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CLINICAL GUIDELINES: 
SEPARATING THE WHEAT 
FROM THE CHAFF

Overview of the workshop
• General considerations about clinical guidelines
• Applying those considerations to two case studies: breast 

cancer screening, diabetes 2 screening
• What do we do when guidelines change: the case of lipid 

screening and treatment
• Take home points

Which one is the wheat?
• Expert consensus vs. Evidence based

• Specialty society vs. Generalist

• Multiple national groups vs. regional health plan
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Some General Considerations
• Does the organization developing the guideline have credibility?

• Does the organization developing the guideline have a potential 
conflict of interest?

• Is the eligible population clearly defined?

• Are the recommendations justified explicitly?

• Is the quality of the evidence stated explicitly?

Case: breast cancer screening
Case 1: 41 year old woman comes to your office for an annual exam. 
She has no family history of breast or ovarian cancer and no specific 
breast complaints. She asks you:

• When should I start getting mammograms?
• How often should I get them once I start?

Case: breast cancer screening
Case 2: 78 year old woman with HTN, OA and chronic back pain from 
spinal stenosis comes to your office for a follow-up exam. She has 
been getting mammograms about every year since the early 1990’s. 
She has had a false positive in the past but no biopsies. She has no 
family history of breast or ovarian cancer. Her last mammogram was 
14 months ago and was normal.

• Should you order a mammogram today?
• Should you order a mammogram in a year?
• Should you stop ordering mammograms for 

this woman?

Breast CA Screening: American College of Radiology
2012 http://www.acr.org/~/media/ACR/Documents/AppCriteria/Diagnostic/BreastCancerScreening.pdf
Expert Panel on Breast Imaging
“Mammography is the only method of screening for breast cancer shown to decrease mortality 
Annual screening mammography is recommended starting at: 

1) age 40 for general population; 
2) age 25-30 for BRCA (BReast CAncer 1) carriers and untested relatives of BRCA carriers; 
3) age 25-30 or 10 years earlier than the age of the affected relative at diagnosis (whichever is later) for women with a first-degree relative with premenopausal breast cancer or for women with a lifetime risk of breast cancer ≥20% on the basis of family history; 
4) 8 years after radiation therapy but not before age 25 for women who received mantle radiation between the ages of 10-30; 
5) any age for women with biopsy-proven lobular neoplasia, atypical ductal hyperplasia (ADH), ductal carcinoma in situ (DCIS), or invasive breast cancer”
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Case: breast cancer screening
Case 1: 41 year old woman comes to your office for an annual exam. 
She has no family history of breast or ovarian cancer and no specific 
breast complaints. She asks you:

• When should I start getting mammograms?
• How often should I get them once I start?

• Based on the ACR guidelines how would you answer these 
questions?

Case: breast cancer screening
Case 2: 78 year old woman with HTN, OA and chronic back pain from 
spinal stenosis comes to your office for a follow-up exam. She has 
been getting mammograms about every year since the early 1990’s. 
She has had a false positive in the past but no biopsies. She has no 
family history of breast or ovarian cancer. Her last mammogram was 
14 months ago and was normal.

• Should you order a mammogram today?
• Should you order a mammogram in a year?
• Should you stop ordering mammograms for 

this woman?

Based on the ACR Guidelines, what would 
you do?

American 
College of 
Radiology

Does the organization have 
credibility?
Does the organization have a 
potential conflict of interest?
Is the eligible population 
clearly defined?
Are the recommendations
justified explicitly
Is the quality of the evidence 
stated explicitly?

American 
College of 
Radiology

Does the organization have 
credibility?

√

Does the organization have a 
potential conflict of interest?

√

Is the eligible population 
clearly defined?

√

Are the recommendations
justified explicitly

_

Is the quality of the evidence 
stated explicitly?

_
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USPSTF Grading System
Grade Definition Suggestions for Practice

A The USPSTF recommends the service. There is high 
certainty that the net benefit is substantial.

Offer or provide this service.

B The USPSTF recommends the service. There is high 
certainty that the net benefit is moderate or there is 
moderate certainty that the net benefit is moderate to 
substantial.

Offer or provide this service.

C The USPSTF recommends selectively offering or providing 
this service to individual patients based on professional 
judgment and patient preferences. There is at least 
moderate certainty that the net benefit is small.

Offer or provide this service for 
selected patients depending on 
individual circumstances.

D The USPSTF recommends against the service. There is 
moderate or high certainty that the service has no net 
benefit or that the harms outweigh the benefits.

Discourage the use of this 
service.

I Statement The USPSTF concludes that the current evidence is 
insufficient to assess the balance of benefits and harms of 
the service. Evidence is lacking, of poor quality, or 
conflicting, and the balance of benefits and harms cannot 
be determined.

Read the clinical considerations 
section of USPSTF 
Recommendation Statement. If 
the service is offered, patients 
should understand the uncertainty 
about the balance of benefits and 
harms.

Breast CA Screening: USPSTF
2009 
http://www.uspreventiveservicestaskforce.org/uspstf09/breastcancer/brcanrs.htm
• “The USPSTF recommends biennial screening 

mammography for women aged 50 to 74 years. 
Grade: B recommendation

• The decision to start regular, biennial screening mammography 
before the age of 50 years should be an individual one and take 
patient context into account, including the patient's values 
regarding specific benefits and harms.

Grade: C recommendation
• The USPSTF concludes that the current evidence is insufficient 

to assess the additional benefits and harms of screening 
mammography in women 75 years or older.

Grade: I Statement”

• Screening Intervals
“In trials that demonstrated the effectiveness of 
mammography in decreasing breast cancer mortality, screening 
was performed every 12 to 33 months. 

The evidence reviewed by the USPSTF indicates that a large 
proportion of the benefit of screening mammography is 
maintained by biennial screening, and changing from annual to 
biennial screening is likely to reduce the harms of 
mammography screening by nearly half. 

At the same time, benefit may be reduced when extending the 
interval beyond 24 months; therefore the USPSTF recommends 
biennial screening.”

Considerations for Practice Regarding I Statements
Screening Mammography in Women 75 Years or Older
Potential Preventable Burden. No women 75 years or older have been 
included in the multiple randomized clinical trials of breast cancer 
screening.
Breast cancer is a leading cause of death in older women, which 
might suggest that the benefits of screening could be important at 
this age. 
However, 3 facts suggest that benefits from screening would 
probably be smaller for this age group than for women aged 60 to 
69 years and probably decrease with increasing age: 

• 1) the benefits of screening occur only several years after the actual 
screening test, whereas the percentage of women who survive long 
enough to benefit decreases with age; 

• 2) a higher percentage of the type of breast cancer detected in this age 
group is the more easily treated estrogen receptor-positive type; and 

• 3) women of this age are at much greater risk for dying of other conditions 
that would not be affected by breast cancer screening.
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Potential Harms. Screening detects not only cancer that could lead to 
a woman's death but also cancer that will not shorten a woman's life. 
Women cannot benefit from—but can be harmed by—the discovery 
and treatment of this second type of cancer…..

Current Practice. Studies show that many women 75 years or older 
are currently being screened.

Case: breast cancer screening
Case 1: 41 year old woman comes to your office for an annual exam. 
She has no family history of breast or ovarian cancer and no specific 
breast complaints. She asks you:

• When should I start getting mammograms?
• How often should I get them once I start?

• Based on the USPSTF guidelines how would you answer these 
questions?

Case: breast cancer screening
Case 2: 78 year old woman with HTN, OA and chronic back pain from 
spinal stenosis comes to your office for a follow-up exam. She has 
been getting mammograms about every year since the early 1990’s. 
She has had a false positive in the past but no biopsies. She has no 
family history of breast or ovarian cancer. Her last mammogram was 
14 months ago and was normal.

• Should you order a mammogram today?
• Should you order a mammogram in a year?
• Should you stop ordering mammograms for 

this woman?

Based on the USPSTF Guidelines, what would 
you do?

American 
College of 
Radiology

Does the organization have 
credibility?

√

Does the organization have a 
potential conflict of interest?

√

Is the eligible population 
clearly defined?

√

Are the recommendations
justified explicitly

_

Is the quality of the evidence 
stated explicitly?

_

Which guideline would you use to counsel our two cases? Why?  
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American 
College of 
Radiology

USPSTF

Does the organization have 
credibility?

√ √

Does the organization have a 
potential conflict of interest?

√ _

Is the eligible population 
clearly defined?

√ √

Are the recommendations
justified explicitly

_ √

Is the quality of the evidence 
stated explicitly?

_ √

Case: screening for diabetes
• A 45 year old man comes to your office for a new patient visit. He 

has not seen a doctor in the last 10 years. You note his triage vitals 
to include a blood pressure of 130/70, HR 70, and BMI of 28. He 
reports going for long walks on the weekends, but getting no 
exercise on the weekdays due to his busy work schedule. He 
reports no family history of diabetes.
• Should you screen him for diabetes?
• If so, what test should you use? 

Screening for diabetes 2
List the information you would like a guideline about diabetes 
screening to address:

• Population
• What age(s)
• What test(s)
• How often
• Does risk matter
• Which risk factors to consider

Screening for diabetes 2: USPSTF 2008
• The USPSTF recommends screening for type 2 diabetes in asymptomatic 

adults with sustained blood pressure (either treated or untreated) 
greater than 135/80 mm Hg. 

Grade: B recommendation.

• The USPSTF concludes that the current evidence is insufficient to assess 
the balance of benefits and harms of screening for type 2 diabetes in 
asymptomatic adults with blood pressure of 135/80 mm Hg or lower. 

Grade: I statement.

Suggestions for Practice Regarding the I Statement: In persons with blood 
pressure of 135/80 mm Hg or lower, screening may be considered on an 
individual basis if knowledge of diabetes status would help inform decisions 
about coronary heart disease (CHD) prevention strategies, including 
assessment of CHD risk and subsequent consideration of lipid-lowering 
agents or aspirin.
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USPSTF

Does the organization have 
credibility?

√

Does the organization have a 
potential conflict of interest?

_

Is the eligible population 
clearly defined? √

Are the recommendations
justified explicitly √

Is the quality of the evidence 
stated explicitly? √

Was the information you wanted adequately addressed in this 
guideline? 

What is missing?

Does this guideline help you decide what to do for our case?

Do you have any other concerns about this guideline?

What might you do as a next step?

American Diabetes Association
• http://care.diabetesjournals.org/content/37/Supplement_1/S14.full



8/7/2014

8

Screening for diabetes 2: ADA 2014
Testing for Diabetes in Asymptomatic Patients
Recommendations
• Testing to detect type 2 diabetes and pre-diabetes in asymptomatic 

people should be considered in adults of any age who are 
overweight or obese (BMI ≥25 kg/m2) and who have one or more 
additional risk factors for diabetes. In those without these risk 
factors, testing should begin at age 45 years. B

• If tests are normal, repeat testing at least at 3-year intervals is 
reasonable. E

• To test for diabetes or pre-diabetes, the A1C, FPG, or 2-h 75-g OGTT 
are appropriate. B

• In those identified with prediabetes, identify and, if appropriate, 
treat other CVD risk factors. B

Rationale for Expert Consensus
Testing Interval
• The appropriate interval between tests is not known. 
• The rationale for the 3-year interval is that false negatives will be 

repeated before substantial time elapses. 
• It is also unlikely that an individual will develop significant 

complications of diabetes within 3 years of a negative test result. In 
the modeling study, repeat screening every 3 or 5 years was cost-
effective.

Case: screening for diabetes
• A 45 year old man comes to your office for a new patient visit. He 

has not seen a doctor in the last 10 years. You note his triage vitals 
to include a blood pressure of 130/70, HR 70, and BMI of 28. He 
reports going for long walks on the weekends, but getting no 
exercise on the weekdays due to his busy work schedule. He 
reports no family history of diabetes.
• Should you screen him for diabetes?
• If so, what test should you use? 
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What do we do when guidelines change: the 
case of lipids

• 46 yo asymptomatic man with no diabetes, htn, non-smoker, put on simvastatin 20mg many years ago by another clinician in another system so you don’t know his lipids off treatment.
• Should you make any changes? Do you need more data? 

• 68 yo healthy woman without htn or diabetes, non-smoker lipids from 6 months ago showed HDL 55 and LDL 156, you discussed diet and exercise at length at the time. 
• She now writes you via your electronic portal because she read about the new guidelines and wants to know if she should be on a statin? You take the time to put her data into two different risk calculators: Framingham gives you 3% and the new AHA calculator gives 10%

• 55 yo man with newly diagnosed DM comes to you for follow-up. He has been on a lovastatin 20 for 5 years for hyperlipidemia. You decided to change him to atorvastatin 40mg following the new guidelines. 
• He asks you for a lab order to check his lipids to see if it is working and he asks what his goal is for his cholesterol. It will take 2 minutes to write the lab order, but longer to discuss the new guidelines approach to treating to a goal…

List your concerns about implementing the new 
guidelines in practice, what issues do you face?

• Taking the time to explain the new guidelines
• Adjusting expectations (yours and the patient’s) about checking 

cholesterol
• Which calculator do you use to assess risk and need for ongoing statin 

treatment? What do you do when the information from the calculators 
conflict?

• Do you change from a low-potency statin that was ‘working’ before based 
on LDL goal?

• How important is it to do all of this at the next visit? Wait until next year? 
Have patient back for an interval visit just to discuss this?

• How will this impact your pay for performance goals with various payors?

Take Home Points
• Not all guidelines are equal
• Consider whether the source might have a conflict of interest
• Look for justification of the recommendations and evaluate this 

justification yourself
• Look for an assessment of the quality of the evidence
• Even the best guidelines need to be updated
• Even the best guidelines can be hampered by a lack of evidence and 

in that case look for recommendations that acknowledge this and 
will still help you in your practice

• Guidelines provide guidance – hopefully evidence based – but there 
is still much to consider about the individual patient sitting in front 
of you

2013 ACC/AHA Guideline on the Treatment of 
Blood Cholesterol 
1. All patients ( ≥ 21 years of age) with any form of CVD (not only CHD), or LDL-C ≥ 190 mg/dl:
Treat with high dose statin e.g.: Atorvastatin 40-80 mg or Rosuvastatin 20-40 mg with the aim to reduce LDL-C by >50 %
2. All patients with diabetes (age 40-75 years) with LDL-C 70-189 mg/dl, without any evidence of CVD should receive statin therapy as follows:
Moderate dose statin e.g. Atorvastatin 10-20mg, Rosuvastatin 5-10 mg, Pravastatin 40-80 mg, Simvastatin 20-40 mg, etc, with the aim to reduce LDL-C by 30-50 %.
However, consider high dose statin as above if 10-yr risk by new risk calculator >7.5 %.
3. All patients (age 40-75 years) without #1 or #2, assess 10-year ASCVD risk using pooled cohort equation, if ≥7.5% discuss with patient and initiate moderate to high intensity statin therapy

4. If using high dose and moderate dose statins as described above, a specific target of LDL-C goal (< 70 or <100) is not recommended.


