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L .J) Mount St. Mary’s Hospital

Meno
To: Mount St. Mary's Hospital Medical & Allied Health Staff

From; Thomas A. Cumbo, M.D. / Vice President Medical Affairs

Date: November 2, 2017
Re: Informed Consent

Please read and adhere to the attached Catholic Health Policy on Informed Consent for
Treatment.

It ig the provider's responsibility to obtain informed consent - The provider performing

the proposed procedure bears the responsibility for informing the patient about the
procedure, the options, the risks and the benefits of all options. In order to obtain informed
consent, the provider must first engage in a discussion with the patient about the patient's
diagnosis and the proposed treatment. An informed consent discussion between patient
and provider must include a description of the nature and purpose of the proposed
treatment, the reasons for it, a description of the reasonably foreseeable risks and benefits
of the treatment and, based on a realistic understanding of the treatment's potential risks
and benefits, the likelihood of the patient achieving his/her goals, and of the available
altematives to the proposed treatment, including no treatment.

Thank you!

Attachment: Informed Consent for Treatment Policy & Form
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RESPONSIBLE BEPARTMINT: EFFECTIVE DATE:
CHS Medical Direclors POLICY LEVEL: Acute Care 10/8/17

CHS Risk Management

PREPARED BY: APPROVED BY: MSMH: 10/8/17

Nancy Sheehan, System Dinctor of Risk | Brian D'Arcy, M.D.
Management and Legal Senices, CHS Senior Vice Prasident of Medicd Affairs, CHS

Matthew Batt, System Directr of Risk CSC September 5, 2017
Management, CHS

This document is not intended tocreate, nor is it to be construed to constitula a coniact between CHS and any of its Associales for
either empioyment or the prossion of any benafit. This policy supersedes anypolicy previous to this policy for any CHS
organizations and any descripins of such policies in any handbook of such organiation. Associales failing 1o comply with this

olicy may be subject {o discipisary action up to and including lermination.

PURPOSE:

To assure that informed coment is obtained from a patient or patient's surrgate to perform specific medical or
surgical procedures on thegatient. Informed consent is a cammunication bitwean the treating professional and
the patient wherein tha patimt iz advised of the information relevant to decidng whether or not 1o undergo the
proposed treatment,

APPLIES TO:
Catholic Health System hogitals and medical stafis
POLICY:

A. Consentto Treatmest: In all nonemergency situations, informed coment is 2 legal and ethlcal
precondition for the povision of medical treaiment to a patient. A paint may not be treated unless
consent {o treatmentias baen given, A patient’s consent must be bamd on a full and adequate
explanation of the prgosed treatment including the risks and benefitsof said treatment.

Physician's Resporsibility 1o Obtain Informed Consent: The proder perfarming the proposed
procedura bears theesponsibility for informing the patient about thegrocedure, the options, the risks and
the benefits of alt opiims. In order to cbtaln informed consent, the praider must first engage ina
discussion with the piient about the patient's diagnosis and the propmsed treatment. An informed consent
discussion belween miient and provider must include a description dithe nature and purpose of the
proposed treatment, lie reasons for it, a description of the reasonablyforeseaable risks and benefils of the
treatment and, basedon a realistic understanding of the treatment's mtential risks and benefits, the
likefihoad of the pallest achleving his/her goals, and of the avallable &ernatives to the proposed trealment,
including no treatme

The patient's providershould tell the patlent all the information that amasonable physician under similar
circumstances woukidisclese in order to permit the patiant ta make aknowledgeable evaluation. The
information given to Bie patient by the physician must be given in & nanner and in language which the
patient can reasonati be expected fo understand.

B. Riahtto Refuse Tredment: An adult patient with capacity has the fght to refuse treatment or to limit
trealment even if themfusal may be imprudent or detrimental to his ather health. When this occurs, the
altending physician slould discuss treatment alternatives and the comequencas of refusal with the patient.
Hospital staff shouldnake an additicnal effort to discuss with the patiint the type of ireatment, the need for
it, and the consequeres of refusal. If an adult patient with capacity seks to be discharged from the
Hospital and the atterding physician advises against it, such physiciar; or his/her designee, should discuss
with the pallent the rasons for not leaving and the consequences of mich that leaving may cause.
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C. Who May Gonsent: Any patient who is 18 years of age or older, or who is the parent of a child or has

married, may give effective consent for madical, dental, health and hospiial services for himself or herself,
A person who s expecting, or has borne a child may give effective consent for his or her child During
marriage, the coneent of one parent is sufficient. In the case of legal separation or divorce, the consent of
the cuslodial parent is preferred, but untess parantal rights have been relinquished, either parent is eligible
to consent. A minor (under age 18) who is pregnant may give effective consent for medical, dental, health
and haspital services related to prenatal care.

A minor may also give consent for testing and treatment of Sexually Transmitted Disesses.

A miner who is 17 vears old may consent to give blood,

If a patient is a non-emancipated minor (that is under 18 years of age and living with his or her parent
or parents and is not the parent of a child or married) the consent of his or her parent or legal guardian
must be obtained. Tha consent of one biological or adoplive parent is sufficient; howevar, if
providers/staff are aware of a disagreemant between the parents, treatment should not be provided
unless it is an emergency. Providers/staff aware of the parental disagreement should notify
Administration and Risk Management once they become aware of a disagreement batween parents,
Risk Management can be contacted for consullation via the Catholic Health Operator or directly at 716-
821-4462.

Tl nsent is Valid: Generally, consents will be considerad valid during the duration of a
single admission or a specific intervention. A patient's consent o a particular treatment Is valid for the

duration of his or her course of treatment. If a significant change in a patient's physical/mental status
occurs that could impact the level of risk/consequences for a procedure/treatment or potentially present
new alternatives, a new consent must be obtalned. The physician should explain why a new consent was
needed and how the changes in the patient's condition have impacted tha palential risks/consequences
and/or alternatives for the procedureftreatment.

A patient may also at any time revoke his or her consent. Patients who, for whatever reason are
readmitied to the Hospital, must sign appropriate new cansents.

Emergencies: In the event of an emergency, if in the physician's judgement a palient is in need of
immediate medical attention and an attempt {0 secure consent would resuit in delay of treatment which
would increase the rigk lo the patient’s life or health, ihe physician should consider consent to necessary
emergency care Is implied.

Similarly, if the patient is unconscious or otherwise unable lo consent and an emergency exists, the
physician need not wait until a qualified surregate has been contacted. The circumstances of the
emergency, and of any atiempts made to contact the patient's surrogate during the emergency, must be
documented in the patient's medical record. If questians arise about informed consent procedures in
medical emergencies, Adminisiration andRisk Management should be consulted if time permits,

Capacity lg Make Health Carg Decislons: The law presumeas that an adult is competent to consent to
treatment in the absence of evidence to contrary. An adult patient may be capable of giving informed
consent to treatment under most circumstances, but may be temporarily incepable of doing so under
cerlain circumstances, (e.g., because the patient is heavily sedated, in severe pain or is mentally confused
as a result of his or her disease process). The physician should carefully assess the capacity of a patient
lo make health care decisions. Capacity to make health care decisions means the patient's ability to
understand and appreciate the natura and consequences of haalth care decisions, including the benefits,
risks and altematives to any health care, and 1o reach an informed decision,

Consent for Patients Who Lack Capacity: If an adult patient is determined by his or her attending
physician to lack capacity to make health care decisions and the patient has appointed a Health Care
Agant or Proxy, tha consent to treatment should be discussed with and obtained from the designated
health care agent. If the patient has not previously given consent for the surgery or procedure, is not
capable of consenting, and has not appointed a health cars agent, consent may be obtained from the
patient's surrogate.
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The following is a listing, in the order of preference of qualified surrogates who may give consent on behalf

of a patient who lacks capacity and has not appointed a health care agent:

~ Guardian authorized 1o decide about health care pursuant to Arlicle 81 of Mental Hygiene Law

— Spouss, if not legally separated from patient or domestic pariner

— Aduli chitd

— Parent

— Adult sibling

— Close friend (person who has maintained regular contact so as to be famiiiar with patient's activities,
health, and refigicus or moral beliefs and who presents a signed statement to that effect to the
attending physician)

— Committee for an Incompetent (See Policy RSK-016)

The surrogate is to be one person fram the fist from the class highest in priarity . That persan may
designale any other person on the list to be surregate, provided na one in a class higher in priority objects.
If a patient has more than one sumrogate in a particular calegory, the consent of ona is sufficient, provided
that none of the others object to the proposed treatment. If there is a disagreement about the proposed
treatment, Administration and Risk Management should be contacted. If an Incapacitated patient has no
one available to give consent on his or her behalf, Administration should be contacted and Risk
Management should be consulted. Additionally, the atiending physician shalt make a recommendation in
consultation with hospital siaff directly responsible for the patient's care and at least one other physician
designated by the hospilal must independently determine that he/she concurs that the recommendation is
appropriate,

Autharity and Duties of the Surrogate : The Surrogate shall have the authority to make any and all
health care decisions on the aduli patient's behalf that the patient cauld make. Healih Care Praviders are

not obligated to seek the consent of a surrogate if an adult patient has already made a decision about the
proposed health care, expressed orally or in wiiting. If a surrogate Is refusing medically indicaled treatment
or is requesting the patient leave the Hospital against medical advice, Administration should be contactad
and Risk Management should be consulled because under certain circumstances it may be appropriate to
abtain a court order.

Limitations for Minors: iIf a parent or legal guardian refuses medically indicaled treatment for a minor,
the attending physician and Care Management should evaluale the circumstances surrounding the refusal
of treatment to determine whether it is in the best interest of the patient to obtain a court order and if a child
neglect referral is necessary. Risk Management should also be contacled to assist in evaluating the
circumstances surrcunding refusal of treatment and, should it ba necessary, lo coordinate the appropriate
steps for making application for a court order.

c loner of I ices: The local Commissioner of Social Services or the Commissicner of
Health must be contacted for consent far non-emergency treatmeant of children whom the Family Court has
deetried to be victims of child abusa, naglect or mistreatment.

Consent by Telephone: When the patient lacks the capacity to consent to treatment and no appropriate
family member is available to give consent in person, the physician may obtain consent from a surrogate
by telephone. However, it is preferable to obtain tha consant in person, In writing. In addition to the
physician obtaining the consent, a third parly should listen to the conversation. The physician shall
immediately document in the patienl’s medical record the time and content of the conversation, and the
note shall be countersigned by the wilnass.

Lack of Mental Capacity: If a patient is lacking the mental capacity as determined by a psychiatric
evaluation to make an informed decision, the Hospital shall obtain consent of the legal guardian, if any, or
surogate. In the absence of these individuals, the Hospital shall sesk court appointment of guardian ad
litem, a conservalor or a committee depending on the patiant’s needs.

Foster Children: Consent for treatment of foster children is tha responsibility of the child's biclogical or
adoplive parents or legal guardian. If no emergency exists and time is not critical, attempts shall bs made
to contact the biological or adoptive parents or legal guardian for consent to treatment. If the biclogical or
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adoptive parentar legal guardian is not available, the County (in which the child resides) Depariment of
Sacial Servicesnust be contacled for consent

N. Wards of State: Any palient who is a "Ward of the State” is the responsibility of a state governmental
agency. The apgopriate governmental agency that is responsible for the patient must be contacted to give
consent for nonemargancy medical treatment.

0. Administrative Gonsent: Administrative consent is valid In two situations:

i.  Foran automsy of a deceased person so long as notice of the death is first given to the next of kin, and
the body is ot ciaimed and no objection Is rmade within 48 hours afler death. An aulopsy or dissection
must neveriie performed upon a corpse prior to the 48-hour waiting period; unlass writlen consent
from someaoem legally authorized to give consent has baan obtained.

ii. If the Adminidrator is court appainted as guardian, consesvator or committee with authority to consent
for patient

PROCEDURE:

A. Admission andFeaiment Consent: At the time of admission to the Hospital, a general consent autharizing
general hospitaicare shall be obtained from the palient and witnessed by the admission clerk. The
“Patiant Cansediand Financial Agreement” form # HIPAA PRIV-01-F02 is utilized for this purpose.”

Emergency Dgartment: Patisnts who come in for emergency care and treatment will sign the
general Consett for Treatment and Payment Agreement when and If said patient Is medically able
to sign. If thegatient is unable to sign or is a non-emancipated minor, the autharization for
emergency tratment shall be obtalned from the patient's surrogate, parent or guardian.

B. Written InformeEConsent;

1. The provide performing the proposed procedure or their designes s responsible for obtaining the
patient’s camsent to lreaiment; however, it is not nacessary to obtain a signed consent form for every
procedure. The procedures for which writien informed consent must be obtained from the patient are
set forth inFaragraph 2 of this Section. The “Censent to Surgery and/or Procedure and Anesthesia”
form is anmxed as Appendix "A” and shall be used to document the patient's written informed consent,
with the exeption of blood transfusions. Copies of these forms shall be provided to all physicians on
the active sff and other members of the medical staff who admit palients to the Hospital. Copies
shell also keavailable in the Outpatient Depariment and on Nursing Unils.

2. Wiritlen infamed consent shall be required for the following procedures:
- all cystosopic procedures
- 2il “specil’ procedures (i.e.: angiography)
- all surgici operations
- arthrograns
- biopsies
- blood trasfusian
- bone mamws
- endoscoft procedures
- fine needk aspiration
- lumbar pmctures
- myelograns
- paracenisis
- radistionfierapy
- sirass teding
- spinal tap
- thoracocetesis
- all strokegroceduras
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- all other invasive procedures invoivingmors than minimal risk

Il is preferable that consent be abtainedin the physician's office whenever possibls. It is
recommended that the consent form besigned in duplicate with one copy remaining in the physician's
files and one copy mailed to the appropiate Hospital Admissions Department. If this Is not feasible,
tha consent should be obtained as soosas possible after the patient’s admission.

The physician is rasponsible for verifyirgthat the correct name of the procedure and the layman's
description appears on the authorizaticsform.,

When the consent is obtained in the hopital setting, any available adult hospital personnel may
witness that the palient has given infomed consent. There must be at /east one witness, preferably a
nurse.

Physicians identilies, excluding resideri in certified training programs, but including snesthesiologists,
podialrists and dentists, must be discloed to the patient if this physician will be performing an
important task related (o the procedure.

The anesthesiologists will be identified b the patient when the anesthesiclogist talks ta the patient and
completes the pre-anesthesia evaluatioe form.

A non-emergent patient will not be givespre-op sedation or transferred from his/her room to surgery
unless a documentation of a valid consnt is In the medical racord,

Except in an emergency siluation, as dlared by a physician, no patient will be transferred to or
admitted to surgery and no surgical praedure shall be performed without a signed written informed
consent in the patient chart. If the phyxian declares lhe pracedure to be an emergency, he or she
shall, at his or her earliest opperunity, ® document in the patient's medical chart,

When physitians practice In parinershis, where possible, the physician who will perform: the
procedure or treatment should be the am designated on the form. If gither partner may actually
perform it, then the consant shall read Br. Smith QR Dr. Doe”. The term “and” should only be used if
they will operate together. Corporate fies and/or the practice group name shall net be used,

Consent Documentation must include:

a) First and last name, date of birth dipatient and medical record number of the patient

b) Name and description of surgery @procedure in terms that are understandable 1o the patient
{correct sile/side, level and digit will side spelled out as “left, ‘right” or “bilateral”)

c) No acronyms or abbreviations (exapt spinal lavels C-Cervical, T- thoracic, L- Lumbar, $- Sacral)
d) Specific implantfimplant system lofe placed or device to be removed

e) Patient/family/ guardian/ heaith cazagent signalure and date

f) Wilness signalure and date

g) Physician signature and date

10. If the consent is allered or illegible, it mst be re-done and re-signed by all parties.

C. o Not Resuscitate (DNR) Orders

The administration of anesthesia necessarf involves some praclices and procedures that might be viewed
as rasuscitation in other settings. Prior to sy inpatient or outpatient undergoing an invasive procedure for
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which Catholic Health reqires informed consent, any existing DNR order will, when possibie, be raviewed
with the patient or the patimt's surrogate decision maker. Health care providers should have a discussion
with the patient or patients surrogate about the risks, benefits, Implications, and polential outcomes of
anesthesia and surgery inrelation to existing DNR orders befora initiating anesthesia, surgery or other
invasive procedures that equire Informed consent. The following strategy should be foliowed when
discussing the suspensionof DNR orders:

1.

The provider(s) perfoming the proposed procedure should identify paiants with existing Do Not
Resuscitate (ONR) otbrs, Patlents must be informed if the provider requires that existing DNR orders
be suspended and/oraot honored during operation(s)/procedure(s). Patients with DNR orders must
also ba advised that s thelr right {o direct that a DNR order be honored. As a result of this review,
the status of the DNRerder during the perioperative period should be affirmed, clarified, or modified
based on the prefereszes of the patient or surrogats.

The pravider{s) ravietsing an existing DNR arder with a patient/surrogale must (1) inform the
patient/surrogate of il possibility of a procedure-induced, reversible cardiae or respiratory arrest
during the procedure;and (2) determina if the patient/surrogate wishes the existing DNR order to be
suspended during theduration of the procedura, This review ensures that the patlent/surregate and
the providers respondble for the patient's care discuss the new intraocperative and perioperative risks
assoclated with the pacedure, the patient's treatment goals, and an approach for potentially life-
threataning problemsonsistent with the patlent's values and preferences.

The existing DNR arder shall be suspended when a patient goes to surgery or other invasive
proceduras requiringaformed consent unless (1) the palient/surogata expressly directs that the DNR
order be honored dufisg the procedure; or (2) the patient/surrogate requests the existing DNR order be
clarified or modified,

Any clarifications or mdifications, along with any discussions regarding suspension of an existing
DNR order, shoukd bedocumented in the madical chart along with notation indicating if or when the
original DNR order skould ba mainstated. See DNR Ordars section onpage 2 of the Consent lo
Surgery and/er Procalure and Anasthesia. Cancurrence on these issues by the surgeon and
anesthesia provider iscritical.

The provider(s) can dcuss exisling DNR orders with a patient's designaled surrogate if the situation is
urgent and ihe patiertiacks decision-making capacily. In emergency situaticns, it may be impossible
or impractical for thegovider(s) to speak with the patient/surrogale; in such situations, the provider
must use hisfher besifudgment in determining how lo honor the patient's wishas.

In the event that a paient's DNR ordar is suspenced for an invasive procedure, it is reinstated when
the patient is consclos, stable, without an artificial airway, and frea of complications, unless otherwise
staled. For the majody of patients this will occur in the Post Anesthesia Care Unit (PACL) and usually
within 90 minutas pogoperatively. For patients with co-morbidities this period of time may be
extended at the discation of the patient/surrogate with concurrence frem the surgeon and enesthesia
provider.

D. Emergency tregiment magbe provided in accordance with the Policy herein without express written
informed consent. The elstence of an emergency must be clearly documented in the patient's medical
recard by the physician.
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ORIGINATION B\TE:
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131-A

JC STANDARD: RI 1.2.1 Informed Consent; R1.01.03.01

REFERENCES: NYS LAW: New York State Blood Resources Program, *NYS Education Law§6530, Article

NYS DOH Naw York State Surgical and Invasive Procedure Protocol, September, 2008
NYS Public Health Law, Article 28-CC Family Health Care Decision Act
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1. I, , hereby authorize Dr, and/or
whomever he/she designatas to assist him/her to perform upon the above named person or me the following
surgleal operations and/or procedures:

(Describe In medical terms):

(Describe In lay terms):

r 5 The above named physician has fully expiained o me the nature and purposes of Ihe aperation/procedure, has
informed me whether any physician, olher then him/harself, will ba performing important lasks relaled lo this
operation/procedure, and has also informed me of expected benefits, the likelihood of achieving goal, possible
complicalions, discomforis and risks that may arise, as well as alternatives to tha proposad Iraalment and the
risks and consequences of no treatment, | hava been given an opporiunity 1o ask questions, and all my
quastions have been answered to my satisfaction.

a 1 understand Lhat during the course of the operalien or procedure unforeseen conditions may arise which
require operalions or procedures different from thase described. | consent 1o the performance of those
addillonal operations or procedures. | acknowledge that no guaranieas or assurances have been made to me
conceraing the resulls intended from the operation or procedurs.

4, I understand that any tissue or paris surpically removed shall be disposed of by the hosplial in accordance with
its customary practice.

5. If  am lo receive the implanlation of an equipment/device, | consent lo the disclosure of my Social Security
number {o the manufacturer for the purposes of iracking the equipment/device in accordance with the Safe
Medical Davice acl regulation.

8. For the purpose of advancing medical knowledge, | consent to Ihe admitiance of medical students, !achnical
speciallsts or observers in accordance with the ordinary praclice of the above naoted Hospital, Catholic Heallh
Syslem. | consent fo the use of closed-circuil television, taking of pholegraphs (Inciuding videos), and the
preparation of drawings and similar illustrative graphlc material for scienlific purposes providing my identity is
nol revealed.

T Al the discrelion of my surgeon, | consent {0 lhe presence of a manufacturers representative 1o chserve during
the procedure, but that such representalives will nol be involved diracily or indireclly in the operation/procedure.

|
|

FCO1500 REV. 0BRan), 8,17 -
CONSEN FORMS COMMITTEE (/21113 PROCEDURA
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B. ANESTHESIA

| consent to the administration of suh anesthelics as may be considered necessaryor advisable by the physiclan
respansible for anesthesla, The anathesia team may consist of Anesthesiologists, Residents and Nurse Anesthetists.
Advanced Emargency Medical Teciniclans may also participate in my care under e suparvision of the AnasthesiologlsL

| realize that there Is the possibilityof unavoidable damaga lo tssth during surgey and anesthasia, pariiculary if tzelh
ara weak, loose, decayed, baby leth, or ariificial.

9. DNR ORDERS I Not applicable

I have been advised and undarstand it Is the Facility's policy that Do Not Resuscitte (DNR) orders shall be suspended
and not honorad during this operalin(s)/procedure{s). Howaver, | have been furitw advised thai it is my right to direct
ihat 2 DNR Order be honored durl this operations Vprocedure(s). Check appropiate bax below, if applicable;

I want the DNR Order to be hinored throughout the operation(s)/procedurek)
1 want the ONR Order suspenled and po! honored during the operation{slrocedure(s)

10, BLOOD TRANSFUSION I Not applicable

Blood is essential for the body to Enclion. Care Is taken to limit 8 patient's loss dblood and thus reduce the need for
a lransfusion. However, if the bioafcount falls too low, the patiant may go inlo skeck or coma and/or suffer serious
harm or even death. If a low blocdcount poses a Ihreat to you in your course oft=atment, there may be no effective
alternativa lo transfusion. | have ben fully informed thal na transfusion Is 100% mfe, however, present testing
methods make the risks vary smal Risks da include, HIV infecilon, Hepatitls B, Bepatitis C, other Infection as well as
fever, itching, or transfusion of incarect blood type which is highly unlikely but ca be fatal,

| have discussed possible altaralies with my care provider, including no transhsion, autologous transfusion
{donation of my own blood), and Esignated/diracied donar transfusion {coltectim of blood from donors selected by
me). | understand (hat all these almatives may not be avallable dus lo timing orhaalth reasons, and that tha above
risks may ellll apply.

iT 1 consent o the iransfusion efilood or blood components that may be necesary relative o the procedure
whether beafore, during, or aftsthe procedura.

i+ | refuse the lransfusion of blod or blood companents

My signature confimns that the praedure

with its associaled risks and benels has been explzined to me, Understood and acepted.

PATIENT/RELATIVE/
HEALTH CAREPROXY
OR GUARDIAN:

{Sigeature) (te) (Time)

(Rektionship, If not patient)
WITNESS:

(Sigrature) {Bale) {Time)

Physician's Certification: ( certifythal either a designated physician or | have exgiained the procedure to the palient/
patient’s representative named abwe in manner lo parmit the patient io make a kmwledgeable decision of the
reasonshle risks and benefits invoimd in this procadura.

(Physician's Signatura) {Data) (Time)

l
1
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