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About this sample

Volume 7 - Practice Architecture and Team Processes

This curated sample has 12 pages from a 73-page volume (approximately 15%,
including the notice and end page). The chapters listed below are included in full.
Original page numbers are retained; gaps are intentional. This overview and the PDF
bookmarks cover the included sections. Cross-references may refer to the full volume.

* Chapter 1: Practice architecture and patient safety

* Chapter 3: Quality of consultation and documentation

The original notices on use and responsibility also apply to this sample.

© 2026 Dr. Gotz Huber
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Copyright Legal Notice

Dr G6tz Huber, MD

The clinical operating system of general practice
Volume 7: Practice Architecture & Team Processes
© 2026 Dr Go6tz Huber, MD. All rights reserved.

This work, including all its parts, is protected by copyright. Any use beyond the strict limits of the
Copyright Act is prohibited without the author’s consent and is punishable by law.

Note: The information contained in this book has been carefully researched and verified. As Al
tools and regulatory frameworks change rapidly, some details may already be out of date by the
time you read this. You can find the latest updates at_https://clinicalos.de/. Any mention of
products and manufacturers is provided without guarantee and does not constitute a
recommendation to purchase or use them.

Note on Translation, Content, Use and Liability

This English edition is a translation of the original work written in German. The concept, structure,
and core medical content of ClinicalOS were originally developed for German general practice
and the German healthcare system, to provide practising GPs, trainee GPs, healthcare assistants
(HCAs) and medical students with a structured, practice-oriented learning and reference
resource. The content is based on current medical literature, guideline-based sources and
practical experience in general practice.

During the linguistic adaptation, references to guidelines, clinical practices and regulatory
frameworks in other English-speaking settings were taken into account and highlighted where
relevant and feasible; in some areas, differences from German recommendations are also
presented explicitly. However, the translation does not constitute a systematic adaptation of every
medical, therapeutic or regulatory aspect to all English-speaking countries. Professional
guidelines, marketing authorisations, approved dosages, prescribing procedures, reimbursement
rules and regulatory requirements may vary between countries;

the guidelines, official prescribing information and regulatory provisions currently
applicable in the respective country or healthcare system always take precedence. Dosage
information applies to adults without significant renal impairment; individual adjustments are
required for elderly patients, those with polypharmacy and during pregnancy. Current
national/regional guidelines (e.g. NICE, ESC, ADA) must be followed as a priority.

Digital tools, including Al-assisted text generation, were used in the creation of this
manual. All content was subsequently checked by the author for technical accuracy, consistency
and potential errors. No guarantee can be given for the correctness, currency or
completeness of the information provided; the complete absence of errors cannot be
excluded, including with regard to guidelines or dosage recommendations that may have been
updated in the meantime.
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The contents of this manual do not replace an individual medical assessment and should
not be construed as binding treatment recommendations. Diagnostic and therapeutic
decisions must always be made on a case-by-case basis for each individual patient, taking into
account the full clinical picture and the currently valid guidelines. Doctors bear full and ultimate
medical responsibility: any use of content from this manual — whether as a text module, SOP
or treatment recommendation — requires independent professional review by the treating doctor.
Al-supported or digitally generated content cannot and must not replace medical
judgement.

Any use of the information presented here is the sole responsibility of the reader. Liability
claims relating to damage of a material or immaterial nature arising from the direct or
indirect use of the information contained in this manual — even where such information is
incomplete or contains errors — are generally excluded.
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Chapter 1. Introduction — Why
practice architecture is patient
safety

1.1 Introduction — The hidden quality problem in general
practice

General practice is a highly complex field of medicine operating under resource constraints. A
practice with three doctors and six medical assistants handles 80—120 patient contacts daily,
coordinating laboratory tests, imaging, referrals, prescriptions, DMP documentation, eAU, e-
prescriptions, CIRS and billing — all of which are carried out in parallel, are interdependent and
time-critical.

The PRACtICe study (2012) showed that 1 in 8 patients in GP practices is affected by prescribing
errors, and 1 in 20 prescriptions contains an error. [1] These are not isolated cases — they
represent systemic failure in practices lacking an explicit process architecture.

Manual 7 bridges the gap between clinical knowledge (Manual Volumes 1-6) and the reality of
day-to-day practice. Not as a bureaucratic handbook, but as an operating system: functional,
healthcare assistant (HCA)-centred, implementable.

CLINICAL PEARL — Processes protect patients — not intentions

A good doctor working within a poor process will make more errors than an average doctor
working within a good system. This has been demonstrated by patient safety research over
the past 25 years. [3] Manual 7 responds with system design rather than appeals.

1.2 Theoretical framework — The Donabedian model as the
guiding principle

All chapters of Manual 7 follow the Donabedian model: structural quality (resources, roles,
equipment) — process quality (workflows, SOPs, handover procedures) — outcome quality
(patient safety, quality of care, team satisfaction). [3]

Quality dimension ‘ Definition ‘Typical questions in Manual 7

Structural quality Resources, roles, equipment, process | Who is responsible? What tools
architecture are available?

Process quality How are processes carried out, Which SOP? Which handover
documented and monitored? procedure? Which recall

procedure?

Outcome quality Clinical outcomes, safety, efficiency, Have findings been fed back?

satisfaction Have errors been prevented?
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1.3 Why medical practice assistants
are the key operational personnel

In German GP practice, the healthcare assistant (HCA) is the operational hub for most patient
contacts: initial contact, triage, appointment management, follow-up, preparation of
documentation, processing of findings, preparation of claims, emergency response, and interface
management. [16]

Manual 7 therefore structures each chapter around an explicit healthcare assistant (HCA)
module: what the healthcare assistant prepares, decides, escalates — and what they do not. This
is not an unfounded elevation of their role, but a reflection of reality.

Professional group

Doctor

Primary role in Manual 7

Final clinical decision, taking
over escalation

Core processes

Diagnosis, treatment, prescribing, review
of critical findings

Senior Healthcare
Assistant / Practice
Manager

Process management, team
coordination, quality
management

CIRS, audit, training, day-to-day
management, recall monitoring

healthcare assistant
(HCA)

Standardised implementation
and preparation

Triage, follow-up, processing of findings,
documentation, billing

VERAH / NaPA

Delegated care tasks

Monitoring of patients with chronic
conditions, home visits, structured
feedback

Trainee doctor

Clinical medical duties under
supervision

Consultations, CIRS training, record-
keeping training

Locum / part-time

Operational reliability within
an external framework

SOPs and quick reference cards; no
improvised decision-making

1.4 Ten fundamental principles of Manual 7

1. Every core process has a primary role — not ‘the team’.
2. Delegation is only safe with standardisation, training, clear boundaries and an escalation

process.

3. Near misses are more valuable than actual errors — a CIRS reporting culture from day one.
4. No recall without designated responsibility and a timeframe.

5. Red flags halt operations — this is logged; there is no room for discretion.

6. Every assessment of findings is documented — even ‘unremarkable’ ones (Section 630h of
the German Civil Code [14]).
7. SOPs in two formats: full versions for induction, and 90-second quick-reference cards for

locums.

8. AMTS begins with medication reconciliation — not with the prescription.

e 9. An audit without consequences is worthless: every audit must result in one specific action.
e 10. G-BA QM Guidelines 2024: error management, CIRS and AMTS are mandatory — not an
optional programme. [6]
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1.5 Mini-audit — Where does your practice stand today?

Test question

Is there a designated primary role for
each core process?

Yes / No

Warning sign if ‘No’

Responsibilities are implicit and dependent
on the individual.

Does the system still function during
holidays, sick leave or when staff are
covered by stand-ins?

Practice relies too heavily on individuals.

Is there a defined CIRS reporting
procedure?

G-BA QM-RL 2024 makes this mandatory.
[6]

Is a recall created for every request for
findings?

Systematic gaps in the return of findings.

Is there a red-flag list for triage at
reception and on the telephone?

A 20% misassessment rate has been
documented. [8]

Is there a structured medication
reconciliation process at check-in?

Risks of drug interactions remain
undetected.

Is at least one mini-audit carried out
per quarter?

Systematic blind spots remain undetected.

QUICK REFERENCE

* Manual 7 is not a quality management folder — it is the practice’s operational system.
* Patient safety is achieved through process design, not through attention alone.
» Healthcare assistants (HCAs) are the key operational personnel — each chapter contains a

specific HCA module.

* G-BA QM Guideline 2024: CIRS, AMTS and error management are no longer optional. [6]
* 10 fundamental principles: Role — Delegation — Near Miss — Recall — Red Flag —
Documentation — SOP — AMTS — Audit — Obligation.

10
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Chapter 3. Quality of Consultation
and Documentation

3.1 Introduction

The consultation is at the heart of medical practice — and the place where most errors occur or
are prevented. A structured consultation with comprehensive documentation is not a bureaucratic
burden, but an active measure to ensure patient safety. For medical assistants, preparing for the
consultation is a core operational task: reviewing the medical record, taking vital signs, flagging
outstanding findings, and clarifying the follow-up status.

CLINICAL PEARL — Preparation is half the diagnosis

A healthcare assistant who has checked the medical record, medication, outstanding
findings and recall status within 5 minutes gives the doctor a crucial information advantage.
This is not a service — it is clinical patient safety.

3.2 SOAP format — The structured consultation format

The SOAP format (Subjective / Objective / Assessment / Plan) is the international standard for
documenting consultations. It ensures completeness and traceability.

SOAP element Content HCA contribution
S — Subjective Symptoms, duration, nature, course (from Document the reason for the
the patient’s perspective) visit; flag any red flags
O — Objective Vital signs, physical examination findings, Record vital signs and enter
laboratory results, ECG them into the patient record
system

A — Assessment | Medical assessment: diagnosis, differential | Doctor only; healthcare
diagnoses, risk assessment assistant (HCA) flags any
abnormalities

P — Plan Treatment, prescription, referral, follow-up Set follow-up date; prepare
appointment, safety netting prescription

3.3 Healthcare assistant (HCA) preparation — 5 steps before
the consultation

Step  Task Time

1 Open the file: check last contact, current medication and long- | 60 sec.
term diagnoses

2 Check outstanding test results: are the results available? Have | 30 sec.
they been communicated to the patient?

3 Recall status: was this planned or unplanned? Is a DMP due? | 30 sec.

16
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Step  Task Time

4 Take vital signs and record them in the patient record system 2-3 mins
(BP, pulse, weight, SpO, if applicable)

5 Briefly pre-record the reason for today’s visit in the PMS (MFA | 30 sec.
field)

3.4 Safety-netting — What the patient should do if their
condition worsens

Safety-netting refers to the doctor’s advice on warning signs following the consultation. It is a
mandatory part of the documentation and the most common omission in liability cases (see

Chapter 10).

Situation

Content of safety-netting

Role of the healthcare assistant

Acute infection

“If fever >39°C, shortness of breath or no
sign of improvement after 48 hours —

report immediately”

(HCA)

Check documentation in the PMS
free-text field

New medication

"If skin changes, swelling or dizziness
occur, stop the medication immediately

Note the telephone number on the
prescription envelope

and call"
Lab results "Results will be available in 2 days — we | Create a follow-up task in the
pending will call you if anything is abnormal” patient management system
Follow-up “Please book an appointment in 4 weeks’ | Set recall date

time — I'll enter this into the system”

3.5 Al Scribe — Process rules for automated documentation

Al Scribes (Navida, Abridge, Nuance DAX) automatically generate consultation records. They
take the pressure off — but require clear process rules.

Step

1. Patient consent

Responsibility

healthcare assistant
(HCA)

‘ Standard

“Our system records the conversation for the medical
records. Everything is checked by the doctor. Do you
agree?”

2. Admission

Al system

The consultation is transcribed and structured

3. Medical review

Doctor (mandatory)

Read through and approve each Al transcript before
finalisation

4. Finalisation

Doctor

Save to PMS only after medical approval

5. Fallback

Healthcare
assistant (HCA) +
doctor

In the event of a failure: manual documentation; backup
template at the workstation

17
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3.6 HCA module — Example wording

Situation Wording

Recording vital signs

“Mrs M., I'm just going to take your blood pressure and pulse — this
is part of your examination today.”

Addressing the Al Scribe

“Our documentation system is recording this conversation for your
medical records. The doctor will review everything. Do you agree?”

Follow-up after
consultation

“The doctor recommends a follow-up in 4 weeks. Shall | book an
appointment straight away?”

Lab results pending

“Your blood test results aren’t in yet. I'll set up a callback — we’ll get
in touch as soon as the results are available.”

3.7 Error library — Consultation and documentation

Error type

Safety net not
documented

Typical example

Patient returns in a worse
condition — no evidence
of informed consent

Cause

Not a mandatory field

Corrective action

Safety-Net as a
mandatory field in the
PMS template

Vital signs missing

BP not recorded, despite
patient having
hypertension

No standard
preparation procedure
for healthcare
assistants

5-step preparation as
a standard HCA
routine

Al output not
checked

Incorrect findings
finalised in the report

No approval protocol

Mandatory medical
review prior to
finalisation

Follow-up not
created

Laboratory result remains
pending

No standard recall
procedure

Recall required for
every outstanding
result as a mandatory
task for healthcare
assistants (HCA)

Retrospective
documentation

Entry made 2 days later
without a timestamp

Time pressure

Documentation on the
day of the
consultation; PMS
timestamp

LESEPROBE



3.8 Mini-audit — Quality of consultation

Assessment question

Does the healthcare assistant
systematically take vital signs before every
consultation?

Yes / No

Warning sign if ‘No’

Objective data is missing for the
doctor’s assessment.

Is safety netting established as a mandatory
field in the documentation?

The most common liability gap in
German medical malpractice
cases.

Are Al scribe reports reviewed by a doctor
before finalisation?

Al output is a draft, not a final
document.

Is there a defined preparation process for
healthcare assistants (HCA) (5 steps)?

Information is missing from the
doctor’s records at the wrong time.

Are outstanding findings flagged before the
consultation?

Gaps in follow-up within findings
management.

QUICK REFERENCE

* SOAP: Subjective — Objective — Assessment — Plan — document each element.
* 5-step preparation for the healthcare assistant (HCA): file, findings, recall, vital signs, reason

for the appointment — in 5 minutes.

» Safety-netting: always document — what should the patient do if their condition worsens?
* Al Scribe: Obtain patient consent; medical review is mandatory before finalisation.
* Section 630h of the German Civil Code (BGB): Not documented = not carried out — the

burden of proof lies with the practice. [14]
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Explore the complete ClinicalOS edition

Volume 7 - Practice Architecture and Team Processes

For information about the complete edition and the ClinicalOS series, visit:

clinicalos.de

The original notices on use and responsibility also apply to this sample.

© 2026 Dr. Gotz Huber
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