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Evidence- & Value-based Solutions For Health Care
Clinical Improvement Consults, Content, Seminars, Training & Tools

	Consumer Tips To Aid in Evaluating Health Care Quality


These tips are designed to help you understand and apply some concepts from “evidence-based medicine” (EBM) to assist you to better evaluate health care information and make choices for your care.  Evidence-based medicine is a relatively new approach to medical information which is designed to improve how scientific information is used in medicine.
Legal Information & Disclaimers
These materials are not meant to replace the clinical judgment of any health care professional or establish a standard of care.  The information contained herein may not be appropriate for use in all circumstances.  Decisions to utilize this information must be made by consumers and health care professionals in light of individual circumstances.  We make no claims that this information is up-to-date or complete.

DELFINI GROUP, LLC, MAKES AND USER RECEIVES NO WARRANTY EXPRESS OR IMPLIED ABOUT THIS WORK, AND ALL WARRANTIES OF MERCHANTABILITY AND FITNESS FOR A PARTICULAR PURPOSE ARE EXPRESSLY EXCLUDED.
Delfini Group ™, LLC 
	Michael Stuart, MD

President 

Sheri Strite, Principal &
Managing Partner 

www.delfini.org
	Our Mission – 

To assist medical leaders, clinicians and other health care professionals by ~

· Bringing science into medical practice in an easy-to-understand way.

· Using simplified methods to help navigate the complexities of such areas as evidence-based medicine and other topics.

· Building competencies and confidence in improving medical care through our well received consultations, educational programs and tools.

· Providing inspiration to others to improve medical care and help bring about needed change.




Your Questions

· How much do I need to know to really manage my own health care in partnership with my doctor?

· Where do I get the information I need?

· How do I know the information I'm getting is information I can trust?

· How can I best make decisions about various health care choices, based on my own needs, values and preferences?
Our Solution

Increasingly, health care will rely to a much greater extent on more participation by all of us in the decision-making about various health care choices. 

Furthermore, we will need the best available information for participating in managing our own care. 

Finally, many of us will play a larger role in sharing the costs generated by our choices.

The Delfini Group is trying to be part of the solution in health care by training others in how to use scientific evidence to find out the best care for people. We also design educational programs that are focused on patient-centered care — decision-making information treatment-making information, as examples.

We are committed to consumers and patients being at the heart of health care.

About Medicine & Science

This tool is meant to help you understand some general issues with medical care and the use of science in medicine.  It is also meant to give you some ideas for questions you might have for your health care provider, your health care system and about recommended treatments or procedures.  We also provide some high quality sources for information for you to use.
Good scientific research helps us understand –

· If a treatment or procedure is likely to be helpful or harmful.
· How helpful or harmful it might be.

· Since not all treatments or procedures work for all people, how many people having the treatment or the procedure are likely to benefit or have a risk of harm – and how soon.

Unfortunately, there is a lot of poor quality, misleading or misapplied scientific information – even in the most respected medical journals. Many health care professionals and health systems do not have skills or processes to help them tell scientific quality.  This tool can help you get a better idea whether your health care is likely to be based on the best available scientific evidence.
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About Evidence-based Medicine

Evidence-based medicine (EBM) is a relatively new and improved way of using science to help doctors understand the best way to practice medicine. In medical publications, there are good research studies and not-so-good research studies. There are also instances where the studies are of high quality but the results are weak or contradictory. 
This can be confusing even to the best of doctors. EBM helps make science easier to understand for both doctors and patients. In EBM, research studies are evaluated by experts to find the “best available” evidence. This helps doctors and patients more accurately predict the health benefits and health risks that patients might expect from using specific drugs or undergoing certain procedures.
We do not have good scientific evidence for all medical questions.  But working in an evidence-based way means that there is an effort and a good process to find the best available evidence that is available.  

This can occur through two different ways –

· Using “trusted” sources where scientific information has been reviewed by people with strong skills in being able to evaluate science and its use in medical care, and/or

· Applying evidence-based medicine skills, which include knowing how to systematically search the medical literature sources and knowing how to evaluate the quality of medical science (which is called “critical appraisal”).
How many people have good health care outcomes or poor health care outcomes from a particular institution or a specific health care provider may not be a good indication of health care quality because it may be misleading depending upon the type of patients cared for, the circumstances for care, and other reasons.  The appropriate use of an evidence-based process is potentially more important.
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Tips for Discovering if Your Care is Evidence-Based 
Evidence-based medicine has become a popular buzz-word.  Therefore, sometimes the label “evidence-based,” is used inappropriately – even by highly regarded and respected groups or sources.  The issue is not whether medical information is based on science.  The issue is whether or not the medical science used has been sought for in the best way and whether the science has been carefully evaluated for quality and applied correctly.
Questions to Consider (see last page for summary)
1. Does medical information used by my health care provider come from a “trusted” source – meaning that the information can usually be relied upon without further evaluation? 
These sources are very few.  These include Cochrane and Clinical Evidence – and information evaluated as being of high quality by DARE – along with the sources we list in this guide.   The Delfini Searching the Medical Literature Tool – available online at www.delfini.org – lists these generally reliable sources, and the Delfini web links at the online Resource Center lists other sources for medical information.
2. Is important medical information, obtained through other sources, sought through a “systematic search” of the medical literature?
A systematic search means that someone with skills in understanding scientific design has done an organized search through a medical literature search engine such as PubMed or OVID.  A systematic search is important to capture the best information – the best available evidence might not be the most recent, for example.
3. How was the medical information critically appraised for “validity” (closeness to truth) and usefulness?
Some health care systems have formal methods to provide high quality information to their health care staff.  Most, however, do not.  Also, some health care professionals have good skills in evaluating scientific quality – but most do not.  Further, often those who think they know how to evaluate medical science, in reality, lack these skills.  Here are some questions you can ask to learn if the information used for your care has been critically appraised or not – or whether your health care provider might have these skills:
a. Does the medical information come from your health care provider’s experience, case report, case series, observational study or narrative review?
If your medical issue has to do with a treatment, a procedure, screening or a prevention activity, a good answer will be that your health care provider uses information from available randomized controlled trials that have been critically appraised.
b. Why is a comparison group important in science?
The answer is that having a comparison group shows differences between groups – and it is by analyzing the differences that we learn what may help a person or what might harm them.  Without an appropriate comparison group, we don’t know if a person would get better without the treatment, for example.  Most viral illnesses, such as colds, go away on their own over time because that is the nature of a cold.  If everybody got a pill to treat a cold, then it would appear that the pill cured the cold unless we have a comparison group to show us that people will get better anyway.  Other explanations include what is called “placebo effect.”  A placebo is an inactive substance that looks the same as, and is administered in the same way as, an active drug.    Coincidence and regression-to-the-mean are other possible explanations for people getting better. Regression-to-the-mean simply means that sometimes values, like blood pressure readings, fluctuate – so a treatment could look like it was responsible for a lower blood pressure when it was actually just the variation in normal body rhythms.  This issue is an important one because many physicians use “case reports” or “case series” – and these two sources for information do not have a comparison group (also known as a control group).  Many case reports and case series have actually ended up harming patients – and this was only discovered when high quality research studies were done, which used randomization (see below), appropriate comparison groups and other high quality research methods.  This includes surgical treatments.
c. What is their position on historical controls or comparisons to the natural statistics for a disease?
Health care professionals who have good critical appraisal skills will know that these are not appropriate for comparison purposes, but can result in misleading information.
d. What is the importance of randomization?
Randomization is a process that is used in high quality research studies to determine which group a research subject will be assigned to – usually a treatment group versus a placebo group (e.g., a group receiving something that looks like the treatment, but is not) – or to treatment A or treatment B, for example.  Randomization means it is by chance – like a flip of a coin – which determines which group a patient will be in.  

This is important because sometimes the choices we make can actually explain what happens to us when we think it is because of the medical care we have received.  For example, randomized controlled trials now tell us that there are many risks of hormone replacement therapy and a few benefits.  They also tell us that certain women who take estrogen and progestin do not have protection against heart attacks, as once was thought.  

An “observational” study is different from a randomized controlled trial in that the scientist observes what happens naturally – such as when a patient chooses their treatment.  Observational studies showed an association between heart attack protection for some women who chose to take hormone replacement therapy (HRT), but the real reason is probably that the women who chose HRT also were choosing other, more health life styles than women who did not take HRT.  It was the other health life style choices that explained their better health outcomes – not the HRT.  

Someone skilled in critical appraisal of the medical literature is likely to tell you that randomization is important because it helps reduce what are called “confounders,” meaning other variables which might explain the results – such as in the HRT example.
e. Does your health care provider rely on experts, including narrative reviews or information from professional societies or advocacy groups, for answers to questions concerning treatment, screening, prevention, diagnosis, prognosis and/or natural history of disease?
Narrative reviews have a high potential for misleading information – systematic reviews should be sought and evaluated instead.  There are studies showing that “experts” may not be expert at all, and not all information coming from professional societies – even US government resources – is always reliable.    
f. If your health care provider is relying on information that is summarized by others – such as a clinical practice guideline, a protocol, a disease management program, a clinical recommendation, or a performance measure – has that information been critically appraised for both content and process of development?

g. Even if your individual health care provider does not have expertise in evaluating science, does the organization they work for have process steps and teams to do this work for them?
This will still mean that some of the decisions your health care provider makes will not be evidence-based.  And you want to understand the general quality of the work done organizationally.  A key question is whether the organization’s process includes systematic searching, people with true skills to do critical appraisal and the use of appropriate kinds of studies.  Organizations which do a good job of this systematically often have rigorous procedures for evaluating any new treatment or procedure.
We strongly recommend that only well-done randomized controlled trials – when they exist – be used to inform medical decisions about therapy, screening and prevention – and in many instances, diagnostic procedures.  In the absence of quality information, it may be reasonable to try other things – but you want to consider potential risks – which may not be known.

 About Medications

	This is similar to what happens in a lottery. Each person has so many chances to win or lose, based on estimates of the odds of winning or losing.




People react differently to the same medication – a medication that works well for someone else might not be the best choice for you. Often there is no way to know ahead of time which drug will work best for a specific person. Frequently, the best that science can tell us are the chances of known benefit or risk by examining health results in a group of people who may be similar to you or different from you in important ways.
About Drug Families
Many drugs are so similar that they are considered to be in the same “family” or “drug class.” Drugs in the same class are often substituted for each other even if research has not been done for each of the specific drugs. 
If one type of medication has not worked for you, there may be another drug in the same medication “family” or “drug class” which may work very well. You do not always have to change to a newer, more expensive drug to find a solution. However, sometimes this may be the best solution for you.

About New Drugs
Many of us become hopeful when we learn about a new drug on the market. But new does not always mean improved. We need good science, through evidence-based medicine, to learn if a new drug really is better – or even as good as – the older drug. And sometimes this takes time before we know.
Many patients begin treatment with lifestyle changes and older drugs that are frequently “over-the-counter.” Many of these patients do well without ever needing the newer and usually more expensive medications. 

Advantages of a Conservative Approach to Drug Use
	Safety


	· Older medications may be safer.

· Newer medications are sometimes found after a year or more to have unsuspected side effects or health risks. 

· Most long-term risks of newly-approved medications are not known until physicians discover unsuspected side effects in their patients over time. (For example, it took several years before it was discovered that certain drugs used by millions of people to treat heart attacks actually increased heart problems.)

	Effectiveness


	· Many newer medications provide little improvement for patients.

· Even when effective advertising and marketing make it appear that the newer medications are “breakthroughs,” often they are not.

	Cost


	· Cost is a real issue. 

· Older drugs are frequently less expensive than newer medications.


However, many new drugs are significant advances in health care. You need to make a decision based on what you feel may be most right for you.
ONLINE Resources for Patients, Their Clinicians & Others (see also www.delfini.org)
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Stars indicate our favored sources that we use regularly, yet this should not be considered to be an endorsement of any site, nor claim that everything in the site is of the highest quality. You should be aware that much of the information contained in any of these sites may be of varying quality. It is strongly advised that you use a tool – such as those found in the Delfini Evidence Tool Set or the Delfini QI Project Tool Set – to evaluate the validity and potential usefulness of the information you may find on these sites. Ultimately you will need to apply your own judgment in determining whether a source can be useful to you or not. Some of these sites may be available through a subscription service only.

Cochrane Informed Health Online
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A group called Informed Health Online based in Melbourne, Australia provides evidence-based information for patients, clinicians and others. It is a non-profit foundation found at http://www.informedhealthonline.org/item.aspx
This is a nice website for consumers because it summarizes systematic reviews from Cochrane (abstracts of Cochrane Reviews are available without charge). The nice thing about this site is that you can get to the abstracts of Cochrane Reviews and the consumer summaries from one website and it is free. 
Consumer Reports Best Buy Drugs

The mission of the Consumer Reports Best Buy Drugs project is to provide consumers and their doctors with information to help guide prescription drug choices–based on effectiveness, a drug's track record, safety and price.
This appears to be a good source of information since it is based on the work of the Oregon Health & Science University Evidence-based Practice Center which uses a rigorous approach to evaluating science.

http://www.bestbuydrugs.org 
DIPex

Illness information for patients, including patients talking about their experiences with illness, can be found at this site. Many of the modules are produced by professionals involved with the Cochrane Collaboration. The site provides patients with information by condition, but also through interviews with patients that you can hear directly online. It also provides information about other resources available to patients.

http://www.healthtalkonline.org/
MEDLINEplus
Medline Plus provides extensive, “authoritative” information from National Library of Medicine, the National Institutes of Health and other trusted sources on over 650 diseases and conditions. Included are a medical encyclopedia and a medical dictionary, extensive information on prescription and nonprescription drugs, health information from the media, and links to thousands of clinical trials. There is no advertising on the site, nor does MEDLINEplus endorse any company or product. Although the site uses criteria, it should be noted that there is no critical appraisal of the information for validity. 

http://www.medlineplus.gov
Specific Questions to Help Gauge Your Likelihood of Benefit or Harm Resulting from a Treatment or a Procedure 

· What is my personal estimated risk without treatment or without the procedure?

OR

· What do I have? Why?  How did I get it?  What is it going to do to me?

· What choices do I have to deal with it? How will those choices affect me?

· How many people, out of a hundred, will benefit, in what way, within what period of time?

· How many people, out of a hundred, will experience some harm, in what way, within what period of time?

· What’s unknown? 

· What’s your advice?
· On what evidence is all of this based?
Categories for Care Processes

· Prevention ( Screening ( Diagnosis ( Treatment ( Prognosis ( Follow-up ( Maintenance

Categories for Ways in which Treatments and Procedures Should Benefit Patients

· Symptom relief ( Morbidity ( Mortality ( Function ( Quality of Life
Categories that Reflect the Patient-perspective

· Benefits ( Harms ( Costs (  Risks (  Uncertainties ( Alternatives
Quick Evidence-based Medicine Question Sheet

1. Does medical information used by my health care provider come from a “trusted” source – meaning that the information can usually be relied upon without further evaluation? 
 These include Cochrane and Clinical Evidence – and information evaluated as being of high quality by DARE – along with the sources we list in this guide.   
2. Is important medical information, obtained through other sources, sought through a “systematic search” of the medical literature?

3. How was the medical information critically appraised for “validity” (closeness to truth) and usefulness?

a) Does the medical information come from your health care provider’s experience, case report, case series, observational study or narrative review?
For treatment, a procedure, screening or a prevention activity, use information from available randomized controlled trials that have been critically appraised.
b) Why is a comparison group important in science?
Having a comparison group shows differences between groups.   Without an appropriate comparison group, we don’t know if a person would get better without the treatment or be harmed.  
c) What is their position on historical controls or comparisons to the natural statistics for a disease?
Health care professionals who have good critical appraisal skills will know that these are not appropriate for comparison purposes, but can result in misleading information.
d) What is the importance of randomization?
 Randomization is important because it helps reduce what are called “confounders,” meaning other variables which might explain the results.
e) Does your health care provider rely on experts, including narrative reviews or information from professional societies or advocacy groups, for answers to questions concerning treatment, screening, prevention, diagnosis, prognosis and/or natural history of disease?
Narrative reviews have a high potential for misleading information – systematic reviews should be sought and evaluated instead.  
f) If your health care provider is relying on information that is summarized by others – such as a clinical practice guideline, a protocol, a disease management program, a clinical recommendation, or a performance measure – has that information been critically appraised for both content and process of development?

g) Even if your individual health care provider does not have expertise in evaluating science, does the organization they work for have process steps and teams to do this work for them?
Does the organization’s process include systematic searching, people with true skills to do critical appraisal and the use of appropriate kinds of studies. Organizations which do a good job of this systematically often have rigorous procedures for evaluating any new treatment or procedure.
We strongly recommend that only well-done randomized controlled trials – when they exist -- be used to inform medical decisions about therapy, screening and prevention – and in many instances, diagnostic procedures.  In the absence of quality information, it may be reasonable to try other things – but you want to consider potential risks – which may not be known.
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