hygiene includes all measures regarding the cleanness of a 

person and their clothes. 

 

These include: 

 

• wearing clean workwear 

• disinfect hands before contact with food, and after each toilet visit 

• even after coughing and sneezing into the hands 

• clean, short, unpainted nails 

• periodic medical examination 

 

A lack of personal hygiene and ignorance of transmission paths lead 

to the spread of diseases.  

Personal hygiene 
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Workwear 

 

 

• Workwear is worn instead of private clothes at work; light in color in order 
to immediately detect contamination. 
 

• It has to be worn during 

o all activities where there is a risk of contamination with pathogens 

o all "clean" activities " (for example, preparation of parenteral foods) 
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Workwear: storage 

Storage 

• Separated clean / used 

• separately from private clothing 

• At least one spare set in case of contamination 

• Lockers with dividing panels 

• change at least every 2 days 

• immediate exchange in case of visible contamination 
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Workwear: processing 

Processing 

• with disinfectant washing procedures 

• by external laundry with hygiene certificate or 

• on the premises: at least 60°C wash cycle with VAH-listed detergent and 
annual microbiological examination of the washing process with 
biological indicators. Hygiene certificate for disinfectant laundering 
processes 

• The processing of workwear at home is generally to be avoided, due to 
the possible entry of microorganisms (for example MRSA). 

• Contaminated workwear has to be disinfected and cleaned by the 
employer. 
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Hand hygiene: washing 

Only wash your hands if they really are dirty. 

 

Disinfectants are better for your skin. 

 

The agents inactivate pathogenic "germs" 

(microorganisms). 

 

After washing, dry hands (disposable towels). 

 

Then apply cream to hands. 
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Hygienic hand disinfection 

This has a particularly high priority in hand hygiene. 

Infections are transmitted in up to 80% of cases via the hands. 

The interruption of infection chains is of great importance! 

Take a sufficient amount of hand disinfectant into the dry palm of the hand, 

so that all areas of the hands can be wetted with the agent. 

Rub hand sanitizer carefully for 30 seconds in the hands, grasping all skin 

areas. 

 

The rub-in procedure in 6 steps has been 

replaced by the "Personal responsibility rub-in 

method". 

high germ density 
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Hygienic hand disinfection 
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The omission of hygienic hand disinfection is 

not a trivial offense. It can be judicially 

punished as gross treatment error. 

Imprint of a washed hand Imprint of a disinfected hand 

Hygienic hand disinfection 

 Disinfection is more efficient than washing by a factor of about 100. 
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1. The hands are washed too frequently and not disinfected enough. 

2. Jewellery, watches and rings are not stored away at work. 

3. Nail polish or artificial nails are being worn. 

4. Skin-protective solutions are not used. 

5. The hands are not completely dry before disinfection. 

6. Coarse contaminants are not removed in advance. 

7. Not all surfaces of the hands/wrists are wetted. 

8. The reaction time is not observed. 

9. The hands are not kept moist for the entire exposure. 

10.The correct sequence of disinfection and washing is not observed. 

Hygienic hand disinfection 
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Note the spectrum of the hand sanitizer! 

 

Choose the right agent. 

 

The correct amount for effective hand disinfection is a hollow handful. 

 

Effective hand disinfection takes 30 seconds. 

Hygienic hand disinfection: how and with what? 



Dr. med. Dipl. -Ing. Thomas W. Fengler www.cleanical.eu Chirurgie-Instrumenten-AG Berlin 

Hand care: tips 

• Cream your hands often, at best four times per shift. 

• Wear gloves only when needed, eg. for all unclean activities. 

• Really use disposable gloves only once. 

• Wash your hands as little as possible, rather disinfect them. 

Washing hands is bad for your skin, it quickly dries out and might 

crack. 

• Soap functions "only“ for cleaning. Meaning: Many disease-causing 

germs remain on the skin. 
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Hand care products 

Oil in water (O / W) emulsion 

maintains skin with vegetable oils and panthenol 

keeps the skin smooth and supple 

Water in oil (W / O) emulsion 

smoothes skin noticeably 

strengthens the natural barrier function of the skin 

supports skin regeneration 
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Personal Protective Equipment (PPE) 
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Occupational Safety and Health Act (ArbSchG) on PPE 

§ 3 Basic obligations of the employer 

“PPE must be provided by the employer” 

 

§ 15 Obligations of employees 

“PPE must be worn the workers” 
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PPE 

 
Biomaterials Ordinance 

 

TRBA 250 

  

 
Gefahstoffverordnung 

 

TRGS 

  

Occupational Safety and Health Act 

Protection Measure 

PPE 

The PPE-Regulation (PSA-BV) implemented the European "Directive 89/656/EC 

on the minimum safety and health requirements for the use of personal protective 

equipment by employees at work" into German law in 1996. 
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• Use is to be laid down in the hygiene plan (indication, use, handling, 
disposal) and staff needs to be instructed on use 

• The PSA is worn in addition to the section workwear 

• Disposables are discarded after a single use 

• Do not wear in break rooms 

• Reusable products are not to be taken home for cleaning 

• Recommendation: exclusively use disposable products; use in a 
patient-related way where possible 

 

Personal Protective Equipment (PPE) 
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Chosing adequate PPE 

Activities involving hazardous substances are classified according to 

Hazardous Substance Enactment (GefStoffV) into protection levels 1 to 4. 

The protection levels each correspond to matched actions to be taken. 

Also, the higher level actions have to be taken in addition to those of the 

preceding stage(s). 

 

To determine the correct level of protection, a list of hazardous substances 

needs to be applied. In this directory, all hazardous substances that are 

used on the site are listed. The list must, inter alia, include the 

classification of each hazardous substance. 
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The activities involved in the processing of MD are assigned  

Protection Level 2 

  

Protection Level 2 must be applied to activities with substances and 

preparations that are labeled and classified  "Xn", "Xi", "C" 

 

          and 

 

during which contact with body fluids, secretions or tissue can occur 

regularly and on a larger scale, so that there is a risk of infection by 

pathogens of risk group 2 and 3 (see point 3.2.2.1 TRBA 250). 
 

One of the measures of Protection Level 2 is wearing PPE! 

Chosing adequate PPE 
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• Low-germ gloves 

• in all the activities of possible contamination 

• if there is visible contamination with blood or perforation immediate change 
gloves 

• Liquid proof gloves 

• when dealing with detergents and disinfectants (manual processing, surface 
disinfection) 

• when using multi-use household gloves: personal use and disinfecting the 
outside of the application. 

• Full-face protection 

• Personal protection against inhalation and contamination with organic / 
infectious materials, aerosols 

PPE – when to wear it 
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• Hair covering 

• for activities involving aerosol formation 

• Protective gowns (non-sterile) 

• if contamination of work clothing expected - long-sleeved 

• Apron (liquid-tight) 

• when drenching of workwear is to be expected (eg. manual 
processing of MD) 

• safety goggles 

• if splashing of infectious fluids or hazardous substances is to be 
expected (for example, dealing with disinfectant concentrates). 

 

PPE – when to wear it 
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PPE for a CSSD consists of… 

All products have to adhere to the relevant standards 

• Hair Covering 

• Eye protection such as goggles or glasses with solid side 

shields 

• Respiratory protective face mask 

• Gloves 

• Apron/gown with reinforced sleeves that acts as a barrier to 

fluids 

• Skid-resistant, antistatic footwear 
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Hair Covering 

Disposable covers: 

• have the entire scalp covered 

• there are different sizes 

• edge or holding rubber can constrict 

Eye Protection 

Goggles, protective goggles for spectacle wearers or disposable goggles: 

• Reducing the field of view 

• increased sweating 

• Misting on the inside of closed goggles 

• Misting on the outside when temperature changes 

• Visual field disturbances by reflections 

PPE for a CSSD consists of… 
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Respirator masks, in accordance with DIN EN 149: 2009-08 "Respiratory 

protective devices - Filtering half masks to protect against particles - 

Requirements, testing, marking“ are classified into protection levels FFP1, 

FFP2 and FFP3. 
 

DGKH recommends FFP2 masks for infection prevention in tuberculosis cases. 

The Institute for Occupational Safety (BIA) generally recommends FFP2 masks to 

protect against bacteria, fungi and spores and viruses against FFP3 masks. 

  

 FFP 1 protection against fine dust, coarse, dry particles, pollen 

  only without valve  

 FFP-2 protection against bacteria, fungi, spores and tuberculosis cases 

  with and without valve 

 FFP 3 protection against viruses 

  with and without valve 

PPE for a CSSD consists of… 
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Apron/Gown 

Disposable protective gowns: 

• water resistant, partly coated front and sleeves 

• otherwise breathable 

• long sleeves with elastic waistband 

Gloves 

Disposable gloves: 

• Nitrile gloves with long cuffs 

• Nitrile polymers are chemically very resistant and have                              

rubber-like properties (latex free) 

• They meet the requirements for a disposable                                                       

glove for medical supplies 

PPE for a CSSD consists of… 



Dr. med. Dipl. -Ing. Thomas W. Fengler www.cleanical.eu Chirurgie-Instrumenten-AG Berlin 

eg. Chemical gloves made of nitrile, liquid proof 

Different gloves for different tasks 

eg. Heat-resistant gloves to wear during unloading of steam sterilizers 
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Footwear: 

• washable and disinfectable 

• front closed, with back strap 

• anti-slip sole profile 

• antistatic properties 

Ear plugs 

Insulation value: 37dB 

80dB – 37dB = 43dB 

Ear protection 

In Germany, the operator must inform the staff about the risk of hearing 

loss and provide ear protection if a volume of 80dB is present. 

PPE for a CSSD consists of… 
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Block I „Hospital Hygiene“: Contents 

Duration: 240 mins.  

 

0.  Introduction: About Us 

1. Hygiene Management: Basics 

2. Hygienic Areas and Processes 

3.  Standard Operating Procedures (SOP) and Hygiene Plans 

4. Occupational Safety and Health (OSH) 

5. Individual Hygiene and Safety 

6. Summary 
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Summary 

• Hospital hygiene is about infection prevention for patients and staff, 
especially with regard to nosocomial infections. 

 

• Pathogens can be transmitted in various ways (airborne -, smear -, 
contact infection). A huge percentage of infections involves the hands of 
the staff. Disinfection of hands and surfaces disrupts the transmission 
chain. 

 

• The processing of MD is highly regulated. The demands of the laws and 
guidelines are reflected, on a practical level, in SOP and Hygiene plans.  
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Summary 

• The operator of a facility is responsible for the quality of the processed 
sterile supply (and thus, the safety of the patients).  

 

• The operator is also responsible for the health and safety of his 
employees, according to OSH Act and guidelines of occupational 
(insurance) associations. 

 

• The operator has to assess potential hazards of his facility, implement 
counter-measures and provide appropriate protection (eg. PPE). 
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Summary 

 

• The processing of MD is potentially quite dangerous. There are the 
hazards of biomaterials, hazardous substances, heat and sharp or pointy 
instruments, to name but a few. Be careful and follow the instructions. 

• Get Hepatitis A, B vaccination, get Tetanus vaccination 
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Summary 

 

 

• Utilise correct hand disinfection and hand hygiene 

• Avoid trauma to the skin 

• Wear PPE 

• No eating and drinking at the workplace 
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Summary 

• Utilise correct surface disinfection 

• Keep workplace and surroundings clean  

• Perform risk assessments 

• Review of the results by sampling and documentation 
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Thank you for your attention! 
We continue after the break:  

CLEANICAL gmbh 
Scharnhorststr. 3 

10115 Berlin 
Germany 

fengler@cleanical.de 
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Thomas W. Fengler 

Block II: Microorganisms  

Duration: 210 mins. 

1. Microorganisms 

2. Bacteria 

3. Virus 

4. Prions 

5. Protozoa 

6. Fungi 

7. Epidemiological definitions 

8. Biofilms 

9. Biological Indicators 

 


