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Preoperative errors
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Complications (immediate/local)
Postoperative failure
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NEW YORK STATE SURGICAL AND INVASIVE PROCEDURE PROTOCOL

A. SCHEDULING
Scheduling must include:

Entire procedure, exact site, level, digit, and side/laterality (including spelling out “Left™,

“Right” and “Bilateral” — no abbreviations other than C-Cervical, T-Thoracic, L-Lumbar,
S-Sacral when identifving spinal levels — e.g. L4-5).

Specific information on implant/implant system and/or equipment.

Specific information on removal of device.

Information on harvest and donor sites.

The Operating Roeom (OR), or the person responsible for accepting requests to schedule
procedures, must verify the information provided by the surgeon/physician. The

information should be verified in a manner agreed to by both the institution and
physicians (read-back, fax, e-mail, ctc).

B. CONSENT DOCUMENT

Consent documentation must include:

0 = O bW

First and last name, date of birth of paticnt and medical record number of the patient.
Name and description of surgery or procedure in terms that are understandable to the
patient (correct site/side, level and digit with the side spelled out as “Left”, “Right” or
“Bilateral™).

No acronyms or abbreviations (except spinal levels noted in section A above).
Specific implant/implant system to be placed or device to be removed.
Patient/family/guardian/health care agent signature and date.

Witness signature and date.

Physician signature and date.

If the consent is altered or illegible it must be re-done and re-signed by all parties.

PRE-OPERATIVE/PRE-PROCEDURAL VERIFICATION PRO(

Verification of the correct person, procedure site and side must occur (as applicable):

At the time the surgery or invasive procedure is scheduled.

Al the time of admission or entry into the facility.

With the patient involved, awake and aware, if possible.

Anytime the responsibility for care of the patient is transferred to another caregiver or
location in the pre-operative or pre-procedural process.

Before the patient leaves the pre-operative area or enters the procedure/surgical room.
In ALL clinical settings where invasive procedures are performed, including but not
limited to endoscopy suites, catheterization laboratories, interventional radiclogy suites,
intensive care units, labor and delivery areas, emergency departments, ete. There are
recognized benefits to applying this to all bedside procedures.
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NEW YORK STATE SURGICAL AND INVASIVE PROCEDURE PROTOCOL

A. SCHEDULING

Scheduling must include:

I.

Entire procedure, exact site, level, digit, and side/laterality (including spelling out “Left”
“Right™ and * no abbreviations other than C-Cervical, T-Thoracic, L-Lumbar,
S-Sacral when identifving spinal levels — e.g. L4-5).

Specific information on implanvimplant system and/or equipment.

Specific information on removal of device.

Information on harvest and donor sites.

The Operating Room (OR), or the person responsible for accepting requests to schedule
procedures, must verify the information provided by the surgeon/physician. The
information should be verified in a manner agreed to by both the institution and
physicians (read-back, fax, e-mail, etc).

B. CONSENT DOCUMENT

Consent documentation must include:

First and last name, date of birth of patient and medical record number of the patient.
MName and description of surgery or procedure in terms that are understandable 1o the
patient (correct site/side, level and digit with the side spelled out as “Left”, “Right” or
“Bilateral™).
No acronyms or abbreviations (except spinal levels noted in section A above).
Specific implant/implant system to be placed or device to be removed.
Patient/family/guardian/health care agent signature and date.

signature and date.
Physician signature and date.
If the consent is altered or illegible it must be re-done and re-signed by all parties.

PRE-OPERATIVE/PRE-PROCEDURAL VERIFICATION PROC

Verification of the correct person, procedure site and side must occur (as applicable):

At the time the surgery or invasive procedure is scheduled.
At the time of admission or entry into the fa
With the patient involved, awake and aware, if possible.

Anytime the responsibility for care of the patient is transferred to another caregiver or
location in the pre-operative or pre-procedural process,

Before the patient leaves the pre-operative area or enters the procedure/surgical room.
In ALL clinical settings where invasive procedures are performed, including but not
limited to endoscopy s, catheterization laboratories, interventional radiology suites,
intensive care units, labor and delivery arcas, emergency departments, etc. There are
recognized benefits to applying this to all bedside procedures.
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CONSENT FORM
(to be signed by patient wherever applicable) ADDRESSOGRAPH

ate , 20 Time A.M./P.M.

ERMISSION FOR OPERATIVE AND/OR DIAGNOSTIC PROCEDURE AND/OR TREATMENT
| hereby authorize Dr. _ or associates or assistants of his/her choice

at Montefiore Medical Center to pérform upon me/the patient named above the following operation(s) and/or procedure(s):
PLEASE PRINT OR TYPE, USE LAY TERMINOLOGY & INDICATE LEVEL OF SPINAL SURGERY, RIGHT AND LEFT MUST
BE WRITTEN IN THEIR ENTIRETY.

2. Dr__ . has fully explained to me the nature and purposes of
the operation(s) procedure(s) and has also informed me of expected benefits and complications (from known and unknown
causes), attendant discomforts and risks that may arise, as well as possible alternatives to the proposed treatment, including
no treatment. | have been given the opportunity to ask questions, and all my questions have been answered fully and
satisfactorily. | acknowledge that no guarantees or assurances have been made to me concerning the results of the above
operation(s), treatment(s) or procedure(s).

3. It has been explained to me that during the course of an operation unforeseen conditions may be revealed that necessitate an
extension of the original procedure(s) set forth in paragraph 1. | therefore authorize and request that the above named
surgeon, his associates and/or assistants perform such related surgical procedures and administer whatever is necessary and
desirable in the exercise of their professional judgment.

4. | further consent to the administration of such anesthesia, sedation and/or blood transfusions as may be considered necessary.
| recognize that there are always risks to life and health as well as benefits and alternatives associated with anesthesia,
sedation and blood transfusions and these have been explained to me.

5. | further consent to disposal by hospital authorities, or possible use for research purposes, in accordance with its accustomed
practice, of any tissues or parts which may be removed.

6. | confirm that | have read and fully understand the above and that all the blank spaces have been completed prior to my signing. |
have crossed out any paragraphs above which do not pertain to me.

Interpreter if required Patient/Relative or Guardian

SIGNATURE SIGNATURE

PRINT NAME AND ADDRESS PRINT NAME

Witness

SIGNATURE RELATIONSHIP IF SIGNED BY PERSON OTHER THAN PATIENT

PRINT NAME DATE SIGNED
Physician obtaining consent
SIGNATURE PRINT NAME DATE

INFORMED CONSENT DISCUSSION: | hereby certify that | have explained the nature, purpose, benefits, risks of, and
reasonable alternatives to the proposed procedure(s)/operation(s), and sedation and/or blood/blood products, when applicable. | have
discussed potential problems related to recuperation, the likelihood of achieving treatment goals and the risks, benefits and side effects
of reasonable alternatives, including the possible consequences of receiving no treatment. | have offered to answer any questions and
fully answered such questions. | believe that the patient/relative/guardian fully understands what | have explained and answered.

Remarks:

Physician

SIGNATURE PRINT NAME DATE

ATTENDING PHYSICIAN OPERATIVE SITE/SIDE VERIFICATION: | hereby confirm that the procedure described above, including
laterality, where applicable, is correct

Attending Physician

SIGNATURE (To be completed on the day of surgery.) DATE TIME
153ME (02/06) "




NEW YORK STATE SURGICAL AND INVASIVE PROCEDURE PROTOCOL

A. SCHEDULING

Scheduling must include:
I. Entire procedure, exact site, level, digit, and side/laterality (including spelling out “Left”,
ight” and “Bilateral” — no abbreviations other than C-Cervical, T-Thoracic, L-Lumbar.
S-Sacral when identifving spinal levels — e.g. L4-5).
Specific information on implant/implant system and/or equipment.
Specific information on removal of device.
Information on harvest and donor sites.

5. The Operating Room (OR), or the person responsible for accepting requests to schedule
procedures, must verify the information provided by the surgeon/phy:
information should be verified in a manner agreed to by both the
physicians (read-hack, fax, e-mail, etc).

B. CONSENT DOCUMENT

Consent documentation must include:
1. First and last name, date of birth of patient and medical record number of the patient.
2. Name and description of surgery or procedure in terms that are understandable to the

patient (correct site/side, level and digit with the side spelled out as “Left”, “Right” or
“Bilateral™).

No acronyms or abbreviations (except spinal levels noted in section A above).
Specific implant/implant system to be placed or device to be removed.
Patient/family/guardian/health care agent signature and date.

Witness signature and date.

Physician signature and date.

If the consent is altered or illegible it must be re-done and re-signed by all partics.

C. PRE-OPERATIVE/PRE-PROCEDURAL VERIFICATION PROCESS
Verification of the correct person, procedure site and side must occur (as applicabie):
1. At the time the surgery or invasive procedure is scheduled.
At the time of admission or entry into the facility.
With the patient involved, awake and aware, if possible.

Anytime the responsibility for care of the patient is transferred to another caregiver or
location in the pre-operative or pre-procedural process.

Before the patient leaves the pre-operative area or enters the procedure/surgical room.
In ALL clinical settings where invasive procedures are performed, including but not
limited to endoscopy suites, catheterization laboratories, interventional radiology suites,
intensive care units, labor and delivery areas, emergency departments, etc. There are
recognized benefits to applying this to all bedside procedures.
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Pre-Operative Checklist

Patient identaband in place
Full Name, D.0.8., M.D. (lagible)

Operative consent completed, witnessed and signed
ObyPt O next of kin O HCP
i not by patient reason why,

Level of consciousness:
O alent O sadated O eontused
O unresponsive O other

Advanced Directives:

Living will O YES 0O NO

Health Care Proxy [ YES 0O NO

DNA Oves Owno
O suspended O continued

Allargios:
CINKA Oothers______

Dentures removed: OYES  CINO OO NA

NPO since

Implants: OYES ONO  where

Skin inlegrity assessed: [ YES OmNO

OR MNotified of Specific Isolation Precautions: I YES ONO

Labs OYES ONO

H&P OYES ONO  (Local Patients H & P only |
Chest X-Ray OYES ONO

EKG Oves ONo

Tye & Screen OYES anNo O

Blood Available OYes ONO N

Pre-op: TPRLBP
Haight & Weight
Volded

Jawelry removed
O piaced in safe [ given to tamily
[ Hair Spray / Gel

AMS / Fioor Nurge Signature Circulating Nursa

148 NE-02 - PAF (43034) 12230

l %hPR},F}.RRE” 094337800 - Fam: 12235090
S FORMS, TNC.  M00-485.580d - Fax §77.5030758




A pre-operative or pre-procedural verification checklist must be utilized to ensure
availability and actual review of the following, prior to the start of the procedure:

1. Relevant documentation: History & Physical, signed consent and any other documents
required by the organ on as part of the pre-operative evaluation process. The consent
must be signed by the patient/legal representative, and surgeon.

Relevant images, properly labeled and displayed including photographs.
s In “High Risk™ procedures (as determined by the surgeon), the images should be
reviewed by the surgeon and radiologist together pre-operatively.
omeone other than the primary surgeon confirms the name, date of the study and
Lefi-Right™ orientation.
The surgeon is respon . for assessing what films/images are appropriate for
viewing before and during the surgery.
When intra-operative imaging studies are performed, appropriate consultation should
be available for interpretation of intra-operative studies.
Relevant diagnostic reports or studies (ultrasound, endoscopy, etc.).
Relevant pathology reports.
. Necessary patient-specific implants and special equipment,
Confirm identity using two (2) identifiers, confirm procedure and site marking if
appropriate.

AARKING THE OPERATIVE/PROCEDURAL SITE

The physician/dentist/podiatrist doing the procedure must do the site marking using

his/her own initials. Site marking must be legible and unambiguous (scc cxceptions).

Note: If the surgeon’s initials arc * ", utilize three initials.

All sites involving laterality (e.g. brain) and/or paired organs, multiple structures (finger

toes, hernias, ons) or multiple levels (spine). Make the mark at or near the incision

site(s) so that it/they will be visible when the patient is draped. ( following

exceplions).

For hand and foot surgery, the surgeon must mark the surface(s) of the digit to be

operated on, anterior, posterior or both.

The appropriate site must be verified before any cast is split. For relevant orthopedic

cases, the skin/site should be marked immediately after cast/splint is removed.

For surgery of the spine, pre-operative skin marking is required to indicate laterality,
hen appropriate. A second time out must be performed when the intra-operative

imaging is done to confirm the kevel.

When the site or level is not visually identifiable, the surgeon must obtain an intra-
operative image, using markers that will not move, to confirm the exact level/site

Do NOT mark any non-operative site(s).

The mark must be visible in the operative field after the patient is prepped and draped.
The mark must be made using an FDA approved marker that is sufficiently permanent tg

remain visible after completion of the skin prep. Adhesive site markers should not be
used as the sole means of marking the site.
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A pre-operative or pre-procedural verification checklist must be wtilized to ensure
availability and actual review of the following, prior to the start of the procedure:

Relevant documentation: History & Physical, signed consent and any other documents
required by the organization as part of the pre-operative evaluation process. The consent
must be signed by the patient/legal representative, and surgeon,
Relevant images, properly labeled and displayed including photographs.
¢ In “High Risk” procedures (as determined by the surgeon), the images should be
reviewed by the surgeon and radiologist together pre-operatively.
Someone other than the primary surgeon confirms the name, date of the study and
“Lefi-Right” orientation,
The surgeon is responsible for assessing what films/images are appropriate for
viewing before and during the surgery.
When intra-operative imaging studies are performed, appropriate consultation should
be available for interpretation of intra-operative studies.
Relevant diagnostic reports or studies (ultrasound, endoscopy, etc.).
Relevant pathology reports.
Mecessary patient-specific implants and special equipment.
Confirm identity using two (2) identifiers, confirm procedure and site marking if
appropriate.

MTARKING THE OPERATIVE/PROCEDURAL SITE

The physician/dentist/podiatrist doing the procedure must do the site marking using
his/her own initials. Site marking must be legible and unambiguous (see exceptions).
Note: If the surgeon’s initials are “N.0.”, utilize three initials.

All sites involving laterality (e.g. brain) and/or paired organs, multiple structures (finger:
toes, hernias, lesions) or multiple levels (spine). Make the mark at or near the inc
site(s) so that it/they will be visible when the patient is draped. (See following
exceptions).

For hand and foot surgery, the surgeon must mark the surface(s) of the digit to be
operated on, anterior, posterior or both.

The appropriate site must be verified before any cast is split. For relevant orthopedic
cases, the skin/site should be marked immediately after cast/splint is removed.

For surgery of the spine, pre-operative skin marking is required to indicate laterality
when appropriate. A second time out must be performed when the intra-operative
imaging is done to confirm the level.

When the site or level is not visually identifiable, the surgeon must obtain an intra-
operative image, using markers that will not move, to confirm the exact level/site.

Do NOT mark any non-operative site(s).

The mark must be visible in the operative field after the patient is prepped and draped.
The mark must be made using an FDA approved marker that is sufficiently permanent to
remain visible after completion of the skin prep. Adhesive site markers should not be
used as the sole means of marking the site.
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0. In the event of multiple surgical procedures by different surgeons, all relevant surgical
sites must be marked prior to the first surgery. The surgeon marking the site(s) must be
present for and participate in the “time out™ performed for each procedure he/she marks.

. Marking must take place with the patient/family involved, awake and aware, if possible.

. If a smaller mark is necessary, such as near the eye in Pediatric Ophthalmology cases, a
dot near the eye constitutes the site marking. A special purpose wristhand is also an
option.

3. A special purpose wristhand must be used for patients:

who refuse marking,
a neonate (as marking may cause a permanent tattoo),
problematic surgical site(s) to mark (e.g. perineum or anus) or when marking can be
done only afier shaving a patient’s head prior to a neurosurgical/cranial procedure.
The first and last name of the patient, a second identifier, the anatomical site and
name of the procedure must be written on the special purpose wristhand.

14, Final verification of the site mark must take place during the "time out”.

EXCEPTIONS TO SITE MARKING
Single organ cases, which do not involve laterality (e.g.. hysterectomy, appendectomy).
Spinal block for pain management or epidural does not require an intra-operative marker
if fluoroscopy is used. However, it does require skin marking.
Interventional cases for which the catheter/instrument insertion site is not predetermined
(.g., cardiac catheterization).
ses, where the operative tooth number or name(s) can be indicated on

n or the operative tooth (teeth) including laterality can be marked on the
dental radiographs or dental diagram.

Endoscopic or other procedures done through a midline orifice.

Situations in which the primary pathology itself is plainly visible (single laceration).
When the operative pathology has been identified by real time imaging in the immediate
pre-operative period such as for frameless stereotactic neurosurgical procedures or
microcalcifications in a breast biopsy.

Life threatening emergency when any delay in initiating the surgery would compromise
the safety or outcome of the patient (e.g. ruptured aortic aneurysm).

When movement of a patient to create a marking would compromise the safety or
outcome of the procedure (e.g. movement of a patient with an unstable spine fracture.)

NOTE: A practitioner is NOT exempt from the site-marking requirement when he or she is in
continuous attendance with the patient (from the time of the decision to do the procedure
through the conduct of the procedure). The requirement for “rime owt” applies as well. This is
based reports of wrong-sided procedures being done despite the continued presence of the
person performing the procedure from time to decision to completion of the procedure.
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. In the event of multiple surgical procedures by different surgeons, all relevant surgical
sites must be marked prior to the first surgery. The surgeon marking the site(s) must be
present for and participate in the “time performed for each procedure he/she marks.

. Marking must take place with the patient/family involved, awake and aware, if possible.

. Ifa smaller mark is necessary, such as near the eye in Pediatric Ophthalmology cascs, a
dot near the eye constitutes the site marking. A special purpose wristband is also an
oplion.

. A special purpose wristhand must be used for patients:

who refuse marking,
a neonate (as marking may cause a permanent tattoo),
problematic surgical site(s) to mark (e.g. perineum or anus) or when marking can be
done only after shaving a patient’s head prior to a neurosurgical/cranial procedure.
T'he first and last name of the patient, a second identifier, the anatomical site and
name of the procedure must ritten on the special purpose wristband.

14. Final verification of the site mark must take place during the "time out".

EXCEPTIONS TO SITE MARKING
Single organ cases. which do not involve laterality (e.g., hyste my, appendectomy)
Spinal block for pain management or epidural does not require an intra-operative marker
if fluoroscopy is used. However, it does require skin marking.
Interventional cases for which the catheter/instrument insertion site is not predetermined
.., cardiac catheterization),
Dental cases, where the operative tooth number or name(s) can be indicated on
documentation or the operative tooth (teeth) including laterality can be marked on the
dental radiographs or dental diagram.
Endoscopic or other procedures done through a midline orifice.
Situations in which the primary pathology itself is plainly visible (single laceration).
When the operative pathology has been identified by real time imaging in the immediate
pre-operative period such as for frameless stereotactic neurosurgical procedures or
microcalcifications in a breast biopsy.
Life threatening emergency when any delay in initiating the surgery would compromise
the safety or outcome of the patient (e.g. ruptured aortic aneurysm).
‘When movement of a patient to create a marking would compromise the safety or
outcome of the procedure (e.g. movement of a patient with an unstable spine fracture.)

NOTE: A proctitioner is NOT exempt from the site-marking requirement when he or she is in
continuous attendance with the patient (from the time of the decision to do the procedure
through the conduct of the procedure). The requirement for “time out " applies as well. This is
based reports of wrong-sided procedures being done despite the continued presence of the
person performing the procedure from time to decision to completion of the procedure.
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“TIME OUT" IMMEDIATELY BEFORE STARTING THE PROCEDURE

Purpose: To conduct a final verification of the correct patient, site/side, procedure and, as
applicable, implants,

The “time out” must be conducted in the location where the pmcedurc will be done,
the patient is prepped and draped and just before starting the pro
invasive procedures performed in all settings. All work should cease during the “time out™ to
allow all members of the team to !un.us on the “time out™. For instances when the procedure is
being pertnrmed without assistance strongly advised to enlist an observer or assistant to
participate in the “time out”. It must involve the entire operative/procedural team, use “active
communication”, and be documented. The “time out” is a standardized procedure, and
documentation indicates the procedure was followed in its entirety without deviation.

“Time out™ includes the following:

1. Identification of the paticnt using 2 patient identifiers, such as, name (first and last) and a
sccond identifier as determined by the organization.

Identification of the correct site and side(s).
Procedure to be performed and proper patient position.

Availability of correct implants and any special equipment or special requirements.
Verification of the wristband and chart takes place as the patient is brought into the room
and before the “time out™. The “time out™ requires that all participants agree on the
information and does not require checking the wristband at that time.

Radiological review, when germane to the case (see below).

The above information should be confirmed with the medical record and should be documented
along with the identification of those who participated in the ™ time out ",

Additional Confirmatory “Time out™ should be undertaken if a new surgeon arrives
and is-assuming primary responsibility for the case, or if the patient/operative site is re-draped.
The name of the patient and the procedure should be verified during this second “time out™.

Radiological Review: The surgeon performing the operation is responsible for
determining that the images to be displayed are relevant to the surgery. A second team member
confirms that the image belongs to the patient (first and last names and second identifier) and
that the image is displayed in the correct orientation, using markers on the image. The team
confirme the site and side of the lesion as part of the “time out™.

» For spinal cases in which an intra-operative image is used to determine the spinal level, a
second "time out™ must be performed to review the image and correlate with intra-spinal
markers.

Procedures Performed Qutside the OR: The person(s) performing the procedure must
conduct and document the “time out” confirming all of the above information with another
person when possible.

For Surgical Procedures: Instruments/equipment are not offered until after the “time
out” is performed.
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*TIME OUT" IMMEDIATELY BEFORE STARTING THE

Purpose: To conduct a final verification of the correct patient, site/side, procedure and, as
applicable, implants.

The “time out” must be conducted in the location where the procedure will be done, after
the patient is prepped and draped and just before starting the procedure. This applies to all
invasive procedures performed in all settings. All work should cease during the “time out” to
allow all members of the team to focus on the “time out”. For instances when the procedure is
being performed without assistance, it is strongly advised to enlist an observer or assistant to
participate in the “time out”. It must involve the enti operative/procedural team, use “active
communication”, and be documented. The “time out” is a standardized procedure, and
documentation in tes the procedure was followed in its entirety without deviation.

“Time out” includes the following:
1. Identification of the patient using 2 patient identifiers, such as, name (first and last) and a
second identifier as determined by the organization.
Identification of the correct site and side(s).
Procedure to be performed and proper patient position.
Availability of correct implants and any special equipment or special requirements.
Verification of the wristband and chart takes place as the patient is brought into the room

and before the “time out”. The “time out” requires that all participants agree on the
information and does not require checking the wristband at that time.

6. Radiological review, when germane to the case (see below).

The above information should be confirmed with the medical record and should be documented
along with the identification of those who participated in the * time oui”

Additional Confirmatory “Time out™ should be undertaken if a new surgeon arrives
and is assuming primary responsibility for the case, or if the patient/operative site is re-draped.
The name of the patient and the procedure should be verified during this second “time out”™.

Radiological Review: The surgeon performing the operation is responsible for
determining that the images to be displayed are relevant to the surgery. A nd team member
confirms that the image belongs to the patient (first and last names and second identifier) and
that the image is displaycd in the correct orientation, using markers on the image. The team
confirms the site and side of the lesion as part of the *

» For spinal cases in which an intra-operative image is used to determine the spinal level, a
second “time out” must be performed to review the image and correlate with intra-spinal
markers.

Procedures Performed Qutside the OR: The person(s) performing the procedure must
conduct and document the “time out” confirming all of the above information with another
person when possible.

For Surgical Procedures: Instruments/equipment are not offered until after the “time
out™ is performed.
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