
INFORMED 

CONSENT 

What is Your Provider’s Duty to Inform You? 

KABC Caregiver Training September 14, 2018 



History 

HOW AND WHY HAS “INFORMED 
CONSENT” EVOLVED? 



Major events in time: 

  

 Nuremburg Code (1947)—post WWII 

 UN Declaration of Universal Human Rights (1949) 

 Tuskegee Syphilis Project (1927-67) 

 First use of the term (1957)—legal malpractice case 

 Belmont Report (1979): 
◦ 1) Respect for persons (autonomy) 
◦ 2) Beneficience and “do no harm” 
◦ 3) Justice….who is to receive the benefits 



  Written Informed Consent

  

 Historically written IC was neither medically nor 
legally part of the health care system 

 Evolved first as research abuses and technology 
advances (risks enlarge versus potential benefits) 
became more apparent…surfaces clinically in the 
1960’s with advances like CABG and other new 
innovations 



Examples to illustrate 

polar aspects of this issue: 

1. TREATING TO PREVENT STROKES WITH 
MEDICATIONS 

2. TREATING HYPERTENSION TO PREVENT 
STROKES 

3. ANTI-PSYCHOTICS AND DEMENTIA 

CONFLICTING DYNAMICS 



Reducing your cholesterol 

to prevent stokes (CVA) 



What does 48% risk 

reduction mean? 

 In the fine print:   

 2.8% of patients (not on med) had strokes (CVA) 

 1.5% of patients (on Lipitor med) had strokes 
(CVA) 

 Difference was 1.3% between treated and not 
treated patients 

 

 



Relative benefit versus 

absolute benefit 

 1.3/2.8% equals 46-47% relative benefit 

 2.8-1.5 is only an absolute benefit of 1.3% 

 100/0.013 equals 76.9 patients that need to be treated 
to prevent a stroke in 1 patient. 

 NNT is 77 to 1 



How much informed 
consent should be 
necessary to consider 
this TREATMENT? 



VA Cooperative Study on 

Hypertension 1967 



BP Monitoring 



BP Outcomes 



Benefit and NNT:  

 1.4 to 1 



Informed Consent 

for those with 

Dementia 

ANTI-PSYCHOTIC DRUGS IN THE 
ELDERLY AND THOSE WITH DEMENTIA 



Anti-psychotic drugs 

and the elderly 

Black box warning (2008): 

Based on 17 placebo controlled trial (median duration of 10 
weeks) the risk of death in the anti-psychotic group of 
patients was 4.5% versus 2.6% in the placebo group. (CVAs, 
cardiac events, etc.) 

In only 10 weeks the increase in death in elderly demented 
patients was striking. 

Since 2008 the use of anti-psychotics in this group conflicts 
with any reasonable standard of care 

 



Anti-psychotic 

usage in Kansas 

BETWEEN 45TH AND 51ST WORST IN 
THE US (INCLUDING DC) IN TERMS OF 
LIMITATION AND OVERUSAGE—HENCE 
THE WORK OF KABC TO INVOKE 
LEGISLATIVE REFORM 



NNT for benefit—none 

NNT for harm—1 in 53 

 NO potential benefit…every 53rd patient 
dies because of these meds by 10 
weeks on average…. 

 Only benefit would be the 
“convenience” of chemical restraints--
having an impact on nursing staffing of 
a facility to decrease costs at patient 
expense  



Conflict:  

Ethical and Legal 

 Goals or agenda of one group 
(providers or suppliers) versus 
the rights/risks/benefits of a 
group that presumably ethically 
serve (in this case, patients) 



So….INFORMED 

CONSENT? 

WHEN? 



Discussion of 

Informed Consent (IC) 

 Definition: 
◦ Information given to the degree that the 

recipient and/or their representative is capable 
of understanding (given their capacity) so that 
they may be given the voluntary choice of 
treatment or non-treatment options. 
Information given in this fashion to the recipient 
and/or their representative is given so that 
reasonable persons will be able to make the 
best of informed decisions about their care 
options. 



Variables affecting comprehension 
capacity, utilization of information, 
and decision-making: 

 Acuteness and location of situation (office, ED, OR, NH, 
hospital…) 

 Skills, motivations and time restraints of the provider and 
recipient 

 Language, culture, and comprehension ability of both 

 Familiarity and relationship between the provider and recipient 

 Age, physical status and maturity of recipent 

 Available 3rd party/family assistance to hear 

 Many other factors…. 



Duty of both the caregiver 

and recipient of information: 

TO PRESENT THAT INFORMATION AND 
INDICATE LEVEL(S) OF UNDERSTANDING 
(OR NOT) SO THAT THE LEVEL OF 
COMPREHENSION IS GREATEST AND 
CAN BE OPTIMALLY USED TO MAKE AN 
INFORMED DECISION 

 
 



An Informed Decision 

Requires a Thorough 

Assessment of risks 

and benefits: 

BY BOTH PROVIDER(S) 
AND RECIPIENT OF THAT 
DECISION 



The Treating Providers (Physician, 
ARNP, PT/OT, NH, Home Health 
Agency…whoever they may be) have 
both:  
Legal and Ethical Responsibilities to 
make the IC that occurs as informed 
and thorough as possible with a 
realistic understanding of their limits  



Factors (beyond capacity) 

Affecting Providers and 

Recipients in Informed Consent 

 Location (office, ED,  pre-op, care facility, hospice, 
home…) 

 Relationship duration 

 Individual (recipient’s) desire to know or not 

 Culture 

 Nature of illness (dementia, cancer, sinusitis…) 

 Written or verbal consent 

 IC done by health care workers other than physicians 

  



Best Practices for all 

Providers 

 Must know and understand benefit/risk issues for the 
recipient—patient  

 For significant issues with high risk/benefit issues and time 
to do it (non-emergent care), then written consent only 
makes sense (elective surgery, chemo, antipsychotics in the 
elderly, long-terms meds like the blood pressure meds and 
the statins, etc.) Acute MI’s, hip fractures, accidents, etc. 
make for difficult and somewhat limited informed consent. 

 Must be understood that IC (even under the best of 
circumstances) cannot always prevent harm and guarantee 
benefit. Method is to provide greatest relative safety for the 
recipient/patient of any intervention. 



Sampling of duties and 

responsibilities of family, caregivers, 

and those helping recipient's with 

Informed Consent 

 1) Familiarity with provider or prescriber 

 2) Understand acuteness or not of given clinical situation 

 3) Must be understood that IC (even under the best of circumstances) cannot 
always prevent harm and guarantee benefit 

 4) Questions to be sure to ask/consider  

◦ Likelihood of actual absolute benefit vs real risks 

◦ Time frame of benefit and real costs, if possible 

◦ Are potential problems (serious injury or death) significant enough for 
written IC 

◦ Resources ($$ and family/personal support) that patient/recipient will 
need 



Persons without capacity 

or representative 

 Unfortunately not only is capacity often 
limited in many cases…often these 
unfortunate fellow human beings also may 
lack any family or designated representation 

 Then the practical decisions are often made by 
providers in concert with existing family or 
friends…not IC as we would like it to occur. 



Other Suggestions: 

 1) Know to whom you are talking  and potentially to whom you 
may need to talk (sometimes the physician or her/his extenders 
may not be the expert needed) 

 2) If a medication--? may ask a pharmacist 

 3) If a therapy--? may need to ask a PT/OT 

 4) If long-term care--? may need to ask a home health specialist 

 5) Realize that at times there are emergencies and exceptions 
(e.g., end-of-life emergent care….) 



Don’t be scared to 
ask and pursue 
understandable 
answers from  
all providers 



Advocate(s) for Health 

Care Decisions 

--If you have a loved one, friend, or close associate who 
is or is likely to be in the situation where they may need 
assistance or help with a difficult medical decision 
involving IC—then be their advocate and help them find 
an appropriate designated legal representative for health 
care decisions (DPoAforHC)…DPoA is not the same. 

--If you are a provider and sense this need, then your 
ethical responsibility is to advocate for that person and 
the need for a designated representative. 



Positive Approaches 



Supported Decision-Making 

(Potential assistance from the 

legal system devised by the 

disability community for those 

with capacity/understanding 

needs) 

HTTPS://WWW.AMERICANBAR.ORG/GROUP
S/LAW_AGING/RESOURCES/GUARDIANSHIP
_LAW_PRACTICE/PRACTICAL_TOOL.HTML  


