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Informed Consent
Meeting CMS, TJC & DNV 

Requirements
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October 26, 2016

The information provided in AHC Media Webinars does not, and is not intended to constitute medical 
or legal advice. Opinions, references and links provided by our speakers are provided for your 

convenience and do not represent our endorsement of such opinions, products or services.
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Objectives
 Describe the six minimum requirements that are now 

mandatory to be in the informed consent form for 
surgery performed at a hospital that receives Medicare 
funding.

 Explain why the CMS and accreditation standards 
applicable to your facility should be reflected in the 
hospital’s policies and procedures.

 Explain new and revised standards, regulations, and 
laws put forth by CMS, DNV, TJC and the federal 
government.

 Evaluate compliance requirements and penalties.
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Introduction into Informed 
Consent

4

Consent Forms Missing in 66% of Surgeries

OR is expected to work like clockwork

Study found that consent forms were missing for 
66% of surgeries

Problem if the timed antibiotics have been started

This delayed 10% of all surgical procedures

Cost of lost or misplaced consents cost average 
hospital $580,000 each year

Study done by researchers at the prestigious Johns 
Hopkins University, Aug 2013
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Consent Forms Missing in 66% of Surgeries

6
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Which Informed Consent Provision?
Need to know which standards and 
guidelines apply to you

There are usually more than one that apply

Hospitals that accept Medicare and Medicaid 
must follow the CMS Hospital CoPs

There is a separate CoP for Critical Access 
Hospitals (CAH) and PPS Hospitals
 Tag 304 and 320

Every state has a specific state law
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Which Informed Consent Provision? 
Separate consent form is required for 
research that is conducted

 If facility is accredited by the Joint 
Commission (TJC) then need to follow that 
accreditation program’s standard (no longer 
called JCAHO)

Or other accreditation organization: DNV 
Healthcare, CIHQ (Center for Improvement in 
Healthcare Quality) and AOA Healthcare Facility 
Accreditation Program also have deemed status 
from CMS

CMS Hospital CoP Deficiency 
Reports

9
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Access to Hospital Complaint Data
CMS issued Survey and Certification memo on 

March 22, 2013 regarding access to hospital 
complaint data and quarterly since then

 Includes acute care and CAH hospitals 

 Does not include the plan of correction but can request

 Questions to bettercare@cms.hhs.com

This is the CMS 2567 deficiency data and lists the 
tag numbers

Updates quarterly
 Available under downloads on the hospital website at www.cms.gov
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Access to Hospital Complaint Data
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Updated Deficiency Data Reports
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www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/CertificationandComplianc/Hospitals.html
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Can Count the Deficiencies by Tag Number
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Informed Consent Deficiencies July 27, 2016

Tag Number Section Number of Deficiencies

131 Consent 208

466 Consent 52

955 Consent 44
Total  304
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Introduction into the CMS 
Hospital CoPs



6

16

17

Informed Consent
CMS has regulations that all hospitals must 

follow that accept Medicare reimbursement

Must follow the hospital CoP for all patients 
and not just Medicare or Medicaid patients

CMS takes the federal regulation and adds 
directions to the surveyors on how to survey

Called the CMS Interpretive guidelines for 
the Conditions of Participation (CoPs)

Has three sections on informed consent
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Informed Consent
All are different so must read together

 Interpretive guidelines published more 
frequently now

CMS PPS hospital manual has three
sections on consent (Appendix A)

CAH (25 bed hospital or less) has two section 
in Tag C-0304 and C-0320 (Appendix W)

 If CAH has a separate Rehab or Behavioral 
Health distinct unit and then follow the PPS 
Hospital CoPs (Appendix A)
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Informed Consent 3 Sections in CMS Manual
 Informed decisions (Tag A-131 Patient 
Rights)

Medical records with minimum requirements 
for consent form (Tag A-465)

Surgical services (Tag A-955)
 Hospitals may want to have one person go out once a 

month and check for any updated manual

 Also check for any new CMS survey memos

 When issues survey memos, CMS reserves the right to 
tinker with the language, and when final publishes it in a 
transmittal and then updates the manual
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New website at  
www.cms.hhs.gov/manuals/downloads/som107_Appendixtoc.pdf

Email questions to CMS hospitalscg@cms.hhs.gov

21
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CoP Manual Also Called SOM

22

www.cms.hhs.gov/manu
als/downloads/som107_

Appendixtoc.p

Email questions 
hospitalscg@cms.h

hs.gov

CAH Appendix W
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www.cms.gov/Regulations-and-
Guidance/Guidance/Manuals/downl

oads/som107_Appendixtoc.pdf

271 Pages

CMS Updated Website   www.cms.gov

24
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How to Keep Up with Changes
First, periodically check to see you have the most 

current  CoP manual1

Once a month go out and check the survey and 
certification website 2 

Once a month check the CMS transmittal 
page 3

Have one person in your facility who has this 
responsibility

 1  http://www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf

 2  http://www.cms.gov/SurveyCertificationGenInfo/PMSR/list.asp#TopOfPage

 3 http://www.cms.gov/Transmittals

25

CMS Survey and Certification Website

26

www.cms.gov/SurveyCertific
ationGenInfo/PMSR/list.asp#

TopOfPage

Click on Policy & Memos to 
States

27
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Transmittals
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CMS Hospital CoPs
Informed Consent 

Standards for Hospitals

Consent  Informed Decisions   131
Standard: The patients or their representatives has 

the right to make informed decisions regarding their 
care.

This includes the right to be informed of their health 
status, be involved in the care planning, and can 
request or refuse treatment

The right to make informed decisions means the 
patient is given information in order to be able to 
make this decision

This is important to make sure informed consent is 
given

30
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Informed Decision Making Tag 131
 The patient must be able to request or refuse 

treatment

 This right must not be construed as a mechanism to 
demand the provision of treatment or services 
deemed medically unnecessary or inappropriate

Patient has right to delegate decision making to 
another person to the degree permitted by state law

Patient has DPOA but it doesn’t become effective 
until patient is mentally incompetent

Competent patient can designate a decision maker 
(best to get in writing)

Consent  & Informed Decisions   131
Competent patient asks someone to be their 

representative, orally or in writing, then person must 
be given information on informed decisions about 
patient care

 So both the competent patient is given information 
along with the personal representative (PR) such as the 
patient advocate/support person (care partner)

 This included getting informed consent from them when 
required including patient advocate

CMS states “The hospital must also seek the 
written consent of the patient’s representative when 
informed consent is required for a care decision.”

32

Consent of Patient and PR

33
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Patient Rights 
 Extends to the right to be informed in planning for 

discharge in post acute setting (home health, hospice, 
long term care)

 CMS requires that a written list be given to patient  and 
documented in chart for LTC and HHC choices

 Proposed changes will include 4 PACs

 Hospital must have P&P to assure right to request or 
refuse treatment

 Policies must address how patient request will be 
handled

 No obligation to medically unnecessary or inappropriate 
care

35

Make Sure Hospital P&P Address:

Right to make informed decisions and how to 
assure patient’s ability to exercise this right

Delegation of patient’s right to representative

How patients will be involved in their care 
planning and treatment

Patient requests for treatment and 
circumstances in which request can be denied

Policy must include any state laws on patient 
rights

Advance Directives      132
Patient has a right to formulate advance directives 

and to have hospital staff and practitioners follow 
these directives

 In advance directives can delegate decision making to 
another person

 Can be DPOA or mental health care proxy who give 
consent if patient incapacitated

Patient may also delegate support person to exercise 
visitation rights

 Also referred to a the patient advocate/support person 

 Designation in the AD takes precedence
36
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Medical Record Section 
on Informed Consent

37
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Medical Records  465 2cd Section
Must have properly executed informed 
consent forms for procedures and 
treatments specified by the medical staff

 or by Federal or State law if applicable, to 
require written patient consent

Medical record must contain an informed 
consent for procedures and treatments 
specified as requiring one

Medical staff by-laws should address this

39

Medical Records Requirements
Consider state laws requiring informed consent 
such as for invasive procedures

Consider any federal laws such as informed 
consent for research

The list of procedures should be the ones 
that physicians have privileges to do

Add new ones to the list as physician request 
additional privileges

Ones with risks should require a consent form
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List of Procedures

41

Informed Consent Forms
Need for all surgeries except in emergencies

All inpatients and outpatients

For all procedures specified

Needs to reflect a process

Form must follow policies

Must include state or federal requirements

Must contain 6 minimum requirements 
(mandatory)

42

Minimum (Mandatory) Elements Required

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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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

44

CMS Well Designed Elements (Optional) 

Hospitals can adopt optional elements which 
CMS calls well designed elements

Therefore, physicians and others practicing  
in the hospital need to review the hospital’s 
policy to determine what other elements have 
been adopted

Also be aware of any informed consent 
requirements in the medical staff bylaws or 
rules and regulations

45

Optional Elements May Include: 

Name of the practitioner who conducted the 
informed consent discussion with the patient 
or the patient’s representative

Date, time, and signature of the person 
witnessing the patient or the patient’s legal 
representative signing the consent form

 Indication or listing of the material risks of the 
procedure or treatment that were discussed 
with the patient or the patient’s 
representative
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Optional Elements May Include: 
Statement, if applicable, that physicians other 
than the operating practitioner, 

 Including but not limited to residents, 

That will be performing important tasks 
related to the surgery, 

 In accordance with the hospital’s policies 
and, in the case of residents, 

 Is based on their skill set and under the 
supervision of the responsible practitioner

47

Statement, if applicable, that QMP, who are 
not physicians, 

Who will perform important parts of the 
surgery or administration of anesthesia 

And who will perform only tasks that are 
within their scope of practice, 

As determined under State law and 
regulation, and for which they have been 
granted privileges by the hospital.

Optional Elements May Include:

48

Survey Procedure
Verify hospital has assured MS has created a 
list of procedures and treatments that require 
consent

Verify informed consent forms have elements 
listed as minimum elements

Compare hospitals standard informed 
consent form to their policies to make sure  
consistent

Make sure any state law requirements are 
there
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Survey Procedure 
These are directions to the surveyor

Review six medical records for patient 
undergoing or who have had surgery or 
procedure or treatment that requires 
consent

Verify each medical record has informed 
consent forms

Verify each consent form has minimum 
elements required

Informed Consent
Surgery Section

50
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Surgical Services  3rd Section 955
What does the regulation say?

Standard: A properly executed informed 
consent form for the operation must be in the 
patient’s chart before surgery, except in 
emergencies

Purpose of process is to ensure patient or 
representative is given information to evaluate 
a proposed surgery before agreeing to it

Discuss short and long term risks
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Surgical Services Guidelines
Benefits to the proposed interventions

The likelihood of each based on: 

Clinical evidence

Practitioner’s professional judgment

 Informed consent must be in the Medical Record 
prior to surgery

Except in case of emergency surgery

 “Surgery” includes any procedure  specified by the 
medical staff and that is listed as a surgery by ACS

53

Surgical Services 
Hospital must assure practitioner 
responsible for surgery has obtained 
informed consent

Must be in manner consistent with P&P

Anesthesia consent went from requirement to 
recommendation but ASA recommends a 
consent

Should mandate anesthesia consent for other 
invasive procedures and surgeries

ASA Standards and Guidelines

54
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Hospital Surgical P&P Include:

Who may obtain the patient’s informed 
consent?

Which procedures require informed 
consent?

Have a list approved by the Medical Staff

The circumstances under which surgery is 
considered an emergency, and may be 
undertaken without an informed consent

56

Hospital Surgical P&P Include
The circumstances when a patient’s 
representative, rather than the patient, 
may give informed consent for a surgery
Parent, guardian, support person (patient 

advocate, care partner) or DPOA

The content of the informed consent 
form and instructions for completing it

The process used to obtain informed 
consent, including how informed consent is 
to be documented in the medical record

57

Hospital Surgical P&P Include
Mechanisms that ensure that the informed 
consent form is properly executed and is in 
the patient’s medical record prior to the 
surgery

 If the informed consent form is obtained 
outside the hospital, how the properly 
executed form is incorporated into the 
patient’s medical record prior to the surgery

Fax, email, patient or physician can bring 
form in but remember HIPAA

Any other state law requirements on consent
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Well Designed Elements (Optional)

A description of the proposed surgery, 
including the anesthesia to be used

 Indications for the proposed surgery

Material risks and benefits for the patient 
related to the surgery and anesthesia 
including the likelihood of each

Material risks are those with high degree of likelihood 
but low degree of severity and

 Low degree of likelihood but high degree of severity

59

Well Designed Elements (Optional) 

Treatment alternatives, including the material 
risks and benefits

The probable consequences of declining 
recommended or alternative therapies

Who will conduct the surgical intervention 
and administer the anesthesia

Whether anyone else besides operating 
practitioner will be doing important tasks of 
surgery

60

Important Surgical Tasks Include:

Opening and closing

Dissecting tissue

Removing tissue

Harvesting grafts 

Transplanting tissue

Administering anesthesia

 Implanting devices and placing invasive 
lines
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Residents Doing Important Parts
Discussion is encouraged to include:

Resident is doing part based on their availability 
and level of competence, (except when 
moonlighting)

 If it is decided at time of surgery which resident 
will participate

Their level of participation

Will be based on knowledge that surgeon has of 
resident’s skill set

Patient’s condition
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Residents Doing Important Parts 

Discussion is encouraged to include:

If QMP will perform parts of surgery or 
anesthesia: 

What types of tasks they will carry out 

Must be within scope of privileges

If a resident or QMP is doing important 
parts you still have to inform the patient 
but putting it in writing is optional for PPS 
hospitals
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Survey Procedures
Verify hospital has assured that MS has specified 

what procedures are considered surgery when IC 
is needed

Verify hospital’s informed consent P&P address 
circumstances when surgery is an emergency

Surveyor to review at least 6 medical records of 
surgical patients

Surveyors look at patients about to go to surgery

They interview 2 or 3 post surgical patients and see 
how satisfied they are with the informed consent 
discussion prior to surgery
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Resources

 A site for consent forms that list the risks, and 
complications, and alternatives of many 
procedures (Provided by the Queensland 
Government.)1

 They have forms for pediatrics, orthopedics, 
vascular, urology, surgical, renal, plastic 
surgery, psychiatry, ophthalmology, 
maxillofacial, medical imaging, neurosurgery, 
ear, nose and throat and many more.2

1 http://www.health.qld.gov.au/informedconsent/ConsentForms/14025.pdf
2 http://www.health.qld.gov.au/consent/html/for_clinicians.asp

http://www.health.qld.gov.au/consent/

65

66
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Issue of Low Health Literacy
 90 million 

Americans have 
low health literacy

One study 52% of 
patients did not 
understand the 
consent form

Put it in a way 
patient can 
understand

68

www.mnpatientsafety.org/index.php?option=com_content&task=view&id=85
&Itemid=69

69
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Consent for Sterilization

www.hhs.gov/forms/HHS-687.pdf

Critical Access Hospitals 
(CAH)

Informed Consent Sections
Two Separate CoP Sections

72

Critical Access Hospitals
Has a separate manual

Has two separate sections on informed consent

Appendix W and very different that the consent 
provisions for non critical access hospitals

Tag C-0150 to C 0408 and 1000-1002 and is in tag 
304 and 320

 Interpretive guidelines updated  more frequently 
now

Manual available on-line1

1 http://www.cms.hhs.gov/manuals/downloads/som107_Appendicestoc.pdf
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CAH Consent Provisions
Page 16 under patient interviews tells 
surveyor to question a surgery patient 
about their knowledge of and consent 
for the procedure or surgery

During document review the surveyor 
needs to review the medical record to 
make sure there is an informed 
consent form on the chart (page 16)
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Informed Consent C 304
Consent section in Tag  304 and 320, 
Appendix W

Different from hospital CoPs

We need to get this changed so hospitals in 
systems may have different P&Ps

 Include evidence of properly executed 
informed consent forms for any procedures 
or surgical procedures 
 Specified by the medical staff 

 Required by Federal or State law

75
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Informed Consent 304 
CAH must maintain a record that has 
evidence of a properly executed informed 
consent form

For any procedure or surgery specified by 
the MS, state or federal law

 Informed consent means the patient or 
patient representative is given the 
information, explanations, consequences, 
and options needed in order to consent to a 
procedure or treatment. 

77

Informed Consent 304 
A properly executed consent form contains at 
least the following:

Name of patient, and when appropriate, 
patient’s legal guardian

Name of CAH

Name of procedure

Name of practitioner performing the procedure

Signature of patient or legal guardian

78

Informed Consent 304 
A properly executed consent form contains at least 
the following (continued):

Date and time consent is obtained

Statement that procedure was explained to 
patient or guardian

Signature of professional person witnessing 
the consent

Name/signature of person who explained the 
procedure to the patient or guardian
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Informed Consent 304 
Surveyor is to verify that medical staff have 
specified which procedures and surgeries 
need a written informed consent

Surveyor is to verify that there is a consent 
form on the chart for procedures required by 
the CAH policy

Surveyor must verify consent forms are 
properly executed

Must make sure all consent forms are 
signed and dated

80

Informed Consent 320
This includes all inpatients and outpatients

Patient is informed of who will actually 
perform the surgery (no ghost surgery)

Must inform patient if practitioner other than 
the primary surgeon will perform important 
parts of the surgical procedure

EVEN if it is under the primary surgeon’s 
supervision

81

Tag 320 CAH Manual
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Informed Consent 320 
Consent must include:

Name of patient or their legal guardian

Name of  hospital (CAH)

Name of specific procedure

Name of person doing the procedure or important 
parts of the procedure other than primary surgeon

Significant surgical tasks include: opening and 
closing,  harvesting grafts, dissecting tissue, 
removing tissue, implanting devices and altering 
tissue

83

Informed Consent 320 
Nature and purpose of proposed treatment, Risks, 

consequences if no treatment is rendered, alternative 
procedures or treatments, probability that proposed 
procedure would be successful-discussed in text

Signature of patient or guardian

Date and time consent obtained

 Statement that procedure was explained to the patient or 
guardian

 Signature of professional person witnessing the consent

 Name of person who explained procedure

84

Informed Consent 320
Must disclose information to patient 

necessary to make a decision

 It is a process and not a form

 Authorization form signed by a patient who 
does not understand what he is signing is not 
informed consent

Given in language patient can understand 

 Remember issue of low health literacy and 
use interpreter when indicated and document
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TJC Hospital Informed 
Consent Standards

86

TJC RI Informed Consent
Remember CMS CoP provisions on informed 
consent discussed previously

Remember your state law on informed 
consent and AO (accreditation organization) 
standards (DNV, AOA, CIHQ, and TJC)

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

RI.01.03.01 and RC.02.01.01
 Include all 3 sources in your consent policy

RC.02.01.01 TJC Consent
Standard: The MR contains information that 
reflects the patient’s care

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

Not called JCAHO anymore

See RI.01.03.01
87
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RC.02.01.01  TJC Consent
The consent form must be in the chart unless 
it is an emergency

The consent form must be properly executed

 It must document the patient’s mutual 
understanding and agreement for care

Must have a written or electronic signature

 If patient unable them documentation of the 
verbal consent by the patient or surrogate 
decision maker

88

A properly executed consent form must 
contain

Documentation of a patient’s mutual 
understanding of and agreement

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

89

Record of Care RC.02.01.01

90

TJC Informed Consent RI.01.03.01

Standard: The hospital honors the patient’s 
right to give or hold consent

This section has a rationale

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
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TJC Informed Consent RI.01.03.01
 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

 It has 13 elements of performance

EP 8 &10 do not apply to hospitals

91
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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

93

TJC Informed Consent   RI.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  the 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 

 Consent form  on the chart and document in the 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

95

TJC Informed Consent 01.03.01 
EP 7 - 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

96

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 DELETED July 1, 2016 
since addressed by external requirements

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.01.02.01 Surrogate Decision Maker

EP 6 When a patient is unable to make 
decisions about his or her own care

The hospital involves a surrogate decision 
maker in making these decisions

An example would be a DPOA in a patient 
who is incapacitated or a legal guardian, a 
mental health proxy for a patient who is 
incapacitated on a behavioral health unit, or 
the parent of a five year child 

97
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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

99

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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NQF 34 Safe Practices
National Quality Forum publishes 34 Safe 
Practices for Better Healthcare in 2010 with 
March 2011 update

Safe Practice 5 addresses informed consent

Need to make sure that patients understand 
the proposed treatment and complications

Consent is an essential part of healthcare
 Consent is a process

 Need to have shared decision making
101

102
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NQF 34 Safe Practices
The frequency in which patients do not receive an 

appropriate consent is of great concern

Studies have shown that more than 2/3 of patients 
do not receive any written information about their 
condition from their physician

Studies show that up to 75% of written consents are 
incomplete (Shojania, 2001)

 90 million Americans have low health literacy so 
make sure you use a clear consent form (Denham 
2008, Shaw, 2009)
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NQF 34 Safe Practices
Patients only understand about 30 to 81% of 
information in a standard consent form 
(Kripalani, 2008)

A study in the Archives of Surgery examined 
540 consent forms in 157 hospitals

Only 26 percent of them addressed the four key 
elements of informed consent: 

Benefits of treatment, risks, alternatives, and 
educational information. [Bottrell, 2000]

Use teach back
104

DNV Healthcare
Consent Standards
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DNV Healthcare
Same as CMS CoPs

Has deemed status with CMS for 
hospitals

One of four accreditation organizations

DNV Standards available on their 
website1

Patient Rights or PR 4 on informed 
consent

1 www.dnv.com

DNV Healthcare   SR.3
Must have a policy and procedure on consent

Has a section under SS.4 on history and physicals

SR.3 states you must have a properly executed 
informed consent for surgery

 It must be in the patient’s medical record before 
surgery and surveyor is to verify this

Except in an extreme medical emergency

Must be signed by the patient or their representative

 If obtained outside how to get a copy in the MR
107

DNV Consent Form Must Include:
Consent form must include:

 Description of proposed surgery

 Including anesthesia to be used

 Risk and consequences of the procedure

 Risk if no treatment is rendered

 Probability that the proposed procedure will be successful

 Alternative method of treatment and their risk and benefits

 Who will actually be performing the surgery or procedure

 Who else is doing important parts other than the primary 
surgeon

108
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DNV P&P Must Include
Hospital consent P&P must include:

 Who can obtain the consent

 Which procedures require consent

 When is it an emergency

 When does representative sign the consent form

 Content of the form and instructions to complete

 Process used to complete and documentation in the MR

 Mechanism to make sure it is properly executed

 Must be in the medical record before the surgery unless it 
is an emergency

109

Anesthesia Consent
AS.3 Policies and Procedures

The hospital must develop and implement 
P&P regarding the administration of post-
anesthesia or sedation

The P&P must include a consent for the 
administration of anesthesia or sedation

This is consistent with the ASA standards for 
anesthesiologists

110

DNV Informed Consent

111
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DNV Informed Consent PR.4
Standard: The hospital must ensure that 
there is a written consent form for the  
provision of medical or surgical care

Except in an emergency

Must include explanation of risks, 
benefits, alternatives for high risk 
procedures, sedation, and research

As defined by state law and the MS

DNV Informed Consent PR.4
All patients must have a consent form for all 

procedures and treatments specified by MS or 
law

 Including inpatients and outpatients

Except in an emergency but timely efforts should 
be made to get consent from the patient 
representative

Must get written consent for high-risk 
procedures, blood, sedation, research projects 
and filming and videotaping
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DNV Informed Consent PR.4
Given in language patient understands

 Remember issues of using interpreter if patient does not speak 
fluent English

 Remember issue of low health literacy so explain so patient can 
understand and use repeat back or teach back

Must inform patient of who will be actually 
performing the surgical intervention

 If someone other than the surgeon is doing 
important parts of the surgical procedure, the 
patient must be informed

 Including who they are and what they are doing
114
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DNV Proper Consent Form Must Include:

Name of patient

Name of hospital

Name of specific procedure or treatment

Name of practitioner performing the 
procedure

Material risks

Alternative procedures, treatments or 
therapies
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DNV Consent Form Must Include:
Signature of the patient or representative

Date and time consent form signed

Signature of the witness

Name of the person who explained the 
procedure to the patient or guardian

Statement that the procedure or treatment 
was explained to the patient including 
benefits, risks, and alternatives
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Surveyor Guidance Informed Consent
Surveyor is to verify that MS specifies which 

procedures or treatments require consent

Must verify that the medical records contain consent 
forms for all procedures required by P&P

Surveyor is to review and validate that consent forms 
are properly executed

MR.7 under Required Documentation requires a 
properly executed information consent for procedures 
as required by the MS or law

 Must be signed by the patient or representative

 Repeats element of consent; hospital name, signature, etc
117
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Informed Consent Policy Must Include:

Who may obtain the patient’s informed 
consent

Which procedures require informed consent

The circumstances under which surgery is 
considered an emergency and may be 
undertaken without an informed consent

The circumstances when a patient’s 
representative, rather than the patient, may 
give informed consent for surgery

Research

There may be additional regulations for 
facilities doing human subject research
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Research
US Dept of Health and Human Services (HHS) and 

several other federal agencies, such as Dept of 
Education, and the National Science Foundation

Have regulations on research which are commonly 
referred to as the common rule

To protect human subjects involved in research

 Institutional Review Boards (IRB) reviews research 
proposals even if informed consent is obtained, IRB 
can waive consent requirement

See Title 46 Protection of Human Subjects at 
www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
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Research Consent
Research investigator needs informed consent 

from research subject

Must be in plain language

Must include a statement that the study involves 
research 

Explanation of the purpose of the research

Expected duration of the subject’s participation

Description of procedures to be followed

 Identification of any procedure considered to be 
experimental
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Research Elements of Consent

Description of any reasonable foreseeable 
risks or discomforts to the subject

Disclosure of any benefits to the subject and 
others which may be expected

Disclosure of appropriate alternative 
procedures or courses of treatment

Statement to which confidentiality of records 
identifying the subject will be maintained
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Research Elements of Consent 

Contact information for answers to questions 
about the research

Also to include information on patient’s rights in 
case of a research related injury

Statement that participation is voluntary and 
refusal to participate involves no penalty or loss 
of benefits

Subject can discontinue participation at any time 
without penalty or loss of benefits
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www.hhs.gov/ohrp/informconsfaq.html
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AHRQ Toolkit to Facilitate Consent

AHRQ toolkit to facilitate the process of 
obtaining informed consent 

Also information on the HIPAA authorization 
for potential research subjects

Available at 
http://www.ahrq.gov/fund/informedconsent/

Changes to HIPAA privacy, security, 
HITECH and GINA effective September 23, 
2013
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Q&A on Informed Consent Feb 2012
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www.fda.gov/ScienceResearch/SpecialTo
pics/RunningClinicalTrials/default.htm. 
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Research References

US Department of Health and Human Services. 
“Protection of Human Subjects.” Code of Federal 
Regulations, 2002. 45 CFR, Part 46 

Office for Civil Rights. “Medical Privacy—National 
Standards to Protect the Privacy of Personal 
Health Information.” Section “Research”1

US Department of Health and Human Services. 
“Food and Drugs.” Code of Federal Regulations, 
2002. 21 CFR, Part 56, Section 102 

1 www.hhs.gov/ocr/hipaa/privacy.html

Standards from Professional 
Organizations

Does your professional organization have any 

practice briefs or guidelines on informed consent?
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Professional Organizations

Sometimes have good samples, 
practice briefs or guidelines on 
informed consent

This can be helpful to healthcare 
providers

Most are now available on the 
Internet
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American Society of Anesthesiologists
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ASA Standards  www.asahq.org
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American College of Surgeons
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Risk Calculators and Informed Consent

A risk calculator that calculated the surgical 
complication risk based on age, weight, blood 
pressure, smoker, drug abuse history, diabetes etc.

 Initially used by heart surgeons

Now being developed for other surgical specialties

ACS introduced calculators for surgery of the colon 
and pancreas

Now designing tools for 18 other procedures such 
as gastric bypass, hernia repair, and prostate 
surgery

The Surgical Risk Calculator  ACS  NSQIP
ACS has a surgical risk calculator to give physicians 

valuable information before scheduling elective 
surgeries

Estimates the chance of an unfavorable outcome 
such as a complication or death

 Risk percentages are only estimates

 Looks at up to 22 pre-op risk factors

Estimates outcomes for more than 1,5000 
procedures

 Used data collected from nearly 400 hospitals and 1.4 
million patients to develop the calculator
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www.journalacs.org/article/S1072-
7515(13)00187-7/abstract
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The Surgical Risk Calculator  ACS  NSQIP
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http://riskcalculator.facs.org/PatientInfo/PatientInfo
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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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Thanks for attending!   Questions???
Sue Dill Calloway RN, Esq. 

CPHRM, CCMSCP

AD, BA, BSN, MSN, JD

President of Patient Safety and 
Education Consulting

 5447 Fawnbrook Lane Dublin, Ohio 
43017

 614 791-1468

 sdill1@columbus.rr.com

 Call with questions, No emails
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