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The German Coalition for Patient Safety (I)
» established as a non-profit organization in 2005 by health care professionals,
institutions and patient organizations to improve patient safety in Germany
» supported by the German Ministry of Health

» headed by an executive committee which consists
of nine members who are elected for a two years
term of office by the general assembly

» the committee is assisted by an advisory council @
and a board of trl_Jstees | | T A

> the general meeting decides on projects and PATIENTENSICHERHEIT
initiatives

> e health care in Germany

practical safety projects

Ing groups hold regular meetings and
as recommendations

| M.A. Yogyakarta, October 2012
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The German Coalition for Patient Safety (lI)
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The German Coalition for Patient Safety (lll)

» Working groups

» Results are summarized in recommendations which are published periodically
and are provided to all institutions and organizations in German healthcare
free of charge.

Recommendation for preventing wrong site surgery

Recommendation for establishing critical incident reporting system (CIRS) in
hospitals

Checklist for medication safety in hospitals
. stients
ganize presentations and conferences on special
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Cooperation for Transparency and Quality
In Healthcare

KTQ

Yogyakarta, October 2012
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Shareholders of KTQ-GmbH

> The Umbrella Associations of the TR "B Y VKK
Statutory Health Insurers
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» The German Hospital Federation

uncil ,
Deutscher Pflegerat e.V.

Bundesarbeitsgemeinschaft Pflege-
und Hebammenwesen

Icians in Hartmannbund

nd der Arzte Deutschland
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Overview: KTQ-Certificates

2002 2007
Hospitals Ambulant Nursing Services
Nursing Homes and Hospices

2004

Doctor’s Practices and Medical 2011
Centers

Emergency Rescue Services

2005

Rehabilitation Clinics

edures for different healthcare practice

Yogyakarta, October 2012
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KTQ-Model

formation an®
Mmmunicatio®
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KTQ-Categories

0 Patient-orientation
e Securing Employee-orientation

34

Safety

tion and Communication
ship

management

Yogyakarta, October 2012
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Category, Subcategory, Criterion, Questions

25 Subcategories

63 Criteria, therefrom 10 Core Criteria

Many many questions

Yogyakarta, October 2012
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PDCA Cycle

Act . Plan
Recommendations Target and process
for improvements planning,

based on the
results of the
"Check” step

responsibilities

PDCA

Do

Transformation into
practice, ,current
status”
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Plan Do

0123 V1284050789

PDCA Cycle

3 Safety

3.2 Patient Safety
3.2.3 Hygiene Management

B Describe the planning of processes/the
target state, to which the criterion refers, as
well as the defined responsibilities in your
institution. Please include the following
topics, amongst others, as far as apphcable

» The regulation of the responsibilities with
regard to hygiene in all areas of the hospital

» The planned information channels and the
form of communication if a lack of hygiene
occurs or a malpractice in terms of hygiene
1s determined

» The regulation that the guidelines and
recommendations with regard to the
hospital hygiene are observed by and
known to the staff

» The reguiation of the batch documentation
in the central department of sterile
material supply

P The planning with respect to the HACCP
concept for the entire meals supply

B Describe the actual state or the implemen
tation of the processes, to which the criterion
refers. Please include the following topics,
amongst others, as far as apphicable

P The safequarding that the employees have
access to the instructions and procedures

P The regular meetings of the hygiene
commission according to the requirements
of the Robert Koch Institute or the hygiene
regulations of the German federal states

P The journal of the meetings of the hygiene
commission and the implementation
of the resolutions in the form
of e.g. internal guidelines

» The implementation of the HAACP concept
in the entire meals supply

P The processes with respect to the
conditioning of medicinal products
(e.g. endoscopes)

Yogyakarta, October 2012
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PDCA Cycle
Check

3 Safety

B Describe the metrics. measurements and

3.2 Patient Safety
methods you use to revise and assess

323 Hygiene Man agement the requirements, actions and processes set

forth in Plan and Do in a regular and
comprehensible way

P The checking whether the hygiene
ordinance of the federal states, as well as
the guidelines of the Robert Koch Institute
and other institutions are observed

P The checking of the proper management
of sterile goods as well their correct
handiing and storage

» The comparison of the results with
other departments or facilities

B Descrnibe the improvement measures you
derived from the Check results

» The defined improvement measures,
which have been derived from previous
certification processes

Yogyakarta, October 2012
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PDCA Cycle

ASSESSMENT
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Category, Subcategories

3. Safety

3.1 Safety and security systems
3.1.1 Occupational safety Core criteria
3.1.2 Fire protection
3.1.3 Environmental protection
3.1.4 Disaster management
3.1.5 Non-medical emergency situations

3.2 Patient safety

3.2.1 Protection of patients against the endangerment to self or others

3.2.2 Management of medical emergencies

3.2.3 Hygiene management

3.2.4 Hygiene-reievant data

3.2.5 Management of infections

3.2.6 Drugs Y

3.2.7 Blood components and plasma derivatives

3.2.8 Medical devices

5.5.1 Structure and development of a risk management system

Yogyakarta, October 2012
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3 Safety

3.1 Safety and security systems

3.1.4 Disaster management

Plan

M Describe the planning of processes/the
target state, to which the criterion refers, as
well as the defined responsibilities in your
institution. Please include the following
topics, amongst others, as far as applicable:

» The integration of the hospital in the
disaster management pursuant to the
German federal state law

» The defined responsibilities

» The obligation of the hospital to
admit emergency patients in case
of major disaster

Do

0123 15258945767 819

W Describe the actual state or the implemen-
tation of the processes, to which the criterion
refers. Please include the following topics,
amongst others, as far as applicable:

» The implementation of instructions
(e.q. operational command, hotline)

» The regular updating and corresponding
communication of the disaster
management plan

» The offer of and participation in regular
instructions and training seminars in
respect of disaster management
for the employees

Yogyakarta, October 2012
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3 Safety

3.1 Safety and security systems

3.1.4 Disaster management

Check Act

0123 ORI82°3

W Describe the metrics, measurements and ® Describe the improvement measures you
methods you use to revise and assess derived from the Check results:

the requirements, actions and processes set

forth in Plan and Do in a regular and

comprehensible way:

» The latest disaster management exercise » The defined improvement measures,

(e.qg. date, improvement potentials) which have been derived from previous
» The number of further education seminars certification processes

for employees in the previous year » The consequences from the latest disaster
} The comparison of the results with management exercise

other departments or facilities

Yogyakarta, October 2012
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3 Safety
3.2 Patient safety

Plan

3.2.2 Management of

W Describe the planning of processes/the
target state, to which the criterion refers, as
well as the defined responsibilities in your
institution, Please include the following
topics, amongst others, as far as applicable:

medical emergencies

» The planning of the emergency
management for internal medical
emergency cases, incl. internal emergency
transport (e.g. a standardised procedure
for CPR emergency calls)

P The planning with respect to the availability
of standardised emergency equipment
on the wards and in the functional areas

» The qualification of the staff

Do

0123 0123456789

W Describe the actual state or the implemen-
tation of the processes. to which the criterion
refers. Please include the following topics,
amongst others, as far as applicable:

» The safeguarding of the access to the
emergency equipment and emergency
medication at all times

» The safeguarding that qualified staff are
immediately available to perform medical
emergency care at all times

» The offer of and the participation in regular
instructions and training seminars
with respect to emergency management
and practical CPR exercises for the
employees

Yogyakarta, October 2012
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3 Safety
3.2 Patient safety Check Act

3.2.2 Management of DF1%250 0123 ,

medical em erg encies M Describe the metrics, measurements and B Describe the improvement measures you
methods you use to revise and assess derived from the Check results:

the requirements, actions and processes set

forth in Plan and Do in a regular and

comprehensible way:

» The regular checking of the standard » The defined improvement measures,
emergency equipment on the wards and which have been derived from previous
in the functional areas certification processes

P The checking and documentation of the
participation in further education seminars
and the qualification of the staff

» The analysis of performed actions in the
medical emergency management and
the qualification of the staff

» The comparison of the results with
other departments or facilities

Yogyakarta, October 2012
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U258 0123456789

3 Safety
3.2 Patient safety

W Describe the planning of processes/the
target stute, to which the criterion refers, ns
well as the defined responsibilities in your
institution, Please include the following
topics, amongst others, us far as applicable:

3.2.4 Hygiene-relevant data

» The planning of measures to ensure
hygiene {e.g. Infection Protection Act
hospital infections)

» The requirements with respect to the
managament of patients infected with
special infectious agents (especially
MRSA, VRE, HIV, hepatitis, TB)

» The safeguarding that the planning in
raspect of tha management of such infected
patients distinguishes betwaen
the organisational and the functional
processes and describes the same in detall

» The concept for the use of personal
protection equipments for the employees

» The planning of infection management in
case of acute viral infections
{e.g. Novovirus)

» The planning of measures to improve hand
disinfection (e.g. furmnishing with disinfectant
dispenser, employee compliance,

"clean hands” campaign)

» The planning of screening procedures
(e.0. MASA)

» The conception to prevent infections

through water supply (e.g. Legionedia)

W Describe the actual state or the implemen
tation of the processes, to which the cnterion
refers. Please include the following topics,
amongst others, us far as apphcable:

» The offer of and the participation in regular
instructions and fraining seminars in
respect of the management of special
infectious agents

» The prophytaxis to identity an infectiological
episode in the accident and emergency unit

» The infection management in case of acute
viral infections

P The measures to improve the hand
disinfection (e.g. furnishing of disinfectant
dispensers, employee compliance,

«clean hands” campaign)

» The use of screening procedures
(e.g. MRSA)

P The avoidance of infections through the
water supply (e.g. Legionella)

Yogyakarta, October 2012
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3 Safety Ehees

3.2 Patient safety

M Describe the metrics, measurements and
methods you use to revise and assess

the requirements, actions and processes set
forth in Plan and Do in a regular and
comprehensible way:

3.2.4 Hygiene-relevant data

P The analysis of statistics on infections with
regard to cause and originator
(e.q. surgery room)

P The regular checking of statistics on
germinal resistance with regard to listed
antibiotics and used disinfectants (e.g. by
the German Drug and Hygiene Commission)

» The regular checking of statistics on germinal
resistance with regard to the hospital-internal
therapy guidelines (e.q. antibiotics therapy)

» The complete internal and external forwarding
of information related to reportable infections

» The comparison of the results with other
departments or facilities

Act

0123 07152338

M Describe the improvement measures you
derived from the Check results:

» The defined improvement measures,
which have been derived from previous
certification processas

» The interdisciplinary and inter-professional
discussion and documentation
of the statistical resuits

» The integration of all employees
in these discussions

» The deduction and re-checking
of the improvement measures from
the statistical results

» The measures in case of abnormalities

Yogyakarta, October 2012
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3 Safety
3.2 Patient safety

3.2.5 Management of infections

Plan

Do

0123 0123456789

B Describe the planning of processes/the
turget state, 10 which the criterion reférs, as
well as the defined responsibilities in your
institution. Please include the following
topics, amongst others, us far as applicable:

» The planning of measures o ansure
hygiene (e.g. Infection Protaction Act
hospital infections)

» The requirements with respect to the
management of patients infected with
spacial infectious agents (especially

MRSA, VRE, HIV, hepatitis, TB)

The safeguarding that the planning in
raspect of the management of such Infected
patients distinguishes between

the organisational and the functicnal
processes and describes the same in detall

-

» The concept for the use of personal
protection equipments for the amployees
» The pianning of infection management in
case of acute viral infections
{e.g. Novovirus)

-

The planning of measures to improve hand
disinfection (e.g. furnishing with disinfectant
dispenser, employee compliance,

“clean hands” campaign)

» The planning of screening procedures
(e.g, MRSA)

» The conception to prevent infections

through water supply (e.q. Legionella)

B Describe the actual state or the implemen-
tation of the processes, (o which the criterion
refers. Please include the following topics,
amongst others, as far as upplicable

» The offer of and the participation in ragular
instructions and training seminars in
raspect of the managemant of special
infectious agents

The prophylaxis to identity an infecticlogical
episode in the accident and emergency unit
The infection management in cass of acute

viral infections

-

-

The measuras to improve the hand
disinfection (e.g. furnishing of disinfectant
dispensers, employee compliance,
«Clean hands" campaign)
» The use of screening procedures

(e.a. MRSA)
» The avoidance of infections through the
water supply (e.g. Legionella)

Yogyakarta, October 2012
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3 Safety Check Act

3.2 Patient safety 05123 O)a [ od 16

3.2.5 Man agem ent of infections B Describe the metrics. measurements and W Describe the improvement measures you

methods you use to revise and assess derived from the Check results:
the requirements. actions and processes set

forth in Plan and Do in a regular and

comprehensible way:

» The inspection of ward and risk areas » The defined improvement measures,
by specialist or hygiene officers in the which have been derived from previous
previous year (especially ICU, sterile areas, certification processes

surgery room areas, kitchen, pathology)

» The analysis of the disinfectant
consumption per ward

» The observation of employee compliance
» The analysis of infection rates
{e.g. MRSA, device-associated infections)
» The training of employees with respect
to the use of personal protection equipment

» The comparison of the results with
other departments or facilities

Yogyakarta, October 2012
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Plan

3 Saf ety W Descnibe the planning of processes/the

target state, to which the criterion refers, as
well as the defined responsibilities in your
institution. Please include the following

3 . 2 Pat i ent S afety topics, amoagst others, as far as applicable

3.2.6 Drugs

» The planning to provide drugs, as well
as the planning to prevent nsks and
mistakss in the supply and use of drugs
(8,9, ,adverse drug reactions”
www. akdae de)

» The ragulations dafining the process
of purchasing

b Tha work of the drug commission
and the implementation of the resclutions

» The regulation for the supply of drugs to
patients in need of drugs not heid In stock
» The short-term supply of enteral special
compoand, e.g, for patients with renal
or fver insufficiency
» Tha description of the regulation
* With ragpect to the supply and storage
of drugs
* With respect to the handlmq of cytostatics
and the preparation of aseptic solutions
* With respact lo the handiing of narcotics
» The structured procedure to prevent
complications during drug therapy, 0.g.
side effects and drug interactions
Incompatibllities, overdesing

0123456789

B Descnibe the actunl state or the implemen-
tation of the processes, 1o which the criterion
refers. Please include the following topics,
wmongst others, as far as applicable

The safeguarding that the regulstions
for the process of purchasing

are known to every employes in his'her
operational area (e.g. purchasing)

-

The safeguarding that user-specific
requirements are congiderad in the
purchasing process

-

The provision of supplying suitable means
for work (e.g. by participation of the
employess in the preparation of the list

of drugs)

-

The safeguarding of a timsly, structured
and complete drug anamnesis upon
admission of tha patients by the physician
or the hospital pharmacist (e.g. adverse
drug reactions as cause of hospitaiisation,
drug dosage according to renal function
safe change over to drugs held in stock)

» The safeguarding of the aseptic preparation
{a.4. solutions for total parentaral nutrition,
opiates, cytostatics, antibiotics), which 'a
under the responsibility of the pharmacss

Continuation of 3.2.6 »

Yogyakarta, October 2012
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3 Safety

3.2 Patient safety
3.2.6 Drugs Check Act

011258 00123 |

B Describe the metrics, measurements and @ Describe the improvement measures you
methods you use to revise and assess derived from the Check results:

the requirements, actions and processes set

forth in Plan and Do in a regular and

comprehensible way:

» The checking of the observance » The defined improvement measures,

of the regulations by means of ward which have been derived from previous
inspections (e.g. stock shortfall, expiration certification processes
date)

» The filing of incidents and near-incidents
related to the application of drugs

» The comparison of the resuits with
other departments or facilities

Yogyakarta, October 2012
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3 Safety

3.2 Patient safety
3.2.6 Drugs

Plan

M Describe the planning of processes/the
target state, to which the criterion refers, as
well as the defined responsibilities in your
institution. Please include the following
topics, amongst others, as far as applicable:

Continuation of 3.2.6

» The hospital-internal reporting channels
for adverse drug reactions, incidents and
near-incidents (e.g. dosing mistakes,
wrong use or confusion of drugs)

» The planning of a comprehensive
and timely education

» The safeguarding that patients who receive
a study medication are sufficiently supplied
and will continue to receive this medication
in an emergency situation

Do

0123 0123456789

B Describe the actual state or the implemen-
tation of the processes, to which the criterion
refers. Please include the following topics,
amongst others, as far as applicable:

P The guarantee of a short-term availability
of high-quality information with respect to
adverse effects of drug therapies
(e.g. interactions, compatibility
of infusions, treatment of patients
with renal insufficiency)

» Avoidance of mistakes (e.g. typing error,
reading error, transcription error)
with regard to the prescription
and documentation of the drug therapy

» The safeguarding of drug supply at all times

Yogyakarta, October 2012
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3 Safety

3.2 Patient safety
Check Act

3.2.6 Drugs
OF152578 DEIEZES

B Describe the improvement measures you
derived from the Check results:

B Describe the metrics, measurements and
methods you use to revise and assess

the requirements, actions and processes set
forth in Plan and Do in a regular and
comprehensible way:

Yogyakarta, October 2012
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3 Safety
3.2 Patient safety

Plan

3.2.7 Blood components

B Describe the planning of processes/the
target state, to which the criterion refers, as
well as the defined responsibilities in your
institution. Please include the following

and plasma derivatives

topics, amongst others, as far as applicable:

» The description of the quality management
system with respect to the handling
of blood components and plasma
derivatives (e.g. in consideration of
cross-guidelines of the German Medical
Association)

P The description of the regulation in
respect of the use of autologous
and allogeneic blood

Do

U172 3 0123456789

B Describe the actual state or the implemen-
tation of the processes, to which the criterion
refers. Please include the following topics,
amongst others, as far as applicable:

» The hospital-internal reporting channel
for incidents and near-incidents with
blood components and plasma derivatives

» To which extent there is a batch-related
documentation of blood components
and plasma derivatives in addition
to a patient-related documentation

» The offer of and participation in reqular
instructions and training seminars in
respect of the handling of blood
componeants and plasma derivatives

Yogyakarta, October 2012
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3 Safety Check Act

3.2 Patient safety DHIE2. 9 0123

W Describe the metrics, measurements and B Describe the improvement measures you
3.2.7 BlOOd ComponentS methods you use 1o revise and assess derived from the Check results:

the requirements, actions and processes set
and plasma derivatives forth in Plan and Do in a regular and

comprehensible way:

» The internal audits with respect to the » The defined improvement measures,
handling of blood components which have been derived from previous
and plasma derivatives certification processes

» The checking of completeness of the
batch-related documentation of blood
components and plasma derivatives

» The checking whether the regulation
of the QM system is known to the
respective users in the departments

P The expiration rates of supplied and
used blood components and plasma
derivatives

» The comparison of the results with
other departments or facilities

Yogyakarta, October 2012
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Plan

0123

f t B Describe the planning of processes/the
a e y target state, to which the criterion refers, uy
well as the detined responsibifities in your

institution, Please include the following
topics, amongst others, as far as applicable

3.2 Patient safety
3.2.8 Medical devices

» The description of the procedures
and instructions with respact to the
handling of medical devices (MD)

» The regulation with respact to the
conditioning of medical davices

» The regulation with respect to the handling
of sterve materials (2.g. storage

expiration date)

» The naming of persons 1o receive
mstructions on medi

al devices
&,g. pursuant 1o the German Medical
Device Operator Ordinance (MPBatreibY)
» The planning that the persons
commissioned by the opératar
are known 1o the users
» The regulation with respect to the
instruction of the users of medical davices
e.g, pursuant to annex 1 of the German
Madical Device Operator Ordinance
(MPBatrawyV)
» The planning with respect to the
documentation of the employee instruction
P The determination of the need to instruc!
P The regulation for the supply

of medical devices

Do

0123456789

8 Describe the actuul state or the implemen-
tation of the processes, to which the criterion
refers, Please include the following topics,

amongst others, as far as applicable

» The definition of the operator-interfaces

-

-

-

-

batween madicine and technology

The accessibility of the medical device

log for the using employees

The safequarding that the internal incidents

and near-incidents with medical devices are
documented and forwarded
{0.g. German Federal Institute

for Drugs and Medical Devices [BfArM])

The existence of the foliowing

documentations

* Inspections by way of measurement

techmnqua

» Safety engineering insp

actions

* Inspactions of electrical systems

and equipment

medical devices

e possibility of testing

The safequarding that user-specific

requirements are consilerad

n the purcha

The safeguarding that the requirements
n terms of hygene and ecology, as well
as occupational safety aspec

considerad in the purch

are

S5iNG DroX

Yogyakarta, October 2012
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3 Safety Check Act

3.2 Patient safety QEIN253 O5AN253

3.2.8 Medical devices B Describe the metrics. measurements and B Describe the improvement measures you
methods you use to revise and assess derived from the Check results:
the requirements, actions and processes set
forth in Plan and Do in a regular and
comprehensible way:

» The collection, reporting and analysis of » The defined improvement measures,
incidents and near-incidents during the which have been derived from previous
use of medical devices certification processes

» The continuous checking and improvement
of the procedure and instructions

» The checking to ensure that the
maintenance of the medical devices
is performed by qualified staff

» The checking that in case of and
after repairs only repaired medical
devices are used on the ward

» The comparison of the results with

other departments or facilities

Yogyakarta, October 2012
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Core elements of the KTQ procedure (l)

Step 1:Self-assessment I

h An overview of the practice based on the
requirements described in the KTQ catalogue.

Step 2: External assessment / visitation

Following self-assessment, the practice may
choose to apply via a KTQ certification agency
for an external KTQ assessment.

Yogyakarta, October 2012
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Self-assessment

Self-assessment

Version 5.0
> 55 0 total

Per category!!

\ 4

Development of

External assessment

improvement potential
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Core elements of the KTQ procedure (ll)

S

Step 3: Publication of the
KTQ-Quality Report

The KTQ-Quality report describes the specific
performance of the hospital and makes
it transparent to the public.

Yogyakarta, October 2012
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The KTQ Visitation Procedure

Completion of self-assessment

Selection of KTQ certification agency

Inspections Employee dialogue

Recommendation for certification
by the visitation team

Diebel M.A. Yogyakarta, October 2012
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KTQ-Certificate
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