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Using Guidelines 
not all good and not all bad 



The (my) Agenda
Describe the issue/problem of CPGs/chronic disease state guidelines 
Specifically the evidence around: 

How evidence-based are they? 
Who writes/sponsors them? 
How well do they incorporate patient values/preferences? 

The “magnitudinous” problem 
Legal aspects 
Suggest some ideas for going forward 
Show examples of a some well-done CPGs 
Hear from you



The Institute of Medicine definition: 

"…statements that include 
recommendations, intended to optimize 

patient care, that are informed by a 
systematic review of evidence and an 

assessment of the benefits and harms of 
alternative care options”

What is a Clinical Practice Guideline (CPG)?



The Number of Guidelines 
Diseases/conditions - 2,983  

Treatments/interventions - 7,364

X
1998-2018



Spectrum of Decisions
1.Immediate life-threatening issues or very “technical” work - 
surgery, dispensing etc - YES 

Guidelines, even policies, are likely very useful
2.Symptom treatment (e.g. migraines, pneumonia) - SORT OF 
Each person is an experiment - just need to know what has the 
potential to work and the harm/cost/convenience
3.Risk factor interventions (e.g. lipids, glucose, HTN) - NO 
At least not what CPGs are now



Guidelines would be awesome if they…

Were developed primarily by, and definitely for, the people that 
ultimately end up using them 

Were a credible synopsis of the best available evidence 
(obtained via a systematic review) presented in a way that 
clinicians could easily access and interpret 

Allowed patient values and preferences to be taken into 
account



“Unfortunately, depending on how their reliability is 
measured, up to 50% of guidelines can be 
considered untrustworthy. This carries serious 
consequences for patients’ safety, resource use and 
health economics burden.”

EBM 2017;22:1-3



Three decades later, we still haven’t figured out how to reliably produce high-quality guidelines 

Two core issues that lead to a host of problems 
1) a lack of centralized authority to coordinate, vet, approve, and catalog 

guidelines 

2) there is an absence of a universal methodology to create guidelines—
every professional organization promulgating guidelines today generally 
decides freely which, if any, framework they will use to construct 
guidelines

Enforce A Rigorous, Universal Methodology For Creating Guidelines 





All clinical practice guideline recommendations, whether the 
available evidence is considered as being of high quality or very low 
quality, require both:  

1) a judicious consideration of the relevant evidence and 
consensus from the panel regarding both the interpretation 
of the evidence and,

2) the tradeoff between the benefit vs the harm or burden of the 
recommended health intervention

JAMA July 19, 2019

“guideline panels are challenged with evaluating the evidence regarding patients’ values and preferences and deciding 
whether all or almost all fully informed individuals would make the same choice - or if not, what would the majority choose?”



How to appraise CPGs



“the most comprehensively 
validated appraisal tool is the 

AGREE II instrument

PLoS ONE 8(12): e82915. doi:10.1371/journal.pone.0082915 

2013



Appraisal of Guidelines for Research 
and Evaluation (AGREE) II

DOMAIN 1. SCOPE AND PURPOSE 

DOMAIN 2. STAKEHOLDER INVOLVEMENT 

DOMAIN 3. RIGOUR OF DEVELOPMENT 

DOMAIN 4. CLARITY OF PRESENTATION 

DOMAIN 5. APPLICABILITY 

DOMAIN 6. EDITORIAL INDEPENDENCE 

OVERALL GUIDELINE ASSESSMENT



421 CPGs (July 2011-August 2017) for the management of 
common non-communicable disease in primary care 

24% were rated as high quality 
lowest median domain scores 

applicability (22%) and rigour of development (33%)

Heart disease 
Lung disease 

Diabetes 
Osteoporosis 
Depression 

Osteoarthritis 
Dementia 

GERD 
BPH



“AGREE Tool inadequately reflects 
the full range of quality CPG 
development” - they focus on 
development rather than quality of 
evidence and strength of 
recommendations

8 STANDARDS 
1. Establishing transparency 
2. Management of conflict of interest 
3. Guideline development group 
composition 
4. Clinical practice guideline–systematic 
review intersection 
5. Establishing evidence foundations for 
and rating strength of recommendations 
6. Standardized articulation of 
recommendations 
7. External review 
8. Updating 

2011



Grading of Recommendations 
Assessment, Development and Evaluation

QUALITY



Grading of Recommendations 
Assessment, Development and Evaluation

RECOMMENDATIONS (for or against)

“A strong 
recommendation is 
one for which the 
guideline panel is 

confident the 
desirable effects of an 
intervention outweigh 

its undesirable 
effects”



SOME DEFINITIONS 
Most - means more than half (51-99%) 

Majority - means more than half (51-99%) 

Many - a large but indefinite number, but also the majority 

Most is more than many

When I use 
a word, it 

means just 
what I 

choose it to 
mean—

neither more 
nor less.

v

v



Grading of Recommendations 
Assessment, Development and Evaluation





What evidence is behind CPG 
recommendations?



Typically “evidence-based” guideline recommendations
are not based on “solid” evidence  

EVIDENCE 
LEVEL Cardiology Infectious 

disease Endocrinology

1 or A
based on RCTs 11% 14% 6%

3 or C
based on opinion 48% 55% 35%



41 ACC/AHA or ESC guidelines - classification of 6329 recommendations 

9%/14% - LOE A - multiple RCTs or single large RCT 

50%/31% - LOE B - observational or single RCT 

42%/55% - LOE C - expert opinion 

Current guidelines with prior versions - LOE A 

ACC/AHA - 9% [current] vs 12% [prior] 

ESC - 15% [current] vs 18% [prior] 

JAMA. 2019;321(11):1069-1080. doi:10.1001/jama.2019.1122



BMC Family Practice (2015) 16:104 DOI 10.1186/s12875-015-0310-1

47 guidelines Discussed benefits Discussed harms

CVD assessment and harms 19% 17%

Medications 32-33% 15-19%

Lifestyle 15% 0%

Desprescribing mentioned - 0%



Who writes/sponsors guidelines?
I have 

a conflict 
of  

No 
interest



176 PRIMARY CARE guidelines in the CMA database 

CONTRIBUTORS
54% non–family physician specialists 
17% family physicians - 8% if industry sponsored 
11% other clinicians 
8% non-clinician scientists 
6% nurses 
3% pharmacists

Can Fam Physician 2015;61:52-8 
69% of guidelines didn’t report conflicts of interest



Guideline sponsorship
2009 - 2,300 guidelines in the National Guideline Clearinghouse 

Guideline development  

41% - medical speciality societies 

22% - government agencies/nonprofit  

17% - professional associations 

9% - disease specific societies 

4% - independent expert panels

http://www.ncbi.nlm.nih.gov/books/NBK22928/

at least 2/3 are 
being developed  
by groups with 

a clear potential for 
important biases



BMJ 2011;343:d5621 doi: 10.1136/bmj.d5621  

~50-80% of panel members on 
guidelines have financial COIs

BMJ 2013:346 



“Clinicians should aim to achieve an HbA1c level between 
7% and 8% in most patients with type 2 diabetes” 

Because of harms - primarily internists 

“An A1C level of ≤6.5% is considered optimal if it can be 
achieved in a safe and affordable manner, but higher targets may be appropriate for 

certain individuals and may change for a given individual over time.” 
Because of benefits - primarily endocrinologists

Canadian
Guidelines
Most <7% 

<6.5% if low risk  
for hypoglycaemia 

CJD April 2018



Can we agree to disagree?

Ann Intern Med 2019;171:505-513



How well do guidelines address 
patient values and preference?



Can Fam Physician 2007;53:1326-27

197 PAGES - 90,000 WORDS
99(0.1%) words - relevant to

patients’ values and preferences

5 Canadian Guidelines for
blood pressure, cholesterol, glucose, and bone density



Looked for info on
Risk estimation (magnitude)
Impact of treatment on risk
Potential harms (magnitude)

“The information presented in these documents is glucose-centric and not organized 
or presented in a way that could be construed as supporting shared decision making”

Diabetes Care January 2015

113 PAGES

Diabetes Care 2015;38:e141–e142 | DOI: 10.2337/dc15-0074



Total mention of values and preferences - 0.19% of the words

“Practitioners are advised to consider patient preferences, values, and clinical factors when 
determining how to best apply these recommendations at the bedside”

~11,800 words - 20 pages

“In the absence of Canadian data to determine the accuracy of risk calculations, avoid using 
absolute levels of risk to support treatment decisions”



2017

2017

Benefits
No numbers whatsoever for fracture risk or fracture benefit 
Do present info in an appendix - new studies 
Harms
28 numeric mentions of side effects 
6 absolute numbers 
22 relative numbers

One mention of patient preferences

~8,700 words - 27 pages

“clinicians should make the decision 
whether to treat osteopenic women 65 

years of age or older”



325 PAGES
Risks of diabetes complications - couldn’t ballpark CVD, renal, blindness, 
amputation risk etc 
Benefits of treatment - most are described as relative benefits 
Harms of treatment - some tables of harms - but magnitude typically missing 

“Where available, … NNT or NNH 
was considered in assessing the 
impact of a particular intervention”

Mention of clinical trials - this was helpful
3 DPP - 4 trials - no benefit 
Insulin - no benefit  
Empagliflozin - 12.1% vs 10.5% 
Canagliflozin - 32.5/1000 vs 26.9/1000 
Liraglutide -14.9% vs 13% 
Semaglutide - 8.9% vs 6.6 
Table with relative effects of the three new classes

MENTIONED  ONCE - STENO trial 



Patient benefit expectations



Patient Educ Couns (2011), doi:10.1016/j.pec.2011.02.004 

“the number of patients who prefer 
participation has increased over the past 

three decades so that the majority of 
patients prefer to participate in decisions”



“Many of the preferences expressed by the clinicians and lay people 
in this study are at odds with recommendations in guidelines”

BMJ 2003;327:841 

77% of doctors would recommend treatment 
21% of our patient cohort would consider treatment justified

Osteoporos Int 2012;23:2135–40



All these words mean something 
different to everyone

More 
Increased 
Reduced 
Improved 
Decreased 
Higher 
Lower 
High 
Low 
Significant 
Less 
Fewer 
Worsened 

Better 
Worse 
Greater 
Uncommon 
Superior 
Rare 
Smaller 
Larger 
Least 
Common 
Quicker 
Slower 
Important 

Considerable 
Strong 
Moderate 
Minor 
Big 
Unimportant 
Huge 
Tiny 
Inferior 
Lesser 
Small 
Bigger 
Major 

Severe 
Weak 
Strong 
Different 
Faster 
Shorter 
Longer 
Shortened 
Lengthened 
Extreme 
Unlikely 
Short

The Magnitudinous Problem

Convey a story but not 

really the evidence



National Institute for Health and Care Excellence (NICE), which state that 
“[withdrawal] symptoms are usually mild and self-limiting over about 1 week.”

They added the evidence 
for over two weeks in 55% of patients 
at least six weeks in 40% 
at least 12 weeks in 25% 
one to 13 weeks in 58% 
studies finding mean durations of 11 days and 43 days



Its not that difficult



All the large RCTs evaluating the impact of 
glucose lowering medications on CVD Outcomes

RCTs evaluating the impact of medications on CVD outcomes in T2DM
YEAR NAME MEDICATION RESULT OUTCOME CHANGED ABSOLUTE	

DIFFERENCE/TIME
1970

UGDP

SU tolbutamide (Orinase) NEGATIVE CVD mortality é8%/5	years
1971 BG phenformin (DBI) NEGATIVE Mortality é 6%/5-8	years
1976 SU tolbutamide (Orinase) NEGATIVE Fatal MI é 5%/5	years
1982 IN insulin NEUTRAL

1998
UKPDS 33/34

IN,SU insulin, chlorpropamide, glyburide/glibenclamide, glipizide NEUTRAL

1998 IN,SU,BG metformin, insulin, chlorpropamide, glyburide/glibenclamide, 
glipizide

NEUTRAL except POSITIVE for 
metformin

Mortality 
MI

ê7%/11	years	
ê 6%/11	years

2003 STOP-NIDDM OTH acarbose (Precose) POSITIVE MI ê 1.5%/3	years
2005 PROACTIVE GLIT pioglitazone (Actos) POSITIVE MI ê 1.5%/3	years
2007 RECORD GLIT rosiglitazone (Avandia) NEGATIVE Heart failure é 1%/4	years
2012 ORIGIN IN insulin NEUTRAL

2013 EXAMINE DPP4 alogliptin (Nesina) NEUTRAL

2014 SAVOR-TIMI 53 DPP4 saxagliptin (Onglyza) NEGATIVE Heart failure é 1%/2	years
2014 ALECARDIO OTH aleglitizar NEUTRAL

2015 ELIXA GLP lixisenatide (Adlyxin) NEUTRAL

2015 TECOS DPP4 sitagliptin (Januvia) NEUTRAL

2015 EMPA-REG GLIF empagliflozin (Jardiance) POSITIVE Mortality 
Heart failure

ê 2.5%/3	years	
ê 1.5%/3	years

2016 SUSTAIN 6 GLP semaglutide (Ozempic) POSITIVE Combined outcome ê 2%/2	years

2016 LEADER GLP liraglutide (Victoza) POSITIVE Mortality 
Combined outcome

ê 1%/4	years	
ê 2.5%/4	years	

2017 CANVAS GLIF canagliflozin (Invokana) POSITIVE
Combined outcome 

Heart failure  
Amputations

ê 2%/3.5years	
ê 1%/3.5	years	
é 1%/3.5	years

2017 EXSCEL GLP exenatide (Byetta) NEUTRAL
2017 ACE OTH acarbose (Procose) NEUTRAL
2017 Omarigliptin DPP4 omarigliptin NEUTRAL
2018 HARMONY GLP albiglutide (Tanzeum) POSITIVE Combined outcome ê 2%/2	years
2018 CARMELINA DPP4 linagliptin (Tradjenta) NEUTRAL

2018 DECLARE-TIMI 58 GLIF dapagliflozin (Farxiga) POSITIVE Combined outcome  
(primarily heart failure)

ê 1%/4	years

2019 REWIND GLP dulaglutide (Trulicity) POSITIVE Combined outcome 
Renal outcomes

ê 1.5%/5.4	years	
ê 2.5%/5.4	years

2019 PIONEER 6 GLP (oral) semaglutide (Ozempic) POSITIVE CVD mortality 
Mortality

ê 1%/1.5	years	
ê 1.5%/1.5	years

2019 CREDENCE GLIF canagliflozin (Invokana) POSITIVE Combined CVD outcome 
Combined renal outcome outcomes

ê 2.5%/2.6	years	
ê 3%/2.6	years



mystudies.org ~300 studies



BMC Medical Research Methodology 2013;13:134 

Do statins reduce mortality in primary prevention?
Need to look at meta-analyses



Studer et al.: “reduced risks of overall and cardiac mortality”  YES 
Thavendiranathan et al.: [does not decrease]”overall mortality”  NO 
Mills et al.: “an important role in preventing all-cause mortality”  YES 
Brugts et al.: “associated with significantly improved survival”  YES 
Ray et al.: “did not find evidence for the benefit … on all-cause mortality”  NO

Do statins reduce mortality in primary prevention?

YES

YES
YES

NO

NO



Guidelines and the Law



Guidelines and the Law
“As per the Canadian Medical Association Handbook on 
Clinical Practice Guidelines, guidelines should NOT be 
used as a legal resource in malpractice cases 
as “their more general nature renders them insensitive 
to the particular circumstances of the individual cases.”



The Bottom Line  
Sep 2011

Even an authoritative CPG may NOT be found to be determinative of a 
standard of care. 

It is prudent for physicians to be aware of authoritative clinical practice 
guidelines relevant to their practices. If a clinical decision may be perceived 
as being contrary to a recognized and accepted CPG, a physician, where 
appropriate, may consider the following steps: consult with a colleague or 
relevant specialist, discuss reasonable treatment options with the patient, 
and document the patient's consent for the chosen treatment. 

If deviating from an established CPG, physicians should consider 
documenting the rationale for doing so, as well as any discussions with the 
patient about such variance.



Many courts (UK, US, CA)

“The reasonable-patient standard … requires physicians and 
other health care practitioners to disclose all relevant 

information about the risks, benefits, and alternatives of a 
proposed treatment that an OBJECTIVE PATIENT would find 

material in making an intelligent decision as to whether to 
agree to the proposed procedure”

JAMA 2016;315:2063-4



Two or more reasonable treatment or screening options

1) Shared decision-making 2) Defensive medicine 

Choice made does NOT 
MEET the “standard of care”

Choice made MEETS 
the “standard of care”

Choice made MEETS the 
“standard of care”

Choice made does NOT 
MEET the “standard of care”

Discussion  
NOT 

documented 

Discussion  
documented  

in notes

Decision 
aid used

No medico 
legal 

protection

Plaintiffs lawyer argues risks and 
benefits should have been discussed

Medium 
risk

Low 
risk

Discussion  
NOT 

documented 

Discussion  
documented  

in notes

Decision 
aid used

Low to 
medium

risk

Low to 
medium

risk
Low 
risk

Low 
risk

No medico 
legal 

protection

ADVERSE OUTCOME OCCURS

BMC Health  
Services Research  

2015;15:167



Reducing litigation risk 
2 THINGS to DO

Shared decision-making model

1) Use a decision aid 

2) Document decision

Low 
risk

Low to 
medium

risk

Defensive model (guidelines/standard of care)  

NEVER get to a low litigation risk



The Guideline Solution?

“I've got a plan so cunning,  
you could put a tail on it  

and call it a weasel”



Guidelines would be awesome if they…

Were developed primarily by, and definitely for, the people that 
ultimately end up using them 

Were a credible synopsis of the best available evidence 
(obtained via a systematic review) presented in a way that 
clinicians could easily access and interpret 

Allowed patient values and preferences to be taken into 
account



Guidelines should provide  
ballpark estimates  
of what happens if  

you DON’T treat/test/screen 
and if 

you DO treat/test/screen



“I would rather know evidence 
and try to apply it to each patient, 
than memorize guidelines and try 

to apply them to all patients”
Mark McConnell



Can Fam Phy 2018;64:111-120

Can Fam Phy 2015;61:857-67 

Can Fam Phy 2019;65:321-30

1. All informed by questions identified 
by primary care clinicians 

2. All informed by a systematic review 
3. All benefits and harms were 

presented as absolute numbers in 
calculators and/or evidence tables 

4. All promoted shared decisions as 
an integral part of the guideline 

5. All provided patient material



Thresholds for discussion  
NOT  

thresholds for treatment





Tools to help clinicians discuss benefits and harms with patients  



The guideline was praised in a BMJ article for its 
simplicity and that it “offers lifestyle and drug options 

without judging which is best for an individual with 
links to attractive risk calculators”

BMJ 2016;353:i2452 doi: 10.1136/bmj.i2452 (Published 16 May 2016)

2016



ACP

BMJ



There are LOTS of guidelines 

Often don’t provide a solid synopsis/systematic review of the 
best available evidence 

Often don't provide sufficient information to do shared-decision-
making or even support the concept 

Many “conflicts” and ownership issues 

Patient expectations are often at odds with guideline 
recommendations 

Legal precedents are leaning in favour of benefit/harm 
communication 

Useful guidelines can be written


