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Important notice

This book is intended for education and professional reference. It describes an approach to managing healthcare projects and medical operations based on the author’s experience and on published standards. It is not a substitute for the requirements of the reader’s organisation, applicable law, professional regulation or the governance of any clinical trial.

Clinical decisions remain the responsibility of appropriately qualified and authorised professionals. Legal, regulatory, data protection and contractual matters vary between countries and organisations, and readers should obtain advice from the appropriate specialists. Nothing in this book is legal advice.

The case examples drawn from the author’s projects have been anonymised. No patient, employer, client or location is identified. Scenarios marked “illustrative” are invented for teaching and do not describe real events.

Standards and guidance change. The sources cited reflect the editions reviewed before publication.




Preface

Many of the projects I have led did not take place in an office. They took place in an emergency department that could not close while it was being renovated, and on an offshore platform where the next delivery depended on the weather and a single missing item could decide whether a patient was treated on board or evacuated. In each of them, the plan was necessary, and in each of them, the plan alone was not enough.

This book is my attempt to describe what I have learned from that work. It is written for two kinds of reader: clinicians who find themselves leading projects, as I did, and project managers who find themselves working in healthcare. The first group often knows the service but not the discipline of projects. The second group knows the discipline but not yet the service. The best projects I have seen brought the two together.

The approach in this book, which I call Governed Adaptability, is not a new methodology. It takes what works from established project management, adapts it to the reality of health services, and adds one rule that I repeat to the teams I work with: safety is not an item on the list; it is the condition for continuing.

I have tried to be honest about what went wrong as well as what went right. Several of the most useful lessons in this book came from things I would do differently today. I hope they save the reader some of the same mistakes.

Ivan Grubisic




About the author


[image: Ivan Grubisic]
Ivan Grubisic

Ivan Grubisic is an experienced healthcare professional, medical operations leader, and author with over two decades of multidisciplinary experience across emergency medicine, maritime and expedition medicine, tactical and conflict medicine, occupational health, and public health.

Throughout his career, he has operated at the intersection of frontline clinical practice, healthcare leadership, and medical governance, developing a comprehensive understanding of healthcare delivery in complex, demanding, and resource-constrained environments. His professional background encompasses clinical care, operational management, medical education, quality assurance, regulatory compliance, and strategic business development.

A former emergency medicine instructor, Ivan has held a range of senior leadership and executive positions, including Chief Executive Officer (CEO) and Business Development Manager (BDM) within the wellness and medical technology sectors, as well as Clinical Project Manager and Medical Operations Manager. His expertise also extends to clinical auditing, healthcare compliance, risk management, and the development and oversight of medical operations and quality standards.

In addition to his clinical and executive responsibilities, Ivan is an author, professional speaker, and reviewer of multiple medical publications, contributing to the advancement and practical application of healthcare knowledge.

His multidisciplinary career reflects a commitment to bridging the gap between clinical knowledge and real-world application, particularly in environments where sound judgment, adaptability, operational efficiency, and professional accountability are essential.

Through his writing, Ivan seeks to make complex medical knowledge accessible, practical, and relevant to professionals working both within established healthcare systems and in challenging remote or operational settings. His work is guided by a belief that effective medical education should extend beyond theory, equipping individuals with the knowledge, confidence, and critical-thinking skills required to make informed decisions when they matter most.

Ivan is also the author of Maritime Medicine Handbook for Yacht Crew: Emergency Medical Care at Sea.




Acknowledgements

First of all, to my wife, who by some kind of magic makes our everyday life possible while I hammer away at the keyboard and slowly lose my eyesight in front of three monitors.

To all my mentors, and especially to Kevin, that battle-hardened veteran of project management, who taught me to see adaptability as a tool for surviving projects.

To all the colleagues, collaborators and clients who placed their trust in me and sometimes put up with my nitpicking.

And to the readers, for giving this book their time.




How to use this book


Structure

The book has five parts.


	Part I, Context and leadership (Chapters 1 to 4), defines clinical project management, the role of the project manager, the business case and the people involved.

	Part II, Design and governance (Chapters 5 to 9), presents the Governed Adaptability model and covers scope, resources, clinical risk and information.

	Part III, Delivery and control (Chapters 10 to 14), covers mobilisation, logistics, the weekly rhythm, quality and reporting.

	Part IV, Transition and value (Chapters 15 to 18), covers go-live, handover, benefits and clinical research projects.

	Part V, Tools and lessons (Chapter 19), brings together all templates and lessons. The Conclusion compares the model with other approaches.



Model answers to the review questions and a glossary follow the Conclusion.



Features in each chapter








	Feature
	Purpose





	In this chapter
	What the chapter covers



	From practice
	Real experience from the author’s projects, in his own voice



	Illustrative scenario
	Invented examples for teaching, clearly marked



	What good looks like
	A checklist of good practice



	Decision trap
	A common mistake and how to avoid it



	Tools
	Templates for use in practice



	For clinicians / For project managers new to healthcare
	Advice for each kind of reader



	Questions for review
	Questions for study or team discussion, with model answers at the end of the book



	Key sources
	The main standards and references







Reading paths


	New to project management: read Parts I and II in order, then the rest as needed.

	Experienced project manager new to healthcare: start with Chapters 1, 2, 5 and 8, then Chapters 10 and 15.

	Experienced clinical project manager: start with Chapter 5 and the Conclusion, then use Chapter 19 as a reference.

	Preparing for go-live: Chapters 10, 11, 15 and 16, with the templates in Chapter 19.







Part I. Context and Leadership




Chapter 1. Healthcare Projects versus Clinical Operations


In this chapter


	What a project is, and what it is not, in a healthcare setting

	Why most healthcare projects are carried out inside a service that cannot stop

	What this book means by clinical project management, and what it does not mean

	The life cycle used throughout the book, from mandate to handover

	The difference between technical readiness and operational readiness

	A simple test for deciding whether a piece of work should be run as a project






The problem: changing a service that must keep running

Most healthcare projects share one difficult feature: the service they change cannot stop while the change is being made. A department is renovated while it keeps admitting patients; a new system is introduced while clinics keep running; a remote clinic is opened for a workforce that is already on site.


From practice: relocating an emergency department during renovation

The emergency department of a hospital was due for renovation. It could not close. Ambulances would keep arriving, the doors would stay open twenty-four hours a day, and patients would still need triage, examination, imaging, laboratory tests and medicines. The plan was to move part of the department into an adapted space inside the hospital for the duration of the works, with fewer examination places, and then move it back.

I led that project as clinical operations project manager. It ran for five months: one month to plan and map patient flow, two months to prepare the space and equipment and to train staff, and two months of operation in the temporary area with daily monitoring. The core team had fifteen people, from the head of emergency nursing to representatives of radiology, the laboratory, pharmacy, IT, biomedical engineering, infection prevention, security, logistics, patient communication and hospital management.



Nothing in that team list is unusual for a hospital. What made it a project, and not simply a busy period for the department, was that it had a defined goal, a start, an end and a team assembled for that purpose. What made it a clinical project was that every decision about rooms, routes, suppliers and dates could, within hours, become a decision about whether a patient received oxygen in time.

That combination is the subject of this book.



Projects and operations

A project is a temporary piece of work undertaken to bring about a defined change: a new service, a new facility, a new system, a new way of working. It has a beginning and an end, and it is judged by whether the change has been delivered and accepted. Operations are the continuous work of running a service: admitting patients, staffing the shifts, ordering supplies, keeping records, meeting the agreed standards day after day.

The international guidance on project management, ISO 21502, and the main professional bodies of knowledge all draw this distinction in similar terms. It is worth taking seriously, because the two kinds of work need different management.









	
	Project
	Operations





	Purpose
	Bring about a defined change
	Deliver a service continuously



	Time
	Has a start and an end
	Ongoing



	Team
	Assembled for the purpose, often from several departments
	Standing team with its own line management



	Success
	Change delivered, accepted and handed over
	Service delivered safely, to standard, within budget



	Main tools
	Plan, gates, risk register, change control, status report
	Rota, protocols, audits, incident reporting, performance indicators



	Who is accountable at the end
	The operational owner who receives the result
	The same operational owner





The last row is the one most often forgotten. A project manager is accountable for delivering the change. Once the change is delivered, someone else must be accountable for running it. If that person has not been named, has not been involved and has not agreed what they are receiving, the project has not finished; it has simply stopped.


Change while running

In many industries a project can be carried out away from daily operations. A new factory line is built and tested before production moves onto it. In healthcare this is rarely possible. Most healthcare projects are carried out inside a live service:


	a ward is refurbished while patients are cared for in the next corridor;

	an electronic health record replaces paper registers while clinics keep seeing patients;

	a remote clinic is opened for a workforce that is already on site and already getting ill or injured;

	a ship’s medical centre is re-equipped between voyages that cannot be postponed.



The project and the operation share the same patients, staff, rooms and supply chain. A delay in the project is not only a project problem. It may leave the service short of space, equipment or people. This is the first reason why a general project management approach, applied without adaptation, is not enough in healthcare.




What this book means by clinical project management

The term clinical project management is used by many people to mean one thing only: the management of clinical trials. That is an established profession with its own regulations, centred on Good Clinical Practice (ICH E6), and it has a chapter of its own in this book (Chapter 18).

This book uses the term more widely. Clinical project management, as used here, is the management of time-limited change in health services, where the outcome affects patient care, carried out with project discipline and within clinical governance.

Four kinds of work fall within that definition.









	Kind of project
	Examples
	Typical owner after handover





	Service and facility projects
	Relocating a department, opening a new clinic or unit, reorganising patient flow
	Head of the department or service



	Operational mobilisation
	Setting up medical services for a remote site, an offshore installation, an expedition or a vessel; staffing a new contract
	Medical operations manager or site medical lead



	Digital health projects
	Introducing an electronic health record, telemedicine, a new laboratory or imaging system
	Service lead together with the system owner



	Clinical research projects
	Setting up a trial site, implementing a protocol amendment
	Principal investigator and sponsor, under GCP





The first three are the main subject of this book. Clinical research is covered as a separate application because its responsibilities are set by specific regulation and cannot be replaced by a general project framework.


What makes these projects different

Experienced project managers sometimes ask what is so special about healthcare. A project is a project. The tools in this book are recognisable from any good project management course. What differs is the setting in which they are used.

Patient safety is a condition, not a target. In most projects, quality is one of several variables that can be traded against time and cost. In healthcare, a safety-critical requirement cannot be traded at all. Oxygen at the bedside, a working defibrillator, a tested emergency route and competent staff are not features to be delivered “in the next release”. If they are not in place, the service must not start, or it must start in a reduced form that is safe. Safety is not an item on the list; it is the condition for continuing.

Two kinds of authority. A project has a sponsor who decides on money, scope and dates. A clinical service also has a clinical authority who decides on what is safe for patients. These are often different people. A good project makes clear, in writing, who decides on what, and what happens when they disagree.

Regulation and professional scope. Who may give which medicines, who may perform which procedures, how records must be kept and how personal data must be protected are set by law and by professional bodies, not by the project plan. The project must work within them.

Capability is not the same as headcount. A rota with every shift filled is not proof that the service is ready. The people on the rota must hold the right registration, have the right competencies and know the local procedures.

Evidence matters more than status. A line in a status report saying “oxygen: done” is not the same as a test of oxygen at each bed. Healthcare projects need evidence that things work, not only confirmation that they have been installed.




The project life cycle used in this book

Every project in this book follows the same broad life cycle, divided by five decision points, or gates. Each gate is a moment at which the project stops and asks: do we have the evidence to move on?









	Gate
	Name
	The question at the gate





	G0
	Mandate
	Is there a real problem worth solving, a sponsor who owns it and an agreed outcome?



	G1
	Approved plan
	Do we know the scope, budget, timeline, main risks, clinical requirements and acceptance criteria?



	G2
	Mobilisation ready
	Are the people, competencies, equipment, medicines, procedures, communications and contingencies in place?



	G3
	Go-live and acceptance
	Have the critical tests been passed, and do the clinical authority and the operational owner know what they are accepting?



	G4
	Handover and benefits
	Has the operational owner taken over, with open items, risks and performance measures?





Between the gates, the work can and should adapt. Plans change, suppliers slip, better ideas emerge. The gates themselves do not move: each one requires evidence. This approach, called Governed Adaptability in this book, is developed in Chapter 5. In short: structure gives control, agility gives speed. The plan exists, but each week it is adjusted to reality.



Technical readiness and operational readiness

A space can be fully equipped and still not be ready to care for patients. Installed equipment and connected systems show that the parts work; they do not show that the service works.


From practice: what the technical checks missed

In the emergency department relocation, the team tested the equipment and the IT systems before the move. The space was ready, the power was connected and the monitors worked. What we had not simulated was the simultaneous arrival of several critical patients and several ambulances. After the move, once the temporary area was working under real conditions, two problems appeared:


	the temporary area had places for six patients, but only two fully equipped beds with piped oxygen;

	the new ambulance route ran around the building site and added about two minutes between the ambulance’s arrival and triage.



Neither problem was visible in a technical checklist. Both would have been found before the move if we had tested how the service would work on its busiest night. If I were running the project today, my main focus would be operational readiness, not only technical readiness.



Technical readiness means that the space, the utilities, the equipment and the systems have been installed and tested individually. Operational readiness means that the service as a whole can do its job safely: that patients can flow through it at peak load, that staff know what to do, that communication works and that there is a plan for when something fails.

A clinical project is ready to go live only when it is operationally ready. Chapter 10 shows how to test operational readiness, and Chapter 15 shows how to make the go-live decision when it is incomplete.



Where the project ends

The main idea of this book can be stated in one sentence:


A clinical project is not complete when the plan says “done”. It is complete when a safe, accountable service can continue without the project manager.



This changes how a project should be planned from the first day. If the end point is a safe service with an accountable owner, then:


	the future owner must be involved from the start, not introduced at the end;

	acceptance criteria must describe a working service, not a list of installed items;

	open items, residual risks and contacts must be transferred formally;

	the project team must leave. A project team that quietly keeps running things after go-live has not handed over.



Chapter 16 is devoted to this transfer.



What good looks like

A well-run clinical project usually shows these signs:


	the outcome is stated in terms of the service (“safe 24-hour emergency care during renovation, with uninterrupted ambulance access”), not only in terms of deliverables (“temporary area fitted out”);

	the sponsor, the clinical authority and the future operational owner are named and know their roles;

	the plan has gates, and each gate has written evidence criteria;

	project risks (deadline, budget, suppliers) and clinical risks (possible harm to patients or staff) are recorded separately, each with an owner;

	the team meets on a regular rhythm, and decisions are written down. If it is not written down, it has not been agreed;

	the service is tested under realistic conditions before go-live, including peak load and failure of key systems;

	handover is a signed acceptance by the operational owner, with a list of open items, owners and dates.





Decision trap: “the project is ninety-five per cent complete”

A status report states that the project is ninety-five per cent complete. Most deliverables have been ticked off. The sponsor asks whether the service can open on the agreed date.

The trap is to treat the percentage as a measure of readiness. The remaining five per cent may be paint and signage, or it may be oxygen, competency checks and the emergency referral route. In healthcare, the items left to the end are often the hardest and the most important.

A better answer to the sponsor separates the open items into safety-critical and non-critical, shows the evidence for each, and offers options: open as planned, open with reduced capacity and specific controls, or delay. The decision is then made by the right people, on evidence. Chapter 15 returns to this situation.



Tool: project or operations?

Not every piece of work needs to be run as a project. Treating routine work as a project adds bureaucracy; treating a real change as routine work leaves it without ownership, control or an end point. Use the questions below as a quick test.








	Question
	If yes





	Does the work aim to bring about a change that does not exist today?
	Points to a project



	Does it have, or need, an end date?
	Points to a project



	Does it need people from several departments or organisations?
	Points to a project



	Could a delay or failure affect patient care or staff safety?
	Treat as a clinical project, with clinical governance from the start



	Will someone other than the person doing the work have to run the result?
	A formal handover is needed



	Is the work a repeat of something the service already does routinely, within existing procedures?
	Points to operations; manage through normal line management





If three or more of the first five answers are yes, the work should have at least a short project charter (Chapter 3), a named sponsor and a named future owner.


For clinicians moving into project work

Your clinical knowledge is an asset, but the role is different. The most common mistakes are focusing on the clinical content and too little on time, budget and resources; finding it hard to delegate; underestimating the administrative side, such as minutes, status reports and stakeholder communication; and mixing the role of clinical expert with that of project manager. In a project, your job is to make sure the right experts decide, on time and on evidence, not to make every decision yourself.




For project managers new to healthcare

Your project methods work here, but the setting is different. The most common mistakes are treating a hospital like any other organisation; relying too much on the plan and too little on the work on the ground; underestimating how quickly patient safety can change priorities, sometimes overnight; and not building trust with doctors and nurses. Learn their language and ask how the service actually works at three in the morning.



Both groups often make the same mistake: assuming the other side is “difficult” or “slow”. Usually they simply have different priorities and different ways of working. The best projects bring the two perspectives together.



Questions for review


	In your own words, what is the difference between a project and operations? Give one example of each from your workplace.

	Why are most healthcare projects carried out “inside” a live service, and what does this mean for planning?

	Who are the sponsor, the clinical authority and the operational owner in a project you know? Are they the same person?

	Explain the difference between technical readiness and operational readiness. Give one example of each.

	A colleague says the project is finished because all the equipment has been delivered and installed. What questions would you ask before agreeing?
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