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Plan for the Presentation 

 A description of “Leadership” and “Management” 

 Making the link between management and patient safety 

 What is “evidence” in relation to management decisions 

 Case examples of decisions for which evidence will inform the decision in 

terms of patient safety 

 Q & A 
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The Leadership Factor 

 

 Leadership – the ability to organize and motivate a group of people to 

achieve a common goal – in this case patient safety and clinical quality 

 “Situational” theories of leadership embrace the concept that leaders 

choose the best course of action based on situational variables. 

For example, the goal to strengthen and innovate processes to prevent 

another sentinel event.  
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The Voice of a Quality Leader 

 Gregg Meyer, Senior VP, Mass. General Hospital  

“Effective leadership really makes all the difference. In the end, we want 

our quality improvement efforts to be driven from the ground up. We love 

to have the folks who are on the front line of clinical care leading our 

improvement efforts. But at the end of the day, they’re going to be looking 

upward. They’re going to say, “What are the leaders telling us that we 

ought to pay attention to?” In many ways, the leader sets the tone that is 

going to either facilitate or mitigate the organization’s response to quality 

challenges. And you really need to have a leader effectively engaged in 

that process.” 
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Much has been written! 
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Presentations at the Forum Focus on 

Clinical Quality 

6 

In General, the presentations at the forum: 

• Touch on leadership for quality 

• Emphasize the use of good clinical science 

• Identify innovations at the bedside 

• Place the patient at the center of the care process 
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The Management Factor 

 

 Management  - the act of coordinating the efforts of  people to 

accomplish desired goals and objectives using available resources efficiently 

and effectively. 

  making systems stronger to keep staff and patients safe 
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An Emerging Literature Base 
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Clinical-Management  Data Integration  

 In most health care organizations, management is more involved in 

clinical quality than clinical staff are involved in management quality.  

 Both management and clinical care have data however, key management 

decisions usually do not benefit from analysis of the combined data. 

 Combined evidence (data) will make better management decisions. 
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Shifts that Support Improved Interactions 

 21st Century rise in “Workplace Democracy” over “Command Hierarchy” – 

both management and clinical  

 This is reflected in the rise of teams to make decisions and the analysis of 

decisions that went wrong – root cause analysis – both management and 

clinical 

 Teams function best when the environment is “safe” for everyone to speak 

their mind and share ideas without judgment – a culture of safety is needed 

in both  
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Worthy of a Management Root Cause 

Analysis? 
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All Evidence is not Alike! 
 Clinical evidence and managerial evidence are different: 

– Clinical evidence comes from formal, usually external, research of a 

hypothesis. Multiple studies can result in clinical practice guidelines, 

pathways and other tools to reduce variation in clinical practice. 

– Managerial evidence comes primarily from the collection and analysis 

of system and process data and information, usually in response to a 

particular situation.  
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Types of Evidence-Based Decisions  

 Core business processes 

– Planning 

– Revenue/payor mix  

 Operational management 

– Organizing/Staffing 

– Resource acquisitions 

– Direction and monitoring 

 Strategic management 

– Purchase of a home care business 

– Contracting with outside vendors for all diagnostic services 
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Shared Accountability for Medication 

Safety 
 Management side – purchase – storage – constant availability of 

medications 

 Clinical side – ordering – dispensing – administration and patient 

monitoring 

Medication safety is more than managing look alike – sound alike 

medications, it includes the integrity of the supply chain 
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Shared Accountability for Safe Use of 

Technology 
 Management side – purchase – preventive 

maintenance based on risk level - replacement 

 Clinical side – staff training – correct patient use – 

correct use of data and information from use 

Patient safety will be compromised if the 

software in high risk technology is not updated 
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Examples #1 

 Situation:  Your hospital needs to purchase additional infusion pumps. 

Finance sends out a request for bids to 6 manufacturers. The hospital 

already has pumps from three different manufacturers – the lowest bid 

comes from a different maker – not from one of the three already in use.   

 Question: What data and information will help provide evidence to 

inform this decision? 
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Potential Evidence #1 

 History of the new supplier – product recalls, complaints, common service 

problems, etc. 

 An analysis of the pump by the hospital’s bio-medical technology staff 

 The age and experience of the current 3 types – possibly one or all should 

be retired and all replaced 

 The cost of training all staff on a 4th pump 

 Adverse events when last new type of pump introduced 

Financial due diligence +  

Patient safety due diligence 
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Example #2 

 Situation: The in-patient census  in your hospital is down and hospital 

costs are up. Hospital management is considering laying off 100 nurses to 

cut costs.  

 

 Question:  What type of data and information will help make these cuts 

without compromising patient care quality and safety? 
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Potential Evidence #2 
 Number of nurses hired in the last year that are still in 

training 

 The type of units with decrease in patient volume - 

critical care, general medicine, ED, etc.  

 Number of nurses with non clinical duties 

 Cost savings from reducing shift assignments 

 Adverse event reports and nurse staffing levels 

 Patient satisfaction with nursing 

 

Patient Safety Impact Analysis  
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Example #3 

 Situation: For many years the governance and leadership of your 

hospital has made substantial investments in quality improvements, both 

clinical and managerial. A new set of priority improvements was just 

approved. The leaders have asked for an impact analysis when the 

improvements are in place and sustained. 

 Question:  What type of data and information can you provide to them 

and how will you obtain it? 
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Potential Evidence #3 
 Improvement in clinical outcomes 

 More efficient processes – less resource use 

 Greater patient satisfaction 

 Greater staff satisfaction 

 Reduced costs  

 

Return on Quality Investments 

(ROI)  
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Example #4 

 Situation: The pharmacy department in your hospital has discovered a 

shipment of antibiotics that do not appear “right” and the your biomedical 

technology department is inclined to believe they found a fake pace maker. 

Management is considering finding new sources of these products. 

 Question: What data and information will be most valuable in this 

decision as it is critical to patient safety. 
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Potential Evidence #4 

 National data on divergence, substitution and fake 

supplies 

 Information from manufacturers of the products on any 

similar reports  

 Evaluate the supply chain to be able to choose the 

supply chain with the lowest risk  

 

Supply chain management for 

patient safety 
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Supply Chain Concepts 

 A component of patient safety is the use of products from known sources 

that meet published manufacturers specifications.  

 In a global society, those products most frequently have complex 

distribution channels.  

 Being able to select the supply chain with the least risk will reduce risks to 

patients safety. 

24 
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Supply Chain Concepts 

 Risk within the supply chain include: 

– Substitution of fake/counterfeit products 

– Diversion of all or a portion of the shipment  

– Degradation  of the product when it is not kept at recommended  

conditions such as light and temperature 

25 
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Extent of the Problem 

 A group of manufacturers from the medical technology and associated 

industries have been advising staff on this issue for almost 2 years. 

– J&J reports counterfeit bandages that are not sterile 

– MedTronic reports hundreds of thousands of fake pacemakers 

– Even UL reports fake UL tags on products 

– Fake pharmaceuticals are almost an epidemic 

26 
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Medicines Made in India Set Off Safety Worries-

NYT 14 Feb. 2014 

 India’s drug industry is one of the country’s most important economic 

engines, exporting $15 billion in products annually, and some of its factories 

are world-class, virtually undistinguishable from their counterparts in the 

West. But others suffer from serious quality control problems. The World 

Health Organization estimated that one in five drugs made in India are fakes. 

A 2010 survey of New Delhi pharmacies found that 12 percent of sampled 

drugs were spurious 

27 
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Counterfeit medicines - WHO 

Around the world: reports of counterfeit medicines 

 In Peru the sale of counterfeit drugs has risen from an estimated US$ 

40 million in 2002 to a current US$ 66 million, according to Peru’s 

Association of Pharmaceutical Laboratories (ALAFARPE). These figures 

include medicines that entered the country as contraband, expired, 

counterfeit, adulterated, with altered or missing labels and those stolen 

from the warehouses of the Ministry of Health, the armed forces, and the 

police. In Lima alone the number of illegal pharmacies devoted to 

counterfeit medicines has increased from an estimated 200 in 2002 to a 

current number of 1,800 stores. The General Directorate of Medicines, 

Supplies and Drugs (DIGEMID) of the Department of Health (MINSA) 

seized around 460,000 adulterated and expired medicines in 2005 alone.  
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Counterfeit medicines - WHO 

Around the world: reports of counterfeit medicines 

 In 2006, Russia’s Federal Service for Health Sphere 

Supervision (FSHSS) reported that 10% of all drugs on the 

Russian market were counterfeit. However, other sources 

estimate that the real figure could be much higher.  
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Example 

 A drug manufacturer in Switzerland ships antibiotics to their global 

distribution warehouse near the Frankfurt airport. 

 From there the antibiotic is sent by air to a distributor  in Saudi Arabia 

where is takes approximately 2 weeks to clear customs.  

 The Saudi distributor contracts with a trucking firm to pick up the shipment 

at customs and deliver to the distributor’s warehouse  

30 
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 The distributor delivers to the hospital in their own trucks. 

 The hospital has a central supply building separate from the hospital. 

 As needed, the drugs are sent by hospital transport to the hospital’s 

pharmacy 

31 
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Conclusions  

 There is usually plenty of data and information already in existence to 

inform management decisions – find it!  

 Understanding which decisions have patient quality and safety 

implications – make a list! 

 For these high priority decisions,  provide data and information from other 

areas such as from clinical areas, HR, technology – think inclusive! 

 Better, not perfect, decisions will evolve over time – keep at it 
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How does all this fit with JCI? 

 All the issues discussed today are in the JCI 5th Edition International 

Standards for Hospitals 

 JCI is pushing the envelope on Patient Safety and setting new 

international norms for management accountability  

 The 5th Edition standards contain requirements that will prepare 

organizations for future challenges.  
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Future Challenges 

 Advances in technology 

 Emerging infectious diseases 

 Hand hygiene 

 Data use and management 

 Standardization of health care 

 Aging populations and chronic diseases 

 Workforce competency 

 Efficiency to contain costs 
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Helping Organizations meet those 

Challenges 
 Continuous accreditation process 

 International Library  

 TST Hand Hygiene and other tools 

 Unannounced surveys and mid cycle surveys 

 Education and evidence transfer  

 Systems survey process 

 New types of reports 
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Grazie. 

Xie Xie  
Do jeh  Tak  

tesekkür 
ederim  
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