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Instruction Manual for Providers using Statin Choice
What is Statin Choice?

Statin Choice is a decision aid designed to meet the needs of the clinician and the patient with diabetes.  The latest NCEP ATP III guidelines indicate that all patients with diabetes should be considered candidates for statin therapy, because most patients will have greater than 20% 10-year cardiovascular risk.  Furthermore, the CARDS and HPS trials showed that fixed dose statin (10 mg atorvastatin, 40 mg simvastatin respectively) can reduce the risk of cardiovascular outcomes (including acute coronary events and strokes) by 25% across all levels of baseline LDL.   

However:

1. More than 50% of patients with diabetes are not taking lipid-lowering medications 2 years after starting these medications.

2. Data from observational studies in our patients at Mayo indicate that the majority of our patients have estimates of risk below 15% in 10 years.  Furthermore, patients at high risk may already be taking action (using antihypertensives, ACE inhibitors, thiazides, aspirin, metformin) that reduces their cardiovascular risk to low levels.

3. At low levels of risk, patients may place a higher value in avoiding the downsides of daily medication intake than in reducing their risk of CV outcomes.

We hypothesize that if patients were to know what clinicians know about cardiovascular risk reduction and what to expect from statins, they will (1) adhere to their decision over time; because they (2) made a choice that is consistent with their values and preferences.

What is the role of Statin Choice in deciding whether statins are good for my patient?

The decision to offer statins and to ultimately prescribe these agents to your patient is yours and no tool, including Statin Choice, will replace your judgment about the pertinence of statin treatment in your patient.  In other words, this decision aid is designed to help you and your patient choose statins or no statins after you judged that statins are a viable risk reduction strategy for your patient.

Where does the information in Statin Choice come from?

The information in statin choice is based on the best available evidence and is not subject to influence by statin manufacturers.  The section of Patient Education at Mayo Clinic funded the development of this tool.  

A systematic review of randomized trials of statins enrolling patients with diabetes offered the estimates used in the decision aid.  The postmarketing data available to the FDA provided estimates for harm.  A systematic review of the harm data is however ongoing to be able to refine the information with data from other sources.  A reference list is available from the KER UNIT (weymiller.audrey@mayo.edu).

What are the principles behind the design of Statin Choice?

When supporting decision making, sharing of technical information with the patient is a legal obligation.  The choice of how much information to share and what information to share has historically been ad hoc.  Statin Choice ensures that you will offer the minimal information to help patients understand the options.  

Research on decision support indicates the need to use quantitative information: we are using text and graphical display using natural frequencies (e.g. 1 in 100) rather than percentages and we are avoiding framing effects (e.g., 10 in 100 will suffer a heart attack; 90 in 100 will not).  After sharing this information, some patients may chose to engage in the decision making process, while others may defer back to you or other people.  Statin Choice does not require patients to take part in the decision making process if they prefer not.

How should I present the decision aid to the patient?

During the encounter, you and the patient will go over the single-sheet personalized Statin Choice page following the numbered sections.  A good start is to tell patients that “among the things we can do to help you reduce the risk of diabetes complications is to use cholesterol lowering pills or statins”.  Then indicate that “this tool could help us decide if statins are good for you”.  Then point to the tool’s “START HERE” area and read the first column (see Section 1).

Section 1: estimation of risk.

For this section we have used the UKPDS Risk Engine, a tool that estimated the contribution of risk factors in prognosticating cardiovascular events 10 years later exclusively among patients with diabetes.  While it yields similar estimates as Framingham-based equations (because of the major contribution of age and sex on the risk estimation common to both tools), the UKPDS Risk Engine has better face validity.  Half of the patients we see at Mayo Clinic have an estimated 10-year risk of cardiovascular events lower than 15%.  Please help the patient note that the interventions she is already taking may lower the estimated risk.  Note that this tool will overestimate the cardiovascular risk of patients who have had a cardiovascular event, or have a strong family history of premature events.  

Section 2: how much benefit

Show section 2 to the patient.  Section 2 will allow you to present the expectation of outcomes with and without statins.  The language we prefer you to use is in the form (reading directly is a good way of presenting this, reading top-down and then left-right).  When presenting the graphs, we suggest you refer to the “happy faces” as representing “people like you, people with your estimated risk”.  Point out that if 100 people like you were to decide not to take statins, X (those in red) will have a heart attack in the next 10 years, and 100-X (those in green) will not have a heart attack in the next 10 years.  Note that we cannot tell when in the next 10 years will each of these people (pointing at the red ones) have their heart attack.  If 100 people like you were to decide to take statins, X (those in red) will still get the heart attack they were destined to get; also note that Y (those in green) will not have their heart attack, but they were not going to have one anyway.  Also note that Z, who were supposed to have a heart attack in the next 10 years will have avoided that outcome by taking statins.  In other words, statins did not change the outcome of X+Y people despite the fact that they took the pill every day for 10 years.  However, Z people did avoid a heart attack because they took statins every day for 10 years.  It is important to note that no one can tell you whether you will end up being one of the green ones, red ones, or yellow ones.

Section 3: the downsides

Show section 3 to the patient and point out that like all medications statins have some adverse effects, costs, and inconveniences to keep in mind.  Read the bullet points with the patient.  

Section 4: the decision

Show section 4 to the patient and invite the patient to consider the choices.  From this point on, please proceed according to how you and the patient prefer to make this decision.  In other words, feel free to act as you normally would when working with a patient like the one in front of you.

Patients have also received a generic booklet that fleshes out some of the elements included i the single-page document.  Take some time to familiarize yourself with its content as you can point to it in case the patient requires more information about any of the points discussed here.  Some areas in the content that may be pertinent are: (1) The section where you can consider family history and other considerations to account for different risk levels; (2) The section identifying the risk categories (<15%, 15-30%, >30%) to help patient understand where they stand.

Who do I call if I have questions or concerns?
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If you were to have any concerns with the content or process outlined here please contact the KER UNIT study coordinator or the project’s PI.  

Audrey Weymiller (weymiller.audrey@mayo.edu) can be reached at 8-2617; Victor Montori (Montori.victor@mayo.edu) at 5-3601.
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