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SAFE Procedures

General practices
Audit Questions Yes No

Our organization regularly monitors the effective completion of the pre-procedure and Time Out process steps through 
observational audits in the following settings:
1a)  OR                                                                                                                                                                              n/a: c
1b)  Radiology                                                                                                                                                                    n/a: c
1c)  Anesthesia                                                                                                                                                                  n/a: c
1d)  Invasive bedside procedures                                                                                                                                      n/a: c
1e)  ED                                                                                                                                                                              n/a: c
1f)   Cath lab                                                                                                                                                                      n/a: c
1g)  Endoscopy                                                                                                                                                                  n/a: c
1h)  Clinic                                                                                                                                                                           n/a: c
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1i)   If audit results are below 100%, a plan is put in place to address identified issues. c c

1j)   The specimen handling work flow and specimen tracking process between the procuring procedure room and the testing 
facility is regularly reviewed to identify and address gaps.  

c c

1k)  “Good” source documents are used for verification during procedure scheduling, pre-op verification, and site marking 
(ideally multiple source documents are used and cross-referenced). 

• “Good” source documents include: 
- Provider’s surgical/procedure order (if source documents were used for verification when completing the 

order) 
- Clinic visit note when determination was made for the procedure
- Diagnostic imaging (properly labeled, displayed and viewed along with the radiologist’s report)
- Test results
- Radiology and pathology reports (if relevant to the procedure) 

c c

1l)   The patient’s understanding of the procedure to be performed is a verification source but is not the sole source of 
verification.

c c

1m) The informed consent form is a verification source but is not the sole source of verification and should be completed 
using the “Good” source documents list above.

c c

1n)  To avoid introducing cognitive bias during verification, patients are asked what procedure is being done and the location 
of the procedure (i.e., “What are you having done today and which side?”) vs. stating the procedure to be performed and 
asking them to confirm (i.e., “We are doing surgery on your left hip today – is that correct?”).

c c

1o)  Throughout the scheduling, informed consent, site marking, and Time Out process, the procedure and specific body 
location of the procedure (e.g., left/right, level, digit, muscle), if applicable, is verified with the patient and procedural 
team.

c c

Automation and health information technology (HIT) within the specimen management process includes: 
1p)  The facility’s primary electronic health record (EHR) interfaces with the facility’s laboratory information system (LIS).
1q)  The LIS transmits accurate and timely results to the EHR and the specified provider(s).
1r)   The EHR transmits accurate and timely patient and order information to the LIS.
1s)  The EHR generates or electronically transmits a specimen requisition. 
1t)   There is an automated labeling system (e.g., bar coding, RFID).

c
c
c
c
c

c
c
c
c
c

Scheduling
2a)  Expectations are communicated to ordering providers that at a minimum “critical components” (pre-op diagnosis, 

procedure to be performed and procedure location) need to be completed by the person, or designee, who will be 
performing the procedure prior to scheduling a procedure with the facility.

c c

2b)  Source documents (refer to definition of good source documents in general section) are used when scheduling to verify 
the correct procedure and site.

c c

2c)  A process is in place to verify intended implants, which include catheters and feeding tubes (verification includes: type, 
size, laterality, # of lumens for catheters, diopter for intraocular lenses) against source documents when scheduling.

c c

2d)  A structured “read back” process is in place between the clinic and hospital/surgical center scheduler if the procedure is 
scheduled by telephone.  The read back includes verification of procedure body site (e.g., left/right, level, digit).

c c
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Audit Questions Yes No

The facility requires that the following source documents are available at least 24 hours prior to the scheduled procedure 
(except for emergent, urgent, and add-on cases) for the procedure to move forward:
2e)  Physician order with procedure and laterality/location indicated.
2f)   Written requests from ordering provider for any known implant (including catheters; feeding tubes) to be used for the 

procedure which include, at minimum:
• Date of surgery/procedure
• Patient
• Surgeon/proceduralist
• Laterality/site
• Implant and specifications the facility needs for ordering or pulling the implant for the case
• For intraocular lenses, also include: model #, posterior vs. anterior, diopter
• For catheters, also include: # of lumens, specific type of catheter 
• For feeding tubes, also include: type of tube (e.g., gastric, gastric jejunal, jejunal)

c
c

c
c

2g)  The facility requires that the following source documents are available the day of the scheduled procedure (ideally the 
day before the scheduled procedure) for the procedure to move forward:

• Diagnostic studies and accompanying reports as appropriate for the procedure.
• History and physical conducted or reviewed by person performing the procedure.

c c

Pre-procedure verification/consent
3a)  The person performing the procedure, or designee, enters the procedure information, including procedure site, on the 

order for the consent (consent to read) or enters this information directly on the informed consent form.  
c c

3b)  Prior to the procedure, the scheduled procedure is verified against source documents. c c

3c)  The facility requires that during the pre-procedure verification process the person performing the procedure verifies 
that the procedure, including site, documented on the informed consent matches source documents including relevant 
diagnostic images and reports.

c c

3d)  The informed consent form is reviewed with the patient and signed by the person performing the procedure.

3e)  The informed consent note is part of the patient’s medical record. c c

3f)   There is a process in place to document and respond to any special requests of patients and families in specimen 
handling, testing and disposition.

c c

3g)  A process is in place to verify implants against source documents (e.g., implant request form, patient’s medical record, 
surgical notes) when selecting implants for case from supply area.

c c

3h)  For spine procedures involving levels, preoperative imaging is available for the case. c c

Site marking
4a)  The person performing the procedure marks the procedure site with his/her initials, as applicable (see site marking 

recommendations) if the person performing the procedure is not in continuous attendance from the time of the consent 
through conducting the procedure.

c c

4b)  For anesthesia, ideally this should be an “A” with a circle around it to distinguish it from any surgical markings. c c

4c)  For spine procedures involving levels, site marking indicates: anterior or posterior approach; general level, e.g. cervical, 
lumbar, thoracic; and laterality, if applicable.

c c

4d)  The facility has a process in place, such as an anatomical diagram, to mark the procedure site if:
• the patient refuses site marking.
• the site mark cannot be visualized after draping. 
• the site cannot be marked (e.g. tooth).

c c

Briefing/Pre-procedure
5a)  A pre-operative team briefing or huddle process is in place to review: 

• Procedure
• Relevant images
• Correct implants are available for case (including type and diopter of intraocular lenses, type and number of 

lumens for catheters, type of feeding tube, and type of breast implants)
• Anticipated specimens, specimen containers, and any special considerations (e.g., research specimen, 

forensics, patient and family wishes) 
• Other pertinent information

c c

Procedure room structure/Set up
6a)  There is a designated spot in the procedure room for holding specimens during the case that are not immediately sent 

out to the lab.
c c
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6b)  A preformatted whiteboard, or other standardized, preformatted record, is in place to track the presence, location, type 
and number of tucked and packed items.

c c

Labels

6c)  The process for generating a specimen label minimizes manual transcription (electronically generated labels with 
specimen source are preferred).

c c

6d)  The process for generating a specimen label produces only as many labels as are needed. c c

6e)  Labels include, at a minimum, two patient identifiers and an anatomic source (if applicable). c c

6f)   Specimen labels are generated in close proximity to specimen procurement both in relation to physical space (i.e., label 
printers are in every procedure room) and time (labels are generated just prior to when they are placed on the specimen 
container). 

c c

Specimen containers

6g)  Pathology specimen containers have visual cues to make them more recognizable in the environment (e.g., all surgical 
specimens have a colored lid and/or colored specimen label).

c c

Implants

6h)  Whenever possible, only the implant needed for the case is in the procedure room. c c

6i)   If the surgeon requests more than one option, as soon as a decision is made on the correct implant for the case, 
additional implants are placed out of sight in a pre-designated area.

c c

6j)   If a cart is in the procedure room with multiple implants, ideally only the cart with the correct side implants (L vs. R) is 
in the room. If carts are not able to be separated (L vs. R) due to storage or other issues, left and right components are 
clearly separated and labeled on the cart.

c c

Time Out
7a)  Time Outs for any invasive procedure include the person performing the procedure AND at least one other health care 

provider trained in the Time Out process.
c c

7b)  The 5 steps of the Time Out are conducted just prior to the procedure being performed. c c

7c)  The person performing the procedure initiates the Time Out (calls the team together). c c

7d)  All other activity ceases. c c

7e)  Designated staff (e.g. nurse, tech), other than the person performing the procedure verbally reads patient name, 
procedure and procedure site from the informed consent that has been previously verified.

c c

7f)   Designated staff (ie.g, nurse, tech), other than the person performing the procedure locates and verbally confirms 
visualization of the site mark, if applicable, and states where it is located.

c c

7g)  For departments without a separate pre-procedure area where patient verification is performed (e.g., bedside, ED), 
during the Time Out, staff also verify patient identity with 2 identifiers involving the patient if able to participate.

c c

7h)  Person performing the procedure states procedure including side/site from memory. c c

7i)   If the surgeon is performing a local anesthesia injection prior to related surgical procedure that they will also perform, the 
Time Out is conducted prior to the injection and includes both the injection and the surgical procedure verification.

c c

7j)   If the surgeon is not in continuous attendance with the patient after the injection, 2 Time Outs must occur - 1 Time Out 
with at least one additional healthcare provider prior to the injection; 1 Time Out just prior to the surgical procedure with 
the full team.

c c

For procedures involving localization of the spine

7k)  A Time Out is performed just prior to incision that includes procedure, level and laterality, if applicable.                  n/a c c c

7l)   Following incision and exposure of the vertebrae, a fixed anatomic structure is marked with a radiopaque             n/a c 
instrument/marker.

c c

7m) Correct placement is confirmed by intraoperative imaging (unless pre-existing landmarks are obvious                  n/a c 
and sufficient).

c c

7n)  If the surgeon is unable to get convincing accuracy with localization, there should be a mechanism of                   n/a c 
escalation to get assistance from a hospital radiologist.

c c

7o)  When a radiology consultation is used, review of films should take place with the direct and simultaneous            n/a c 
involvement of a radiologist and surgeon/proceduralist.

c c

7p)  Radiopaque instrument/marker should remain visible to surgeon throughout the case or a durable mark               n/a c 
or marker should be placed at the correct level prior to removal of the radiopaque instrument/marker. 

c c

7q)  A pause is conducted before executing the procedure to identify the marked level on the image, verbalize            n/a c 
the level and confirm against source documents.

c c
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6b)  A preformatted whiteboard, or other standardized, preformatted record, is in place to track the presence, location, type 
and number of tucked and packed items.

c c

Labels

6c)  The process for generating a specimen label minimizes manual transcription (electronically generated labels with 
specimen source are preferred).

c c

6d)  The process for generating a specimen label produces only as many labels as are needed. c c

6e)  Labels include, at a minimum, two patient identifiers and an anatomic source (if applicable). c c

6f)   Specimen labels are generated in close proximity to specimen procurement both in relation to physical space (i.e., label 
printers are in every procedure room) and time (labels are generated just prior to when they are placed on the specimen 
container). 

c c

Specimen containers

6g)  Pathology specimen containers have visual cues to make them more recognizable in the environment (e.g., all surgical 
specimens have a colored lid and/or colored specimen label).

c c

Implants

6h)  Whenever possible, only the implant needed for the case is in the procedure room. c c

6i)   If the surgeon requests more than one option, as soon as a decision is made on the correct implant for the case, 
additional implants are placed out of sight in a pre-designated area.

c c

6j)   If a cart is in the procedure room with multiple implants, ideally only the cart with the correct side implants (L vs. R) is 
in the room. If carts are not able to be separated (L vs. R) due to storage or other issues, left and right components are 
clearly separated and labeled on the cart.

c c

Time Out
7a)  Time Outs for any invasive procedure include the person performing the procedure AND at least one other health care 

provider trained in the Time Out process.
c c

7b)  The 5 steps of the Time Out are conducted just prior to the procedure being performed. c c

7c)  The person performing the procedure initiates the Time Out (calls the team together). c c

7d)  All other activity ceases. c c

7e)  Designated staff (e.g. nurse, tech), other than the person performing the procedure verbally reads patient name, 
procedure and procedure site from the informed consent that has been previously verified.

c c

7f)   Designated staff (ie.g, nurse, tech), other than the person performing the procedure locates and verbally confirms 
visualization of the site mark, if applicable, and states where it is located.

c c

7g)  For departments without a separate pre-procedure area where patient verification is performed (e.g., bedside, ED), 
during the Time Out, staff also verify patient identity with 2 identifiers involving the patient if able to participate.

c c

7h)  Person performing the procedure states procedure including side/site from memory. c c

7i)   If the surgeon is performing a local anesthesia injection prior to related surgical procedure that they will also perform, the 
Time Out is conducted prior to the injection and includes both the injection and the surgical procedure verification.

c c

7j)   If the surgeon is not in continuous attendance with the patient after the injection, 2 Time Outs must occur - 1 Time Out 
with at least one additional healthcare provider prior to the injection; 1 Time Out just prior to the surgical procedure with 
the full team.

c c

For procedures involving localization of the spine

7k)  A Time Out is performed just prior to incision that includes procedure, level and laterality, if applicable.                  n/a c c c

7l)   Following incision and exposure of the vertebrae, a fixed anatomic structure is marked with a radiopaque             n/a c 
instrument/marker.

c c

7m) Correct placement is confirmed by intraoperative imaging (unless pre-existing landmarks are obvious                  n/a c 
and sufficient).

c c

7n)  If the surgeon is unable to get convincing accuracy with localization, there should be a mechanism of                   n/a c 
escalation to get assistance from a hospital radiologist.

c c

7o)  When a radiology consultation is used, review of films should take place with the direct and simultaneous            n/a c 
involvement of a radiologist and surgeon/proceduralist.

c c

7p)  Radiopaque instrument/marker should remain visible to surgeon throughout the case or a durable mark               n/a c 
or marker should be placed at the correct level prior to removal of the radiopaque instrument/marker. 

c c

7q)  A pause is conducted before executing the procedure to identify the marked level on the image, verbalize            n/a c 
the level and confirm against source documents.

c c

Audit Questions Yes No

During the case
8a)  Only radiopaque, counted items are used as tucked or packed items (towels must also be radiopaque if used for 

tucking).
c c

8b)  If radiopaque options are not available (a radiopaque option has not yet been created vs. not available in the hospital) 
for packing, the item has a tail or other visible indicator.

c c

8c)  A preformatted whiteboard, or other standardized, preformatted record, is used to track the presence, location, type and 
number of tucked and packed items.

c c

8d)  The surgeon verbally communicates placement, location, type and number of any item(s) placed during the procedure 
intended to be removed before (tucked items) or after (packed items) the end of the procedure.

c c

8e)  The circulator or scrub verbally confirms that a tucked or packed item has been palced. c c

8f)   Placement, location, type and number of tucked or packed items are tracked on the whiteboard or tracking sheet. c c

8g)  The organization requires that sponges/soft goods (include soft goods used for packing/tucking) are the only soft goods 
present in the surgical field and are the only soft goods placed in patient during or at the end of the procedure.

c c

Accounting for items being intact

8h)  The scrub visually inspects equipment/devices used during the procedure prior to hand-off to surgeon/proceduralist and 
upon receiving equipment/device from surgeon/proceduralist.

c c

8i)   There is a process in place (e.g., picture/image library) for providing a reference to confirm the intactness of items 
identified by the organization as higher risk for breaking or retaining a component part of the item.

c c

Accounting for specimens

8j)   As specimens are procured, the surgeon/proceduralist verbally communicates to the team: 
• Type of specimen/anatomic designation
• Handling instructions
• Type of testing needed for the specimen
• Any special needs (e.g., inked margin examination, research protocol)

c c

8k)  The circulator verbally confirms (read back) the specimen and handling instructions. c c

8l)   Specimen containers are labeled as the specimen is placed in the container rather than before specimen is placed in 
container.

c c

8m) Procured specimens are visualized by two trained clinical professionals (e.g., scrub and circulator) at the time of 
procurement, labeling, and placement in container to ensure:

• Label is correct 
• Label matches patient identification information
• Tissue is in container
• Correct number of specimens are in container
• Correct order has been placed

c c

Accounting for correct implant

8n)  During selection of implant from case cart, correct implant is verified against source documents such as the implant 
request form.

c c

8o)  The implant is introduced to the sterile field by the circulator nurse who completes verification of the implant against 
source documents.

Note: The vendor does not introduce the implant to the sterile field. The vendor can provide advice but any handling of the 
device is performed by the procedural team. 

c c

8p)  When opening the implant to the sterile field, verification of correct implant includes: 
• Confirming the implant packaging against source documents, such as the implant request form
• Reading aloud the implant information from the packaging, including laterality if applicable
• Confirming implant expiration date
• Showing the packaging information to the surgeon

c c

End of case
Tucked and packed items

9a)  A standardized process, and clearly assigned responsibilities, is in place for the removal of any tucked items listed on 
the whiteboard or count sheet prior to the end of the procedure.

c c

9b)  The person responsible for removal of tucked item(s) removes the item(s) and tracks removal. c c

9c)  A reconciliation process is in place for any discrepancies noted before, during, or after the procedure. c c
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9d)  An order is written by the physician for packing removal, indicating; type, number, and location of packed item(s), and 
instructions, including timing, or conditions that need to be met, for removal.

c c

9e)  A formalized process is in place, with clearly assigned responsibility, for documenting, verifying and communicating 
placement and removal of throat packs, bite blocks, corneal shields, and other similar items.

c c

Debrief
10a)  A debrief is performed by procedure team before provider leaves the room. c c

10b)  Surgeons/proceduralists are engaged in the development of the briefing process and elements covered during the 
briefing process.

c c

10c)  The debrief includes at minimum: 
• The presence of packed items, and plan for communication to the next phase of care, is reviewed.  
• All specimens and orders are accounted for prior to clearing and cleaning the designated specimen area. 

 
Note: Other items to consider:

- Verify procedure performed
- Pre-op diagnosis/Post-op diagnosis
- Verification of wound class
- Verification of Foley catheter
- Verify spine level
- All tissue levels closed or loosely closed
- Opportunities for improvement verified
- Post-op note completion

c c

10d)  A reconciliation process is in place for any specimen discrepancies noted before, during, or after the procedure. c c

Clean sweep/room survey
11a)  All extra unused labels and unused labeled containers are discarded prior to next case. c c

Communication of packed items
12a)  The presence of packed items is communicated to the next caregiver, including verbally communicating the presence 

of packed items during hand-off.
c c

12b)  Orders/instructions for removal of packed items are made available to staff responsible for removal of items prior to 
discharge (i.e., readily accessible to staff in EHR).

c c

12c)   A standardized process, and clear accountability, is in place for removal of the item post- procedure. For example: A 
flag is placed in the medical record, visible across departments, and is present until the packing is removed.

c c

Recovery/PACU
13a)  Responsibility is assigned to document the presence of packed items and communicate this information during hand-

off from post-procedure staff to the floor, if applicable.
c c

13b)  Patients/families are educated post-procedure on expectations for removal of any items intentionally and temporarily 
retained.

c c

13c)  Responsibility is assigned to communicate the presence of packed materials to follow-up provider for removal of 
packing after discharge, if applicable (e.g., discharge instructions, patient information card, flag in EHR). 

c c
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