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1. Discuss common legal issues in the ED.

2. Discuss common risk management issues in the ED.

3. Explain recommendations for minimizing risk and legal 
issues.

Learning Objectives
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All patients who “come to the ED” requesting 
treatment must be evaluated 

A medical screening exam must be done to 
determine if patient is in an emergency medical 
condition and if so must stabilize

Treatment must be provided without regards to 
whether patient can pay

Need to maintain medical record on all patients

Duty is established by  EMTALA
Interpretive guidelines July 16, 2010

Duty to Treat



EMTALA CoP
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www.cms.gov/EMTALA/

New website for all manuals 
www.cms.hhs.gov/manuals/downloads/so

m107_Appendixtoc.pdf



EMTALA CMS Region 4 and 5
Posting signs regarding guidelines regarding 

narcotic policy might be considered to be coercive 
or intimidating to patients who present to the ED 
with painful medical conditions

Therefore violating both the language and intent of 
the EMTALA statute and regulation

Some patients with legitimate need for pain control 
might be unduly coerced to leave the ED before 
receiving an appropriate medical screening exam
 Consider removing the ED guidelines that may be posted 

in your ED although no prohibition against following SOC
6



Posters Regarding Prescribing Pain Medication
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www.acepnow.com/article/ed-waiting-room-posters-prescribing-pain-medications-may-violate-emtala/
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 In order for the plaintiff to be successful in 
a malpractice case the following four 
elements must be proven;

1. A duty was owed to the patient

2. There was a breach of duty or breach of 
the standard of care

3. There was direct or proximate cause and

4. There was some damage

Four Elements of Malpractice
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The killer aorta, subarachnoid hemorrhage

Alcohol intoxication, febrile child

Ectopic pregnancy, wound infection

Spinal cord injury

Medication errors

Failure to diagnose septicemia

Failure to diagnosis bowel obstruction and 
appendicitis

ED High Risk Problems
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Chest pain, febrile child

Ectopic Pregnancy, wound infection

Missed fractures

Abdominal Pain

Appendicitis

The Killer Aorta

Subarachnoid Hemorrhage/CVA

Top Ten ED Liability Problems



Top Risk Areas in the Emergency Dept.
Charting and documentation

Confidentiality and HIPAA

EMTALA, Boarding and care of psych patients in 
the ED

Malpractice,  High risk complaints

 Informed consent and refusal of care

Top areas of vulnerability; knowledge deficit, failure 
to take an adequate history, do adequate exam, 
etc.

What else should we add? 11



High Risk Patients
ACEP has many clinical policies on high risk 

patients such as;
 Good resources to have in your ED

 Prescribing Opioids in the ED

 Patients with suspected appendicitis, Pulmonary Emboli

 Patients presenting with acute headaches

 Patients presenting with syncope, acute heart failure, 
acetaminophen overdose, carbon monoxide poisoning

 Management of adult psychiatric patients

 Source: ACEP website at 
http://www.acep.org/clinicalpolicies/

12



ACEP Clinical Policies
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www.acep.org/clinicalpolicies/
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Intoxicate patients are at high risk patients for 
cerebral bleeds and subdural hematomas 

Do not be in a hurry to discharge and don’t just 
leave them alone all night “to sleep it off”

Assessment  and reassessment is key

Reassess before discharge and document the 
assessment and vital signs

Documentation should be meticulous in 
patients who come in intoxicated

Intoxicated Patients
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Intoxicated Patients
 If incompetent the patient can not sign out 
AMA

Knowledge of state and federal laws on 
blood alcohol levels is important

Feed them, observe the patient ambulate 
and  document everything before discharge

 If patient admitted for alcohol detox provide 
training to staff and have standing orders that 
are evidenced based
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Boarding of Psych Patients in The ED
Boarding of patients in the ED is one of the most 

concerning issues 

TJC has patient flow standards for hospitals 
accredited by them

TJC made 3 changes to standards in 2013 and 2 in 
2014

Goal to get boarded patients to their rooms within 4 
hours (EP 6)
 Some EDs have behavioral health beds to keep 

patients safe until a bed opens up or will admit 
patients to the unit and ED safe beds

18



LD.04.03.11    Boarding of Psych Patients
EP 6 and 9 went into effect January 1, 2014

EP 9 States that the hospital determines if it has a 
population at risk for boarding due to behavioral 
health emergencies

Hospital leaders must communicate with the 
behavioral health providers to improve coordination 
and make sure this population is appropriately 
served

There is a shortage of behavioral health beds in this 
country leading to times where these patients have 
camped out in the ED sometimes for days

19



Boarding of Behavioral Health Patients PC
Hospitals should also be familiar with two sections 

of PC.01.01.01 under EP4 and EP24

EP 4 Hospitals that do not primarily provide 
psychiatric or substance abuse services must have 
a written plan that defines how the patient will be 
cared for which includes the referral process for 
patient who are emotional ill, or who suffer from 
substance abuse or alcoholism
 This means that hospitals that do not have a 

behavioral health unit or substance abuse unit, how 
do you care for the patient until you transfer them 
out?

20



Boarding of Behavioral Health Patients PC
PC.01.01.01 EP 24

EP 24 requires boarded patients with an emotional 
illness, alcoholism or substance abuse be provided 
a safe and monitored location that is free of items 
that the patients could use to harm themselves or 
others

Hospitals often use sitters and have a special safe 
room

EP24 requires orientation and training to both 
clinical and non-clinical staff that care for these 
patients

21



Boarding of Behavioral Health Patients PC
PC.01.01.01 EP 24 (Continued)

This includes medication protocols and de-
escalation techniques

Assessments and reassessments must be 
conducted in a manner that is consistent with the 
patient’s needs

Free guide on how to create a safe room called the 
Design Guide for the Built Environment of Behavior 
Health Facilities, May 2012, at 
https://www.naphs.org/index

22



Boarding of Behavioral Health Patients
Some hospitals have instituted processes to 

support the flow such as stat cleans of room by 
environmental services when a patient is waiting in 
the ED

Some hospitals have posted ED physicians or NP 
at triage to expedite care in the ED

Some ED have direct boarding where patients 
arriving go immediately to an ED bed if one is open 
(pull to full)

Others keep ambulatory patients vertical when their 
condition allows this

23



Boarding of Behavioral Health Patients
 Some hospitals have a revised process in which each 

of the departments accepted one overflow patient

 The thought being it was easier for a department to 
take care of one additional patient then to have 12 
boarded patients in the ED

 Some hospitals require daily rounds be made by a 
specified time so current patients are discharged home 
timely freeing up beds for patients who are being 
boarded 

 Some ensure services are available on weekends so 
surgeons will not just do elective cases at beginning of 
week but spread cases out all week

24
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Abnormal Vital Signs
• Failure to re-evaluate abnormal vital signs is a 

common finding so be sure to repeat VS and 
assessment

 16% of patients with abnormal vital signs are 
discharged without a single repeat (9,000)

No defending these cases so need a system to 
manage this critical issue

Failure to identify abnormal vital sign is recurrent 
theme in sepsis malpractice cases

Do assessments as per the 5 ESI levels and acuity
 Source: Dr. Dan Sullivan
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Resident who is working in the ED can write orders on 
the ED order sheet as approved by the ED physician 

Do not allow the resident who is admitting the 
patient to write orders on the ED physician’s sheet

Should use sheet marked “ED Orders by LIPs other 
than the ED Physician”

ED physician should NOT write admission orders 
(ACEP position statement)
 Recently some have basic transition orders just to get 

patient to the floor but attending writes the regular orders 
but make sure ED privileged to do this

Resident Orders     No CPOE



Writing Admission & Transition Orders
ACEP has a position statement on this

ACEP has a policy resource and education paper 
(PREP) on this topic also

Should the ED physician write these?

Survey found a wide variation in practice from 
writing no orders to wide spread use
 If ED physician does make sure C&P to do this

 Usually ED physician does not have inpatient privileges 
only outpatient

Admitting orders are fraught with peril
27



Writing Admission & Transition Orders
However, writing holding or transition orders may be 

appropriate

 If hospital allows make sure ED policy clearly 
delineates this and granted privileges to write

 “Transition orders" as those written by the EP as a 
means to facilitate the safe transition of the patient 
from the ED to the inpatient setting, until formal 
admitting orders are written by the responsible AP
 Transition orders are skeletal by nature, and only cover 

basic patient maintenance, not inpatient evaluation, 
diagnosis and treatment

28
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ACEP ED Doctor Writing Admission Orders

30



ACEP Writing Admission & Transition Orders
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www.acep.org/Clinical---
Practice-Management/Writing-

Admission-and-Transition-
Orders-–-Policy-Resource-

and-Education-Paper-(PREP)/



Alarm Fatigue
Recent risk management issue

Brought to light by several articles in the press 
including Boston Globe article

Hospital staff fails to hear a cardiac monitor and 
patient was found flat lined for more than two hours

With increased use of alarms they are either 
ignored or just not heard

Staff have forgotten to turn them back on

Staff can tune out the alarm noise
 Cardiac monitors, infusion pumps, ventilators, etc.

32



Patient Alarms Often Unheard or Unheeded
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Alarm Fatigue
 ECRI Institute issues a report and finds 216 deaths from 

2005 to mid 2010 in which problems with monitor alarms 
occurred

 ECRI published top hazards for 2011, through 2014 and 
alarm hazards makes the top ten list

 Staff overwhelmed by sheer number of alarms (alarm 
overload)

 Staff improperly modified the alarm settings

 Staff become desensitized to alarms leading to slow 
response time

 CMS cited hospital under staffing when staff did not 
respond timely and hospital gets monitor watchers

34



Alarm Fatigue
Alarm settings not restored to their normal levels

Alarms not properly relayed to ancillary notification 
systems
 Paging systems, wireless phones, etc.

ECRI makes recommendations
 Establish protocols for alarm system settings

 Ensure adequate staffing

 Establish alarm response protocols and ensure each 
alarm will be recognized

 Assign one person responsible for addressing the alarms
35



Alarm Top 10 in 2013 & 2014 by ECRI
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www.ecri.org/.../Secure/Health_Devices_Top_10_Hazards_2013.pdf



Alarm Top 10 in 2014 by ECRI Institute
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TJC 2014 NPSG
 Identify most important alarm signals to manage

What is risk to patient if not attended to

 If the alarm signal needed or does it contribute to 
alarm noise and alarm fatigue?

 Look at best practices and guidelines

 January 1, 2016 establish P&P that address the 
issues identified by TJC

Must educate staff and LIPs on the purpose and 
proper operation of alarm systems that they are 
responsible for by January 1, 2016

38



Alarm Management is 2014  TJC NPSG Goal
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www.jointcommission.org/assets/1/18/PREPUB-06-25-2013-NPSG060101.pdf



TJC Sentinel Event Alert 50 Alarm Safety

40



Alarm Problems in the ED

41
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Are patients notified timely of all abnormal EKG and x-
ray results

Is follow up clearly documented in the medical record

With telemedicine can have 24 hour review of x-rays 
by radiologist

TJC RC.02.01.01 EP4 requires documentation of all 
communication with the patient including telephone 
calls or e-mail such as when calling discharged patients 
with abnormal test results

Are these logged on a sheet and reviewed for PI 
purposes

Abnormal X-ray
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Abnormal X-ray 
Missed rate should be within acceptable limits, track 

errors, document nature, severity, frequency

KEEP radiologist preliminary readings on ED 
patients in the permanent medical record
 This includes preliminary readings from off site 

teleradiology services

 Make sure meet CMS teleradiology standards

Special studies (MRI, CT, US) should be read by 
the radiologist in real time while patient  is still in ED 
and not the next morning (See ACEP position 
statement of Interpretation of Diagnostic Imaging)
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All preliminary readings should be communicated to 
the ED physician within a reasonable period of time 
(less than one hour) after completion of the study

Should be interpreted  before the patient is 
discharged from the ED

 If over reading must be done next morning any 
discrepancy must be communicated timely

 It is not appropriate for the hospital’s radiology 
techs to wait until a “batch” of CTs or other studies 
is completed before waking the night radiologist or 
transmitting the studies to a radiologist covering 
electronically from home 

X-rays



Document in Chart all ED Follow-Up
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Follow up on all pertinent abnormal culture reports

Call prescriptions in for unexpected positive STD or 
abnormal cultures

Follow up with letter if patient is not home when 
nurse phones and unable to reach

Document follow-up in the medical record 
TJC RI  has an informed consent requirement that says if it 
has to be reported to the state department of health then 
the  patient  must be notified and this must be documented 
in the medical record

Make sure your follow up system is effective

Follow-up of Abnormal Lab Results
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CT scan should be ordered timely

CT scan needs to be reviewed by radiologist timely

Important in light of EMTALA and AHA protocol in 
diagnosis of patient with possible CVA

Should be aware of recent issue of concerns about 
radiation exposure especially with brain CTs
Some patients lost their hair or a circular band of hair and 
redness associated with receiving too much

Parents may have a card for their children asking ED staff 
to document tests done

CT Scans
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CT Scans  
 Increased focus to make sure they are truly 

medically necessary

 If tele-radiology, make sure radiologists are 
credentialed, licensed, insured, privileged and 
credentialed and meet TJC and CMS  standards

ACEP says both preliminary and final reports must 
be documented in writing and in MR for all 
diagnostic tests

CMS says to be sure there is order documented in 
the order sheet even if done via protocol



Hair Loss In Radiation Overdoses
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Radiation Safety
 Image gently campaign was launched to raise 

awareness about measures to reduce radiation 
dose during pediatric medical imaging exams
 Parent may give nurse a card to fill out with information on 

exam performed

 Has many free resources available off the website 
including pediatric CT protocol

 Image wisely is an awareness program of the 
American College of Radiology and others to 
address concerns about patient exposure to 
ionizing radiation from medical imaging

52



Image Gently  Radiation Safety in Pediatrics
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www.pedrad.org/associatio
ns/5364/ig/Home.aspx



Child’s Medical Imaging Record

54



Child Sized Protocols

55



Image Wisely
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Choosing Wisely
Another important website is Choosing Wisely

Helps patients choose by selecting care that is 
evidenced based

Has a list of things that providers and patients 
should question

 List first published in Archives of Internal Medicine

Many prestigious organizations are partners

Have a list of things that should be questioned and 
helps educate patients on making wise decisions
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ACEP’s 5 Tests & Procedures Not Effective
ACEP lists five tests or procedures that may not be 

effective

Avoid CT scans of the head in ED patients with 
minor head injury who are a low risk based on 
validated decision rules
 CT scans exposes patients to ionizing radiation which 

increases lifetime cancer risk

Avoid placing indwelling foley in the ED for urine 
output monitoring in stable patients who can void or 
for patient or staff convenience
 Follow CDC standards and reduce CAUTI

60
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www.cdc.gov/HAI/ca_uti/uti.html



ACEP’s 5 Tests & Procedures Not Effective
Don’t delay engaging available palliative and 

hospice services in the ED for patients likely to 
benefit such as patients with terminal illness

Avoid antibiotics and wound cultures in patients with 
uncomplicated skin abscesses after successful I&D 
with adequate follow up
 Abscesses become walled off and form pus under the skin 

and antibiotics offer no benefit after I&D done

Avoid IV fluids before doing a trial of oral 
rehydration in cases of mild to moderate 
dehydration in children

62
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Many patients in the ED have CT scans
First we heard risk of cancer is 1:1000 per CT 
scan and 15,000 patients die every year from 
cancer caused by radiation exposure
FDA reports about  defibrillators, pacemakers 
or other electronic medical devices can 
malfunction during a CT scan
 Insulin infusion pumps, neurostimulators (and 

unintended shocks), cochlear implants,  and 
retinal implants
 Implanted or externally worn devices

CT Scans Interference



ACR Statement on CT Scans and Cancer
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http://www.acr.org/MainMenuCategories/media_room/FeaturedC
ategories/other/PositionStatements/StatementonRecentStudiesR

egardingCTScans.aspx
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CT Scan Interference
ED staff closely check and monitor equipment after 

a CT because the FDA discovered it could cause 
equipment problems like the MRI
Has affected pacemakers, IV pumps, implantable 

pumps, neurostimulators,
Shut off neurostimulator 
 Remove external devices out of scan range
www.fda.gov/cdrh/safety/071408-ctscanning.html
See radiation risk and pediatric CT guide for 

healthcare providers at National Cancer Institute



CT Scans Cause Interference with Equipment
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www.fda.gov/
MedicalDevice
s/Safety/Alerts
andNotices/Pu
blicHealthNotif
ications/ucm0

61994.htm
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Failure to follow your own rules and policies and 
procedures is legally risky

Plaintiff attorney can subpoena P&Ps

Can be introduced into court by plaintiff’s attorney 
to show you violated your own standards

Can be used by CMS and Accreditation 
Organization (TJC,  AOA, DNV, CIHQ) to show 
your facility’s standard of care

CMS and TJC will hold to you to what is in your 
P&P

Policies and Procedures (P&P)
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Policies and Procedures 
Can be ED policies, administrative, or nursing 

service policies

Make sure policies are realistic and down to 
earth

Provide education in orientation to important 
P&P (a TJC requirement)

Make sure you have all the P&P required by 
CMS CoPs and TJC standards

Make sure all ED are aware when changes are 
made or new policies implemented
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Policies and Procedures 
State and federal laws should be incorporated into a 

P&P
 State DNR law and state consent law, reporting of gunshots wounds 

etc.

ED must give patient written information advance 
directive policy (CMS hospital CoP requirement)

 Important ENA and ACEP guidelines should be 
incorporated into P&P and cite as authority

Policies should be reviewed as per your policy
 This must be, at a minimum, every 3 years, except every year by CAH 

 Consider annual review



70

Revise as necessary and signed by responsible 
authority

Should not be unnecessarily detailed

Should be within capability of staff to perform

Date the P&P to show time of last review

Have staff review to make sure it is consistent with 
practice

Use evidenced based practice to incorporate into 
policies (See www.guidelines.gov)

Cite in the policy the evidenced based literature used 
and the CMS or TJC section 

Policies and Procedures 



Protocols
Advanced triage protocols or triage based protocols 

are one approach to optimize ED front end operations

Make sure approved by Medical Staff (such as MEC), 
order entered into the medical record, and consistent 
with scope of practice and state law

Decreases patient length of stay

Standardized pathways for specific conditions or 
complaints
 Ordering x-rays for things like ankle injury, oral analgesic for 

pain or fever, institute elopement precautions for suicidal 
patients, EKG for chest pain patient, rapid strep protocol, 
urine for dysuria etc.

71



ACEP Position Nurse Implemented Orders
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www.acep.org/Content.aspx?id=48946&terms=order%20sets
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CMS requires an order for all drugs and biologicals

 An exception is flu and pneumovax  which can be 
given by protocol approved by the MS after 
assessment of contraindications

Nurses in the ED may give these also but still 
document them in the order sheet

If ED has a protocol allowing nurse to start an IV on 
a chest pain patient need to go to the order sheet 
and write it as a standing order and doctor must sign 
off

Need Order for All Drugs/Biologicals  406



Protocols, Pre-printed Orders, Order Sets
Besides tag 405, 406, and 450 CMS also has 

guidelines on this in a tag 457 effective June 2013
 Also issued memo October 24, 2008

 Additionally, CMS made over 2 dozen changes to the CMS 
hospital CoP and now in current manual

Must educate and train new ED staff and ED 
physicians on the protocols

Protocols must be approved by the MEC first

Must write down the order and must be signed off 
by the ED physician
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Protocols, Pre-printed Orders, Order Sets
Must be appropriate to the situation such as patient with 

chest pain needs an IV 

 Asthmatic patients get breathing treatment and may be 
seen by RT if physician tied up

 Nurse or RT write the order, sign it and date and time 
and then physician signs off later

 Hospitals needs process on how they are developed 
and revised

Must be reviewed and approved by MS, nursing and 
pharmacy and review every year

 Includes change to verbal order policy also
75



Standing Orders CMS Tag 406 2013
CMS recognizes difference between protocols and 

standing orders

Trauma protocol that all staff will use needs to be 
approved by the MS and placed in the order sheet 
and authenticated by the ED physician
 Must include list of all orders not just mention the protocol

 If one physician wants to use standing orders only 
specific to them then the physician
 Signs that it is page 3 of 3

 Initials any changes, additions, or deletions

 Some need to be approved by the Medical Staff (MS)
76



CMS Standing Order Protocol Memo
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www.cms.gov/SurveyCertif
icationGenInfo/PMSR/list.a

sp#TopOfPage
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The  Hospital Conditions of Participation CoP
The Center for  Medicare and Medicaid Services 

(CMS) has a 460 page manual for hospitals

 It applies to all patients treated in hospitals that 
accept Medicare and Medicaid reimbursement

 It is referred to as the CoP manual

The section numbers are called tag numbers and 
go from Tag 001 to 1164

For copy of manuals go to www.cms.gov and under 
search engine write in appendix A for hospitals or 
Appendix W for critical access hospitals

79



Location of CMS Hospital CoP Manuals
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CMS  Hospital CoP Manuals new address
www.cms.hhs.gov/manuals/downloads/som107_Appendixtoc.pdf



CMS Hospital CoP Manual
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www.cms.hhs.gov/man
uals/downloads/som10

7_Appendixtoc.pd



82

 Many revisions since with final interpretive guidelines 
since first published in 1986
 Discharge planning transmittal issued July 19, 2013 and 

are also in the current manual

 July 11, 2014 new changes which include no physician or 
pharmacist for radiopharmaceuticals on evening  and 
weekends

 First regulations are published in the Federal Register 
then CMS publishes Interpretive Guidelines and some 
have Survey Procedures 2

 Hospitals should check this website once a month for 
changes

1www.gpoaccess.gov/fr/index.html   2www.cms.hhs.gov/SurveyCertificationGenInfo/PMSR/list.asp

The  Hospital Conditions of Participation CoP



CMS Survey and Certification Website
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www.cms.gov/SurveyCertific
ationGenInfo/PMSR/list.asp#

TopOfPage



CMS Medication and Safe Opioid Use
CMS issues 32 page memo March 14, 2014 on 

medication administration and safe opioid use

Advance copy so will publish effective date

Any hospital that accepts Medicare or Medicaid 
patients must follow and must follow for all ED 
patients

Has a section on educations recommended for all 
nurses 

 Includes a section on IV and blood transfusions 
requirements and safe opioid  use

84



Medication and Safe Opioid Use
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Assess and Monitor Patients   2014
Need to assess and monitor the effects of the 

medications

To allow for early identification of adverse effects

Some may need to use clinical and lab data to 
evaluate efficacy of medication therapy

For opioids may need to monitor respiratory status, 
BP, O2 sat, and carbon dioxide levels

Evaluate symptoms such as confusion, agitation, 
unsteady gait, pruritus, somnolence etc.

Be aware of high alert medications
86



Safe Opioid Use & Safe Medication Use
Patients at great risk for adverse events include age, 

liver or kidney failure, history of sleep apnea, history 
of smoking, drug-drug interaction, first time 
medication use and weight

Obesity could increase apnea and smaller patients 
could more sensitive to dose levels of medications

Risk factors need to be considered in determining 
how often to monitor and what type of monitoring

Must communicate important information in hand-offs 
such as change of shift
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Safe Opioid Use & Safe Medication Use
ADR, such as opioid-induced respiratory depression 

require timely intervention as per established hospital 
protocols

Must also report to physician or LIP immediately

High alert medications would want to check VS, O2

sat, (ETCO2), and sedation levels to prevent 
respiratory depression and arrest

Staff are expected to include patient’s reports of his 
experience of the medication’s effects

Educate the patient and family about notifying staff if 
difficulty breathing 
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Safe Opioid Use & Safe Medication Use
Hospital policy is expected to address the manner 

and frequency of monitoring

Hospital P&P is expected to include information to 
be communicated at shift change

 It is important to document order, medication 
record, lab reports, vital signs etc.

Document after actual administration of medication 
and no documentation in advance

Surveyor will make sure staff is knowledgeable 
about intervention protocol if ADE occurs
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Visitation Law
 Law became effective January 19, and interpretive 

guidelines effective December 2, 2011

Must rewrite policy on visitation including visiting 
hours in the ED 

Most ED restrict visitors to two persons and you 
can do this but can not tell patients who these two 
visitors will be

Must inform each patient of their visitation rights in 
writing and document in the medical record

Must include any restrictions on those rights
90



Visitation Law
Restrictions could include things like exclusion of 

visitors for patient suspected of having an infection 
such as bacterial meningitis or patient who is a 
danger to self or others

Can not restrict or deny visitation privileges on the 
basis of race, color, national origin, religion, sex, 
sexual orientation, gender identity or disability
 For example same sex partner may present visitation 

advance directive

 If patient allowed to have two visitors in the ED can pick 
who their visitors will be including same sex partners, 
spouse, neighbor etc.
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Other Changes in the Visitation IG
 If overcrowding and boarding in the ED staff should 

know must ask admitted patient if wants family member 
and PCP notified

Must document in the medical record

 If patient incapacitated must document notification of 
family member now in the medical record

Made changes to plan of care, advance directives, and 
informed consent for patient representatives

 Find out if patient has one and document
 Need to take reasonable steps to determine patient 

wishes concerning designation of a representative
92



Other CMS Patient Rights
Say a  patient has a support person or patient 

advocate

This person is one of those who are considered 
patient representative

Patient representative must be given a copy of the 
patient rights statement even if the patient is 
competent

A consent is signed by a competent patient in the 
ED and ask the support person to sign 
 Signing more like a witness since no legal authority to 

consent but CMS requirement)
93



CMS Plan of Care    130
 If patient is incapacitated and unable to 

communicate and no ADs then an individual who is 
the spouse or domestic partner, parent of minor 
child, and other family member must be involved in 
plan of care

Hospital not expected to demand documentation 
unless more than one person claims to be the 
representative

Refusal to allow must be documented in the 
medical record along with the refusal

State law can define this as far as order of priority
94



Advance Directives       132
 In advance directive can delegate decision making 

to another person

Patient may also delegate support person 
 Also referred to a the patient advocate 

Designation in the AD takes precedence

Notice of the hospital’s AD policy must be provided 
to inpatients when admitted at time of registration
 Such as right to make an AD & document this in the MR

Also to outpatients or their representatives in the 
ED, observation or undergoing same day surgery

95



The Exact Language    Tag 132

96



Federal Register Visitation Changes

97



RI.01.01.01  TJC  Patient Advocate
Standard: Hospital respects, promotes, and protects 

patient rights

EP28 The hospital allows a family member or friend 
to be with patient during the course of stay for 
emotional support
 As long as does not infringe on the other patients’ rights

 Does not have to be the patient surrogate or legal 
decision maker

 CMS calls support person and TJC patient advocate

 Patients should be able to define who they want to visit
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Informed Consent
 Both CMS and TJC gives the patient the right to an informed 

consent

 Consent required for surgery unless an emergency

 Hospital must have a list of procedures with yes or no as to 
whether a consent is required

 Paracentesis, Thoracentesis, cardioversion, chest tube 
insertion, central line insertion, etc.

 This includes the right to refuse care but make sure it is an 
educated one

 Patients have the right to know the side effects, risks, 
benefits, alternatives etc.
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Informed Consent
CMS and TJC require a P&P on informed consent 

and needs to contain requirements from both

Must include state law requirements on consent

Must document consent in the medical record

Consent is a process and not a form

CMS has six mandatory elements  and optional 
ones that hospitals can select

Make sure use interpreter if patient has LEP
 CMS Tag 131, 465 and 955 and TJC RC.02.01.04 and 

RI.01.03.01 with 11 EP for hospitals
100
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Minimum (Mandatory) Elements Required 466

Name of the hospital where the procedure or 
other type of medical treatment is to take 
place

Name of the specific procedure, or other type 
of medical treatment for which consent is 
being given

Name of the responsible practitioner who is 
performing the procedure or administering 
the medical treatment
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CMS 6 Mandatory Elements Required 
Statement that the procedure or treatment, 
including the anticipated benefits, material 
risks, and alternative therapies, was 
explained to the patient or the patient’s legal 
representative
Same discussion of likelihood and severity
Signature of patient or representative
Date and time signed by patient
Any applicable state law requirements



Blood and IV Medications Tag 409 2013 2014
 CMS requires staff to be trained in IV medications and 

blood transfusions

 Have to train staff in orientation and have continuing 
education and document in HR file that it was done
 CMS changed this standard in effective June 7, 2013 and in 

March 14, 2014 memo

 Now will just have to follow your hospital policy and 
procedure on what is needed to train on blood and 
blood products and IV medications but staff must be 
competent in these areas

 The policy must be approved by the Medical Staff in 
conjunction with pharmacy and nursing
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Blood Transfusions and IVs 409  2014
Discusses peripheral lines, PICC lines, arterial lines, 

central lines, and arterial lines

Hospital P&P must discuss what medications can 
given in each type of access

Trace lines and tubes prior to administration

Verify proper programming of infusion devices such 
as flow rate, concentration, and dose rate

Must have P&P to address appropriate IV medication 
monitoring requirements
 Must include frequency of monitoring and risk factors
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Blood Transfusions and IVs 409  2014
Hospital P&P is expected to address:

Monitoring for fluid and electrolyte balance

Monitoring patients for high alert medications 
including opioids

Expected to address monitoring for over-sedation 
and respiratory depression for safe opioid use
– Can erroneous assume patient is asleep when they are having 

progressive symptoms of respiratory compromise

– Factors that put patients at high risk include snoring, history of sleep 
apnea, first time use of IV opioids, increased opioid dose, longer 
length of time receiving general anesthesia, pulmonary or cardiac 
disease or thoracic or surgical incisions
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Blood and IV Medications Tag 409
Have P&P on both and must be consistent with 

state law and scope of practice for nurses
 In some states an LPN can not hang blood or push 

certain IV medications

Need definitions of ADRs, drug errors and drug 
incompatibilities

Must notify the ED physician of these three

Must document in the medical record
Must report event to the PI program such fill out an 

incident report or other process
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Nurses Must be Competent
ED nursing staff must be competent in these so 

many mandate training and this is reflected in your 
policy and procedure
 Fluid and electrolyte balance

 Venipuncture techniques including both demonstration, 
and supervised practice; and, for blood transfusion 
training: blood components 

 Blood administration procedures
 Nationally recognized standards of practice such as the CDC 

2011 intravascular guidelines; how to start a peripheral IV, 
when to replace, how long the tubing is good for etc. and 
discussed later
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Competency Required    A-409
Requirements for patient monitoring

 Including frequency 

Documentation of monitoring

 Process for verification of the right blood 
product for the right patient 

 Identification and treatment of transfusion 
reactions and 

Reporting requirements for transfusion 
reactions
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CMS Anesthesia Standards
CMS puts topicals, locals, moderate 
sedation, and minimal sedation in the pain 
bucket
Staff must be qualified to give any of the above

Need P&P and must be consistent with state law

 If moderate sedation need to do pre-sedation and 
post sedation assessment

Has six FAQs which talks about sedation in the 
ED 
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CMS  Anesthesia Standards
CMS puts regionals (epidural, spinal), general, 

deep sedation and MACs in the anesthesia bucket
 Remember deep sedation, such as use of propofol, is 

considered anesthesia

 Requires a preanesthesia and postanesthesia 
assessment 

 CMS and TJC are specific about what must be 
documented in each of these

 Person must be qualified such as anesthesia, CRNA, AA, 
dentist, podiatrist or physician who is C&P to give

 Need national position statement that says okay to give 
certain drugs such as ACEP or ENA position
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Moderate Sedation
VA National Center for Patient Safety has a free 

toolkit on moderate sedation for non-
anesthesiologist such as for use in the ED
 Has nine different sections

 Available at www.patientsafety.gov

Consider having capnography available for 
selected patients having moderate sedation

American Society of Anesthesiologist publishes 
standards for basic anesthetic monitoring effective 
July 1, 2011 use capnography for moderate 
sedation
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Moderate Sedate Toolkit
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www.patientsafety.gov/
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Moderate Sedation Use Capnography
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Moderate Sedation and Capnography
ED managers should consider the ASA 
standards along with ED literature along with 
CMS 2014 Safe Opioid Use
 Should consider budgeting for capnography if not already 

present

They should be reflected in the ED policies 
and procedures

This includes staff training 
Use of capnography should be documented 

during procedural sedation
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ACEP Policies
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http://www.acep.org/content.aspx?id=30060
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hwww.acep.org/content.
aspx?id=30060



ACEP Policy Statements
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www.acep.org/policystatements/
?pg=2



ACEP  Sedation in the ED
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www.acep.org/Content.aspx?id
=75479&terms=sedation



ACEP  Sedation in the ED  2014
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www.acep.org/clinicalpolicies/



ENA and ACEP Position
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Verbal Orders  2013
Common problematic standard with CMS and TJC

Should not be a common practice

Physician is not allowed to give if standing in 
nursing station absent an emergency

May take if needed and physician not in the 
department

Nurse needs to write it down and read it back

Nurse needs to sign name, date and time

Physician must sign name, date and time also
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Verbal Orders
Physician must sign off the VO (including date 

time, and sign their name)
 Most states say 24 or 48 hours and must follow stricter state law

 If state does not say then CMS use to say 48 hours but now within 
your hospital P&P and many are now changing to 30 days

CMS will allow PA or NP to sign off VO for the 
physician if state and hospital allows and within 
their scope of practice

Any physician on the case can sign off the VO for 
any other doctor including ED doctors signing for 
each other when relieving them (June 7, 2013)
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Verbal Orders
Have a P&P on who can accept VO in your facility

Must be qualified staff

Policy may allow pharmacist for pharmacy 
orders, dietician for dietary orders, nurses, etc.

 Include in P&P when will not take VO
 Such as many hospitals do not take a VO for 

chemotherapy

 CMS 407-408 and 454 and 457, 

 TJC RC.02.03.07. PC.02.02.07 and PC.01.01.01
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CDC Intravascular Guidelines
Need to make sure all ED physicians and staff are 

familiar with the 2011 CDC intravascular guidelines

Discusses how to prep the skin when putting in IV 
lines, central lines, etc.

Prep skin with antiseptic (70% alcohol, tincture of 
iodine, an iodophor or  best to use chlorhexidine 
gluconate) and let dry

Discusses how to select the catheter and the site and 
when to replace catheters

Requires full maximal sterile barrier precautions when 
putting in a central line, arterial line or PICC line
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CDC 2011 Intravascular Catheter Guidelines
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http://www.cdc.gov/hicpac/BSI/B
SI-guidelines-2011.html



Infection Control Video
HHS has published a training video that every 

nurse, physician, infection preventionist and 
healthcare staff should see

This includes risk managers

 It is an interactive video

Called Partnering to Heal: Teaming Up Against 
Healthcare-Associated Infections

Go to http://www.hhs.gov/partneringtoheal

HHS wants to decrease HAI by 40% in 2013, want 
1.8 million fewer injures and can save 60,000 lives
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www.hhs.gov/ash/initiatives/hai/training/



TJC Medication Reconciliation
ED staff should be familiar with the Joint 

Commission Reconciliation standards

Were effective July 1, 2011

ED staff need to get a complete list of all 
medications including over the counter meds and 
herbal agents

 Includes dosages and frequency of medications

Consult list if a medication is ordered in the ED

 If prescribe new medication provide information on 
that medication
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TJC Patient Centered Communication 
TJC Patient-Centered Communication standards

Has important standards that impact the ED
Must ask all ED patients for information on race and 

ethnicity

 Need to put things in a level that patients can 
understand- called low health literacy
 Most patients read at a 6th grade level

 Discusses when you need an interpreter for an ED 
patient

When are interpreters qualified and or certified?
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TJC Patient-Centered Communication
All interpreters and translators must be qualified

This can be met through language proficiency 
assessment, education, training and experience

Example, person who has attended a 40 hour 
healthcare interpreting course is qualified to be an 
interpreter

There are two organization who have oral and 
written exam to become certified

Hospital , including the ED, must collect race and 
ethnicity data on all patients
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Oral & Written Communication
Hospital needs to identify the patient’s oral and 

written communication needs
 Including patient’s preferred language for discussing 

healthcare

 Patient with hearing needs may need an amplifier on the 
phone 

 Hearing impaired may need TDD phone

 Identify the preferred sign language for patient who signs 
such as American sign language or signed English

 Document preferred language including patients who do 
not speak English or has limited English proficiency
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Interpreters and Repeat Back
Be sure to have patients repeat back information 

because of issue of low health literacy (called teach 
back and document you did this)

Make sure interpreter is used if patient has limited 
English proficiency

Make sure you document that an interpreter was used

Make sure interpreter is qualified 

Use certified deaf interpreters

Do not use children and do not use family members 
(with exceptions)
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TJC Interpreters
The hospital allows a family member or friend to be 

with patient during the course of stay for emotional 
support
 As long as does not infringe on the other patients’ 

rights

 Does not have to be the patient surrogate or legal 
decision maker

 CMS has similar section in hospital CoP regarding 
visitation rights with a support person

 Patients should be able to define who they want to 
visit
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Readmissions and Discharges
One in 5 hospital discharges (20%) is complicated 

by adverse event within 30 days
 20% were readmitted within 30 days with 1/3 leading to 

disability

Often leads to visits to the ED and rehospitalization

 6% of these patients had preventable adverse 
events 

 66% were adverse drug events
 The incidence and severity of adverse events affecting patients 

after discharge from the hospital. Forster AJ, Murff HJ, 
Peterson JF, Gandhi TK, Bates DW. Ann Intern Med. 
2003;138:161-167
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Preventing Readmissions
A federal law, the Patient Protection and Coverage 

Act, has provision to prevent this

There are penalties against hospitals with excess 
readmission rates

Hospitals and ED will need to re-engineer the 
system to prevent unnecessary readmissions and 
returns to the ED

AHA publishes An Action Guide to Prevent 
Avoidable Readmissions
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www.hret.org/readmissions
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Things the ED Can Do to Prevent Returns
Use teach back to educate patients about diagnosis 

and care and discharge instructions

Discuss end of life treatment wishes

Schedule the patient’s appointment with the 
physician during the week 

Make sure the primary care physician has a copy of 
the emergency department record 

Help patients manage their medications
 Clearly explain new medications prescribed in the 

emergency department
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Things the ED Can Do
Follow up high risk patients with a phone call

Use telehealth and telemedicine if needed

Facilitate discharge to nursing homes with 
discharge instructions and use standardized referral 
forms

AHRQ has the PSNet which is a great place to 
locate patient safety and quality articles
 http://www.psnet.ahrq.gov/

Also the patient safety primer with evidence based 
information on adverse events after discharge
 http://www.psnet.ahrq.gov/primer.aspx?primerID=11
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Things the ED Can Do
Ensure education on all new meds and use teach 

back to ensure education and give information in 
writing

Give patient in writing their diagnosis and written 
information about their diagnosis
 See delayed CMS transition measure

 Include what tests were performed

Have patient repeat back in 30 seconds 
understanding of their discharge instructions

 Includes symptoms that if they occur what you want to 
do and who to call
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Medication List 
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Appointments for Follow Up
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Discharge Instructions 
One study found 78% of ED patients did not 

understand one area of their discharge 
instructions

Another study showed that patients are 30% less 
likely to be admitted or return to the ED if they 
understand their discharge instructions

Source: Discharge Instructions: A Commitment to 
Patient Safety and Risk Reduction, Dr. Dan 
Sullivan at 
www.thesullivangroup.com/pdf/news/TSG_DischargeInstructionAnalys
is.pdf
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Should be time specific such as call in the morning 
to get an appointment to be have stitches taken out 
in 5 days

Make action specific such as soak right hand in 
warm, soapy water for 20 minutes, 4 times a day 
instead of warm soaks to hand

 Remember low health literacy so instructions 
should be understandable and remember 20% of 
population read at a fifth grade reading level,

Written so patient can understand with no Latin 
terms such as bid,  prn, or  f/u

Discharge Instructions
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TJC RC.02.04.01 requires documentation of the 
patient’s discharge information

Document if you give patient specific patient 
education sheets like fracture care sheet and should 
have a copy on chart

Ask Me 3 is three most important questions that can 
help during discharge instructions

What is the main problem? What does the patient 
need to do? Why it is important for them to do this? 
(www.npsf.org/askme3)

Discharge Instructions 
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Ask Me 3 Website
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TJC will look at patient being discharged

 Review  order and MR, observe person 
discharging with activity, diet, medications 
post discharge, wound care, S&S to be 
aware, name and number of doctor if problem

Patient’s understanding (purpose for new 
medication) 

Will review written material and interview 
patient to determine level of understanding

TJC Discharge Planning Tracer
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This is important to do right from a legal 
perspective and many large verdicts if it not done 
correctly
 Also to prevent readmission or returns to the ED

 Jury awarded $23 million dollars to 41 YO man 
who was rendered quadriplegic after discharge 
from the ED

Undetected neck fracture and patient complained 
could not move his feet after cervical collar taken 
off

Hospital had unqualified and improperly trained ED 
nurses

Discharge Instruction Case



TJC Tracer  Emergency Services
During each individual TJC tracer surveyor will 

interview staff about the following:
Who is responsible for direction of services

Who supervises emergency services

 How emergency services are integrated with other 
departments or services of the hospital

 How the hospital provides for medical and nursing 
personnel qualified in emergency care to meet the 
needs anticipated by the facility

 MS involvement in the ED and responsibility for the ED
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TJC Emergency Services Tracer
Discuss immediate availability of services, 
equipment, personnel, and resources for 
providing patient care

 Integration and communication of emergency 
services with other departments such as lab, 
ICU, and diagnostic services

Provision of follow up care to patients not 
admitted or transferred

Process for MS review of P&P (new)
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TJC Emergency Services Tracer
Process or length of time it takes to transport ED 

patients to another department and get them back

This is also important with CMS so patients do not 
sit around waiting to be brought back to the ED

Time it takes to get interventions or tests done

Time it takes to deliver equipment and supplies to 
the ED

Will review P&P to appraise emergencies, provide 
initial treatment, and refer patients when needed in 
hospitals that do not provide emergency services



10 Reasons Your ED May Not Be as Safe
Article called “Ten Reasons Your ED May Not Be 

As Safe As You Think It Is”  at 
http://www.thesullivangroup.com/

The ED is send patients home with abnormal vital 
signs
 Be sure to repeat any abnormal vital signs and reassess 

patient

 Studies show association between discharging patients 
with abnormal vital signs and morbidity and mortality

Risk Factor Analysis
 John Ritter came the ED with chest pain

154



10 Reasons Your ED May Not Be as Safe 
 No one asked about a family history

 If they had he would have told them that  his father died of 
a thoracic aortic dissection and likely doctor would have 
ordered a CT scan and discovered it (clinical decision 
support system can help)

Patients in severe pain are not getting their pain 
meds within one hour

ED  is not taking full advantage of the power of 
discharge instructions
 Patient riding his motorcycle gets something in his eye

 ED doctor diagnosis as corneal abrasion and applied eye 
patch 155



10 Reasons Your ED May Not Be as Safe
 Patient gets back on the motorcycle to drive home

 Hits and kills a mother and three children

 No warning about impaired vision

Analysis of immunization status of febrile children is 
inadequate
 Also has new emerging patient safety and risk issues

Evaluation of the immunization status is a critical 
part of the history
 Some children are poorly immunized

 Could fail to recognize a life threatening infection
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Communication break downs are the leading system 
failure that contributes to error

TJC  sentinel event data support this which is why it 
became a NPSG
 Document when the ED  physicians is notified of panic 

values and

 Most common root cause of sentinel events is 
communication and accounts for 70% of all errors

A communication model (like SBAR or standard 
report sheet form, ticket to ride, hall pass,  or report 
template) could help
 Improving communication in the emergency department. Redfern E, Brown R, Vincent CA. Emerg Med J. 2009;26:658-

661. 

Communication
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Communication Bedside Shift Report
 Important in giving report for ED nurses and 

physicians going off duty
 TJC standard on handoff

 Bedside shift report improves patient safety and nurse 
accountability

 Bedside shift report improves patient safety and nurse 
accountability. Baker SJ. J Emerg Nurs. 2010;36:355-358

 Watch chasing zero by Dennis Quade at 
http://safetyleaders.org/Quaid/

Good communication is also important for 
preventing lawsuits



Heparin Mix Up Almost Killed Their Twins

160



Watch This Video Bedside Nurse Report 
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Communication
Have a culture where staff feel comfortable in 

asking questions and clarifying orders

Hospitals accredited by TJC must do a culture 
survey which asks this question

AHRQ has a survey that hospitals can use and can 
benchmark against other hospitals

Can confirm communications by asking patient to 
repeat back information
 Study: The Emergency Medical Services Safety Attitudes 

Questionnaire. Patterson PD, Huang DT, Fairbanks RJ, Wang HE. Am 
J Med Qual. 2010;25:109-115. 
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www.ahrq.gov/qual/patientsafetyculture/
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 If patient is to be admitted from the ED, staff should 
consider doing a full skin assessment
 Especially when boarding patient when no beds available

Recommend documentation of this in the medical 
record or on a separate form

 If long delay in getting to room use a validated risk 
assessment tool such as Braden or Norton scale to 
predict risk

 If pressure ulcer is present consider notifying ET 
nurse

 Implement plan of care

Skin Assessment
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Skin Assessment 
Essential to document this and make sure 

physician documents also

Consider a picture on admission of the pressure 
ulcer 

 Include information in hand off communications

 Important to document since it is one of the 
Medicare CMS 10 hospital acquired conditions and 
no pay unless present on admission

Failure to document that the pressure ulcer is 
present on admission (POA) will cost the hospital 
money
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Skin Tears PSA

Pa Safety Authority Reported 2,807 times or 2% of 
all reports,

Painful, disfiguring, and preventable problem,

Dearth of literature available,

Developed a skin toolkit that contains poster, article, 
sample P&Ps, and streaming video on safe 
practices related to skin tears,
 Guidelines provide framework for preventing also 

available at www.guideline.gov,
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Treatment of Skin Tears
Use normal saline to rinse wound,

 Let air dry or carefully pat dry,
 Gently approximate the flap,

 Petroleum based ointment or steri strips

 Use moist non-adherent dressing,

 Place arrow in direction of tear,

 Document category I, II or III, Payne –Martine 
classification system,

 Consider wound tracing,

 Document assessment and treatment,
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Medication Errors
Medication errors are the most common medical error

Staff should be familiar with common medication 
errors in the ED and problematic drugs

Phenergan should be IM or given IV slow or 
piggyback and try 12.5 mg initially
 Vesicant with low pH and can cause patient to lose 

fingers

Be aware of high risk drugs such as Heparin, 
insulin, Coumadin, neuromuscular blockers etc.

New labeling of injectibles with information on top
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New Labeling of Injectibles
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Consider adding a pharmacist to the ED during 
busy times

CPOE for all medications prescribed in the ED

Perform medication reconciliation in all ED patients

Document allergies and contraindications

Be careful in giving medications to patients who are 
being boarded because a bed is not available
 If nurse is not familiar with the drug should look it up and 

check with pharmacist
 ED overcrowding is associated with an increased frequency of medication errors. 

Kulstad EB, Sikka R, Sweis RT, Kelley KM, Rzechula KH. Am J Emerg Med. 
2010;28:304-309.

Recommendations to Reduce Errors
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Recommendations 
 Implement automated dispensing unit in ED with 

pharmacy review

Educate ED staff on safe medication 
administration techniques

Monitor ED staff to ensure compliance with 
medications P&Ps

Special warnings on neuromuscular blockers or 
stored in a separate place

Have a ED medication champion to provide 
quarterly updates
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Educate ED staff and implement double checks on 
high-alert medications such as Heparin and insulin

Make sure staff trained on all new equipment such 
as IV pumps and consider use of smart pumps

Check for look-alike/sound-alike (LASA) drugs
stored in the ED and make certain they are
separated to prevent confusion and possible error

Have a medication board with recent articles such
as Darvocet pulled off market, need to give Tylenol
liquid in oral syringe, don’t mixup DTaP-Tdap and
Epi , etc.

Recommendations 



175



176

ED staff should know about the Beers list 
which was updated in 2012
 Is a  list of medications that should not be used in older 

adults who are 65 or older

Medication toxic effects and drug related 
problems have profound effects on elderly

Studies that show 4 or more or 8 or more 
drugs increase risk for falls

Post the list on the medication bulletin board 
and provide a copy to all the physicians

Beers List of Inappropriate Medications
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 Should have list for staff of meds that should not be 
crushed, have in a book or on the wall in the ED
 Aciphex, actonel, accutane, Toporol XL, Prilosec, Procardia 

XL, aprevacide, Plendil, OxyContin, Oramorph SR, Opana 
ER (causes fatal OD) and 16 pages
 Especially enteric coated, drugs with ER or SR since slow 

release
Wall chart can be purchased from 

www.factsandcomparisons.com/hospitalpharm/

 Free list available at www.ismp.org/Tools/DoNotCrush.pdf
 ED should put chart in medication room
 See Identified safety risks with splitting and crushing oral 

medications. Paparella S. J Emerg Nurs. 2010;36:156-158

Do Not Crush Medication
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Updated May 1, 2009 No Crush Drugs
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The End!          Questions?
 Sue Dill Calloway RN, Esq. CPHRM

 AD, BA, BSN, MSN, JD

 President of the Patient Safety and 
Education Consulting

 Chief Learning Officer for the 
Emergency Medicine Patient Safety 
Foundation

 5447 Fawnbrook Lane

 Dublin, Ohio 43017

 614 791-1468

 sdill1@columbus.rr.com
180180
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TJC RI Informed Consent

Remember your state law on informed 
consent

Remember CMS CoP provisions on informed 
consent discussed previously

TJC has a standard on informed consent in 
the patient rights chapter or RI chapter

RI.01.03.01 in 2010 (RI 2.40 previously) and 
RC.02.01.01
 Include all 3 sources in your consent policy



RC.02.01.04
EP4 The medical record needs to contain the 
following

Any informed consent as required by the 
hospital policy

TJC added language at the request of CMS

This change was in the March 2011 updates

The consent form must be in the chart unless 
it is an emergency
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A properly executed consent form must contain

Documentation of a patient’s mutual 
understanding of and agreement

For care, treatment, or services

Through written signatures or electronic signature

Or when a patient is unable to provide a signature

There must be documentation of verbal 
agreement by the patient or surrogate decision 
maker

183

RC.02.01.04



184

TJC Informed Consent Rationale RI.01.03.01

Obtaining informed consent presents opportunity to 
establish a mutual understanding between the 
patient and the LIP

 It is a process is not merely a signed form

 It considers the patient’s needs and preferences

 It considers compliance with laws and regulations 
and patient education

 Informed consent process helps patient to 
participate fully in decisions about their care

EP8 &10 do not apply to hospitals
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TJC Informed Consent 
 Informed consent is a discussion of:
What the procedure is to accomplish

Reasonable known risks 

Alternatives

Benefits

Prognosis 

What can happen if the surgery or treatment is 
refused



186

TJC Informed Consent 01.03.01
There are 13 Elements of Performance but 
only 11 apply to hospitals:
EP1 - The hospital has a written policy on informed 

consent

EP2 - The policy identifies specific care and 
treatment that requires an informed consent and 
this must be consistent with law and regulations

EP3 - Policy describes exceptions to the rule (such 
as emergencies then document in chart)
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TJC Informed Consent 01.03.01 
EP4 - Policy describes the process to be 
followed

EP5 - Describe in policy how to document 
consent in the medical record (on form, in 
progress notes)

EP6 - Policy describes when a surrogate 
decision maker can give the informed 
consent (see RI.01.02.01 EP6)
 If the patient is unable to make decisions about 

care, then it is made by surrogate decision maker
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TJC Informed Consent 01.03.01 
EP7 - Consent process includes a discussion about 

the patient’s proposed care, treatment and services

EP9 - Process includes a discussion about potential 
benefits, risks, and side effects, likelihood of 
achieving the patient’s goals and any potential 
problems that might occur during recuperation

EP11 - Process includes a discussion of the 
reasonable alternatives to the patient’s 
proposed care, risks, benefits, and side effects 
of the alternatives
 Includes the risks of not having the proposed treatment
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TJC Informed Consent 01.03.01 
EP12 - Informed consent process includes a 
discussion about any circumstance under 
which information about the patient must be 
disclosed or reported
 Examples: mandatory reporting requirements for HIV, TB, 

viral meningitis, and other diseases to CDC or state 
department of health

EP13 - Consent is obtained in accordance 
with the hospital policy and processes
 RC.02.01.01 EP 4 requires the medical record to contain 

evidence of informed consent
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RI.01.03.03 Consent for Photography
TJC has a standard that requires the hospital to 

honor the patient’s right to give or withhold 
informed consent

To produce or use recordings, films, or other 
images of the patient

For purposes other than his or her care

There are 7 elements of performance

RI.01.03.05 document research in consent form 
and 8 EPs
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Sample Consent Form for Photography

The American Health Information 
Management Association (AHIMA) 

has a practice brief on Patient 
Photography, Videotaping and other 
Imaging1

1 http://library.ahima.org/xpedio/groups/public/documents/ahima/ 
bok2_000585.hcsp?dDocName=bok2_000585
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This presentation is intended solely to provide general 
information and does not constitute legal advice. Attendance 
at the presentation or later review of these printed materials 

does not create an attorney-client relationship with the 
presenter(s). You should not take any action based upon any 
information in this presentation without first consulting legal 

counsel familiar with your particular circumstances.
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Thank you for attending!
Sue Dill Calloway RN, Esq. 

CPHRM

AD, BA, BSN, MSN, JD

President of Patient Safety and 
Education Consulting
 Chief Learning Officer of the 

Emergency Medicine Patient Safety 
Foundation

 614 791-1468

 sdill1@columbus.rr.com
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