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A standard operating procedure is a document providing explicit directions for completing Graz

a certain task. Here, we talk about why SOPs are important, and how to create them.
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Standard operating procedure

How to Write Effective Standard Operating Procedures (SOP). https://helpjuice.com/blog/standard-operating-procedure
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» standard operating procedure
= standing operating procedure

» Historie nicht vollstandig bekannt
» Abkurzung bereits im 2. Weltkrieg verwendet

» Verwendung in medizinischen/wissenschaftlichen,
industriellen und militarischem Kontext

» Paradebeispiel Luftfahrt
» ,,high risk organisation

Sathyanarayana Rao T et al. Standard operating procedures for clinical practice. Indian J Psychiatry. 2011;53(1):1. doi:10.4103/0019-5545.75542
Nolen JL. standard operating procedure | Britannica. https://www.britannica.com/topic/standard-operating-procedure
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» “Detailed, written instructions to achieve
uniformity of the performance of a specific
function.”

ICH

harmonisation for better health

HOME ABOUTICH = WORK PRODUCTS = MEETINGS = TRAINING = NEWSROOM =

Home \ About ICH \ Mission

Mission
Harmonisation for Better Health

The International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH) is unique in bringing
together the regulatory authorities and pharmaceutical industry to discuss scientific and technical aspects of drug registration. Since its
inception in 1990, ICH has gradually evolved, to respond to the increasingly global face of drug development. ICH's mission is to achieve
greater harmonisation worldwide to ensure that safe, effective, and high quality medicines are developed and registered in the most resource-
efficient manner. Harmeonisation is achieved through the development of ICH Guidelines via a process of scientific consensus with regulatory
and industry experts working side-by-side. Key to the success of this process is the commitment of the ICH regulators to implement the final
Guidelines.

GLOSSARY. ICHGCP. https://ichgcp.net/1-glossary
ICH harmonised guideline integrated addendum to ICH E6(R1): Guideline for Good Clinical Practice ICH E6(R2) ICH Consensus Guideline. ICHGCP. https://ichgcp.net/home
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Bezug zu Guidelines?

» Umsetzung von Guidelines passend fur ortliche
Gegebenheiten/Strukturen in die klinische Praxis

» Erganzung durch weitere Literatur bzw.
Ausweitung des Themenumfangs moglich

Sathyanarayana Rao T, Radhakrishnan R, Andrade C. Standard operating procedures for clinical practice. Indian J Psychiatry. 2011;53(1):1. doi:10.4103/0019-5545.75542
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National Center for Biotechnology Information

National Library of Medicine

Pubmed .gov (standard operating procedure) OR (SOP)
Advanced Create alert Create RSS User Guide
Save Email Send to Sorted by: Best match Display options ¥
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Patientensicherheit

,When we assess healthcare quality,
we should pay attention not only to how
efficient a certain medical intervention has
turned out to be, but also to
how safe it has been for a patient.”

Shestopalova TN, Gololobova TV. Standard operating procedures as a trend in ensuring healthcare safety. Health Risk Analysis. 2018;(2):129-137.
doi:10.21668/health.risk/2018.2.15.eng
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EDITORIAL

Ten simple rules on how to write a standard
operating procedure

Susanne Hollmann'?**  Marcus Frohme?, Christoph Endrullat:®",
Andreas Kremer:*, Domenica D’Elia®*, Babette Regierer»2*, Alina Nechyporenko %3,
on behalf of Cost Action CA151107

1 Potsdam University, Potsdam, Germany, 2 SB Science Management UG (haftungsbeschrankt), Berlin,
Germany, 3 Technical University of Applied Sciences, Wildau, Germany, 4 ITTM Information Technology for
Translational Medicine, Esch-sur-Alzette, Luxemburg, 5 Institute for Biomedical Technologies, National
Research Council, Bari, Italy, 6 Kharkiv National University of Radio Electronics, Kharkiv, Ukraine

Hollmann S et al. Ten simple rules on how to write a standard operating procedure. Markel S, ed. PLoS Comput Biol. 2020;16(9):e1008095. doi:10.1371/journal.pcbi.1008095



Ten simple rules on how to write a standard
operating procedure

Rule 1: Knowing when to write an SOP Rule 6: Set up responsibilities and
nominate reviewers and approvers

Rule 2: Write the introduction: describe
the purpose (the why) Rule 7: Test with a colleague: Perform
training

Rule 3: Set up the document structure
Rule 8: Review and approve

Rule 4: Fill in the content
Rule 9: Update document: Specify
validation and periodic review date

Rule 5: References and definitions:
Specify tools required for the task
Rule 10: Publish

Hollmann S et al. Ten simple rules on how to write a standard operating procedure. Markel S, ed. PLoS Comput Biol. 2020;16(9):e1008095. doi:10.1371/journal.pcbi.1008095
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Wann macht eine SOP Sinn? Ny pM
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» Bezogen auf eine spezifische Tatigkeit und Aufgabe

liefern sollen

» Erhohung des Behandlungsstandards
» Compliance

» Wiederholende Prozesse, die reproduzierbare Ergebnisse I

» komplexe Aufgabe fur die Anwendung in der Praxis
aufarbeiten - bestenfalls simplifizieren

» Grundlage fur Einschulung neuer Mitarbeiter
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Compliance erhoht? - Ja
Standard operating procedure changed

pre-hospital critical care anaesthesiologists’
behaviour: a quality control study

Leif Rognas'***", Troels Martin Hansen®*, Hans Kirkegaard® and Else Tannesen®
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Abstract

Introduction: The ability of standard operating procedures to improve pre-hospital critical care by changing
pre-hospital physician behaviour is uncertain. We report data from a prospective guality control study of the effect
on pre-hospital critical care anaesthesiologists’ behaviour of implementing a standard operating procedure for
pre-hospital controlled ventilation.

Materials and methods: Anaesthesiologists from eight pre-hospital critical care teams in the Central Denmark
Region prospectively registered pre-hospital advanced ainway-management data according to the Utstein-style
template. We collected pre-intervention data from February 1% 2011 to January 31 2012, implemented the
standard operating procedure on February 1% 2012 and collected post intervention data from February 1% 2012
until October 317" 2012. We included transported patients of all ages in need of controlled ventilation treated with
pre-hospital endotracheal intubation ar the insertion of a supraglottic airways device. The objective was to evaluate
whether the development and implementation of a standard operating procedure for controlled ventilation during
transport could change pre-haspital critical care anaesthesiologists’ behaviour and thereby increase the use of
automated ventilators in these patients.

Results: The implementation of a standard operating procedure increased the overall prevalence of automated
ventilator use in transported patients in need of controlled ventilation from 040 (0.34-047) to 0.74 (0.69-0.80) with a
prevalence ratio of 1.85 (1.57-2.19) (p = 0.00). The prevalence of autorated ventilator use in transported traumatic
brain injury patients in need of cantrolled ventilation increased from 0.44 (0.26-0.62) to 0.85 (0.62-0.97) with a
prevalence ratio of 1.94 (1.26-3.0) (p =00039). The prevalence of automated ventilator use in patients transported
after return of spontanecus circulation following pre-hospital cardiac arrest increased from 039 (0.26-0.48) to 0.69
(0.58-0.78) with a prevalence ratio of 1.79 (1.36-2.35) (p =0.00).

Conclusion: ‘e have shown that the implementation of a standard operating procedure for pre-hospital controlled
ventilation can significantly change pre-hospital critical care anaesthesiologists” behaviour.

Keywords: Pre-hospital, Qut-of-hospital, Prehospital emergency care (MeSH), Emergency medical services (MeSH),
Helicopter emergency medical service, Critical care (MeSH), Controlled ventilation, Standard operating procedure,
Airway management (MeSH), Endotracheal intubation (MeSH), Patient safety

Rognas L, Hansen TM, Kirkegaard H, Tennesen E. Standard operating procedure changed pre-hospital critical care anaesthesiologists’ behaviour: a quality control study. Scand
J Trauma Resusc Emerg Med. 2013;21(1):84. doi:10.1186/1757-7241-21-84
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Prehospital guidelines for use of hypertonic saline
are not followed systematically

Julie Hejselbaek, Jacob Steinmetz & Lars Simon Rasmussen

ABSTRACT

INTRODUCTION: Hypertonic saline (HS) was introduced in
our physician-based mobile emergency care unit (MECU]) in
September 2006 for patients with severe traumatic brain in-
jury and hypotension. H5 has, however, rarely been used
and we sought to identify barriers to its implementation.
MATERIAL AND METHODS: We conducted a survey based on
a guestionnaire administered to all 40 anaesthesiologists
employed at the MECU in Copenhagen as per August 2010,
RESULTS: A total of 31 anaesthesiclogists (84%) returned
the guestionnaire. Three physicians were excluded because
of leave. Almost half of the physicians considered the evi-
dence for use of HS insufficient, and 29% found that guide-
lines were lacking. Noticeable barriers were inadeguate
familiarity with and unawareness of the guideline. Some be-
lieved that they may have failed to use HS because the op-
tion did not occur to them during the relevant incidents.
Many physicians stated that training at the MECU should be
more thorough and that instructions were missing.
COMCLUSIOM: Barriers to the implementation of HS were

lack of familiarity with the guideline and disagreement re-
garding the evidence supporting its use. Possible solutions
to these implementation issues include additional instruc-
tions and internal MECU meetings.

Hejselbaek J, Steinmetz J, Rasmussen LS. Prehospital guidelines for use of hypertonic saline are not followed systematically. Dan Med J. 2012;59(4):A4417.
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» Inhalt sollte in der Praxis umsetzbar sein I
(,,Testlaufe®) I

» ,,Monitoring® des gewunschten Ergebnisses

» Ohne Schulung fragliche Adharenz
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» Standardisiertes Layout / Struktur
» Schnelles Auffinden der rel. Information

» Gultigkeit im Vorhinein definieren und entsprechend

aktualisieren I

» Aktualisierungshistorie

» Graphische Zusammenfassung




RD SOP 01 R & | Preparation, Approval & Maintenance

Title of Standard Operating Procedure: RDSOP01 Preparation, Approval and
Maintenance of Research & Innovation
Standard Operating Procedures
Document Summary: To describe the procedure for
preparing and approving Trust R & |
SOPs within the Trust, and also the

Herzanisthesie Osterreich
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procedure for review and archiving of R
these SOPs 28,825, uni 2022 Med Uni
Document Author: Jennifer H|gham Graz G raz

Research Governance Manager,
updates by Annya Sekula Research
Initiation and Delivery Manager

Target Audience: Trust-wide, Research Community,
Internal and External Researchers

Consultation: R & | Office, research community and
R & | Committee members

Approval Committee: R & | Committee

Cross Reference Document(s): Research Approval Policy
All Trust R & | SOPs

Contact details for further information: Sarah Leo

Head of R & | Office
0161 271 0076
researchoffice@gmmh.nhs.uk

Minimum Frequency Process for | Evidence Responsible | Response
Monitoring monitoring Individual(s) | Committee(s)
Requirement
Review by
. Author, Minutes of
Review of redraft, Research &
SOP Every 3 submission R&I Head of Innovation
years Operationa | R & | Office .
content toR&I | Group Committee
Operational
Group
Ref: RDSOP01 Issue date: 15/10/2021 Version number: 2.0
Status: Final Next review date: 15/10/2024 Page 1 of 7

Ismangil A, FT GMMHN. Standard Operating Procedures (SOPs) and Guidance Documents. Greater Manchester Mental Health NHS FT.
https://www.gmmbh.nhs.uk/standard-operating-procedures-sops-and-guidance-documents
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Appendix A
Approval Stages for Research related Standard Operating Procedure
Writing and Update

1. Alerts for New SOP/
Update of existing SOP
. New Legislation or Requirement
. Identified need (as a result of
ongoing study, changes to Trust
policy, expert advice)

2. Research & Innovation Office
alert author/manager when the SOP is H

due for review or a new SOP is needed

5. Author seeks Head of R & | Office or
= Associate Director Research approval

\ 4

Research &l Office

Author

Head R & | Office

fm— SOP Administrator

3. Create SOP/Update Existing SOPs
Author creates new SOP or updates
existing SOP which complies with Trust
format.

Draft SOP to be written within one month
of notification or review date

> 4

4. Author seeks expert review

Expert review dependent on subject
matter of SOP (e.g. MHRA, Medicines
management committee, R & | committee
member) and if required

If not approved, 6. SOP

Head of R & | Approved by

provides guidance Head of R &I

or expert opinion Office or

is sought. Associate

SOP re-written Director
Research

7. Draft SOP sent to SOP
Administrator

Author sends hardcopy to SOP
Administrator. Administrator
assigns/updates SOP number

8. SOP administrator sends toR & |
Committee for approval

>

11. Current version sent to Risk
Manager and uploaded onto Trust
intranet

R&D 9.R&I 12, List of current SOPs updated and
Committee do Committee do put on website - researchers can
not approve approve request latest version if they have no
Feedback sSOP intranet access
provided and administrator
== SOP returned updates
to author. checklist with
Author re- approval date 13. Final version signed by Head of R &
drafts SOP. | Office and put on SOP master file
Ref: RDSOPO1 Issue date: 15/10/2021 Version number: 2.0
Status: Final Mext review date: 15/10/2024 Page 7 of 7

Ismangil A, FT GMMHN. Standard Operating Procedures (SOPs) and Guidance Documents. Greater Manchester Mental Health NHS FT.
https://www.gmmbh.nhs.uk/standard-operating-procedures-sops-and-guidance-documents
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Antibiotikaprophylaxe 2015 im Herz-OP

7:30 8:30-8:40
Hautschnitt
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Vancomycin®

30-40 min

Curocef®

Targocid®
bei Nierenproblemen

Tavanic® 500mg
bei Penicillinallergie
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Umlagerung & Transport & Mobilisation

Allgemein
Bei Umlagerung & Transport und
Mobilisation des Patienten - System
wie in Folge gegen unbeabsichtigtes
Drainieren von Liquor sichern:

3. Schritt
Druckaufnehmer zur Umgebung
hin schlieBen (wie abgebildet)

2. Schritt
Zweiwegehahn der Patienten-
linie schlieBen (wie abgebildet)

|. Schritt
Zweiwegehahn zum
Drainagezylinder hin schlieBen
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