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A 000 | INITIAL COMMENTS A 000

The following represents the findings of the
California Department of Public Health during a
Complaint Validation Survey from 3/13/2023 to
3/17/2023. Complaint number CA00829585.

The census on 3/13/2023 was 75. The total
number of patients sampled was 12.

Representing the California Department of Public
Health:

Health Facilities Evaluator Nurse, 39421
Health Facilities Evaluator Nurse, 31794

A0528- 483.26 Radiologic Services- COP was not
met.

A 528 RADIOLOGIC SERVICES A 528
CFR(s): 482.26

The hospital must maintain, or have-available,
diagnostic radiological services. |ftherapeutic
services are also provided, they, as well as the |
diagnostic services, must meet professionally | i
approved standards for safety and personnel
qualifications. e

This CONDITION is not met as evidenced by:
Based on observation, interview, and available
record review the hospital failed to provide
radiologic services in a safe manner as
evidenced by:

1. Two hospital personnel (one Registered Nurse | agpg | Finding#1
and one Patient Care Technician) entered Zone Immediate Actions
Il with an Intensive Care Patient (ICU) on a 1. The Magnetic Resonance Imaging | 2/23/23
ferromagnetic bed and were left unsupervised by (MRI) suite was placed on lock down
MRI personnel. non-MRI (Magnetic Resonance QI % ,after the event, including entrance to
Imaging) personnel while two staff (one - //?/% ne V. M_RI magnet was
registered Nurse , RN 1 and one Patient Care ﬂ()c, on-gperational following the event.

f

! |
LABORATORY DIRECTOR'S OR PROVIDER/SUPPLIER REPRESENTATIVE'S SIGNATURE TITLE
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Any deficiency statement ending with an asterisk (*) denotes a deficiency which the institution may be excuéed from c'orrecting providing it is determined that
other safeguards provide sufficient protection to the patients. (See instructions.) Except for nursing homes, the findings stated above are disclosable 90 days

following the date of survey whether or not a plan of correction is provided. For nursing homes, the above findings and plans of correction are disclosable 14

days following the date these documents are made available to the facility. If deficiencies are cited, an approved plan of correction is requisite to continued
program participation.
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A 528 | Continued From page 1

Assistant, PCT 1) and an one patient (P1) were in
the Zone Il of the MR area.

2. The entrance door to the Magnetic Room
(Zone 1V) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone 111, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone lll for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench ("in MRI,
quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRI magnetin a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI Safety
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines.

8. The required screening of one patient and two
non-MRI personnel was not performed in

i

0

|
i

A 528 Finding #1 (continued)

2. Multidisciplinary team met to review | 2/23/23
and evaluate the MRI Safety
Guidelines (RAD 13.08) of safety
practices in the MRI area, including
review of staff education and training
materials to identify improvement
opportunities. These opportunities ;
included the following: |

a. MRI Safety Guidelines RAD 13.08
|+ Align better with American College

of Radiology (ACR) Manual on MR
Safety 2020.

* Include additional MRI safety
measures and workflows to ensure
patient and staff safety.

* Include Magnetic Resonance
Medical Director (MRMDY), Magnetic
Resconance Safety Officer (MRSO), and
Magnetic Resonance Safety Expert
(MRSE) roles and responsibilities.

b. Staff education and training |
materials ‘ ]

+ Add simulation of Rapid Response
and Code Blue drills from Zone IV to
Zone ||, practicing calling for
help/getting emergent assistance f

+ Add orientation for non-MRI
staff/providers to include safety
practices review including MRI Safety
Screening Questionnaire occurring in
Zone |, gauss line provisions, waiting
for direction to enter Zone il or IV from
MRI technologist, and non-MRI staff
remaining in direct line of sight of MRI
staff.

i

|
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A 528 Continued From page 1 . A528Finding #1 (continued)
Assistant, PCT 1) and an one patient (P1) were in | 3. Multidisciplinary team consulted with | 2/23/23
the Zone Il of the MR area. ! Clinical Technology and General Electric
2. The entrance door to the Magnetic Room (GE) to confirm environmental safety of
(Zone 1V) was left opened. MRI area.
3. The MRI safety alarm system, (called a. Clinical Technologists and facility 2/23/23
Ferroguard, a wall mounted metal detector that Engineers evaluated the MRI machine
provides a clear, simple, early warning of risk initially to verify environmental safety,
items approaching the magnet room, together including ensuring appropriate oxygen
with lowest audible alarm rates), located aneither levels, validating absence of helium,
side of the entrance to Zone IV (area where the confirming magnet quenching,
magnet is located) did not function when the : guaranteeing safe removal of the hospita
hospital bed as pulled through the entrance to | Ibed, and allowing the magnet to defrost.
Zone IV. A « Facility Engineers assessed the
4. The RN, PCT, and patient were not screened | oxygen sensing device in Zone IV and
prior to entering Zone IlI, in accordance with the noted that it was not triggered during the
hospitals policy and procedure regarding | event which indicated that appropriate |
screening. g ,
5. The RN was level Il MR safety trained and 5 Oxygginnilggle%'gsf?n%?gzties'?}eviewed the
continued to move the patient in an ICU bed into magnet monitor logs and noted that, at
Zone 'IV (grea where magnet is !ocated)Achhout 1 approximately 8:00 am on the day of the
stopping in Zone Il for a second screening and | event. the data showed the magnet
tgag/stfeglring patient to non-Ferromagnetic E press,ure went from 1.5 psi to 0 psi which,
ed/table. e . ; ! .
6. The MRI technician did not quench ("in MRI, f;\) ml\(;;dR?d with t{\eTr};ospltal beq lmtpe;ctmg
guenching refers to rapid expulsion of the liquid e magng - 'hen approximately an
cryogen used to maintain the MRI magnet in a f hour later at 9:00 am, tﬁ‘e helloum .
superconducting state") the Magnet duringan | pressure went from 94% to 0% which
emergency situation in accordance with the indicated the MRI magnet ramped itself
hospitals policy and procedure "MRI Safety down. ,
Guidelines..." « Facility Engineers safely removed the
7. The hospital's policy and procedure did not hospital bed after verifying the quench of
include MRMD and MRSO required MR safety the MRI magnet. ‘ _
training in their policy and procedure "MRI Safety | b. Clinical Technologists continued the | 2/24/23
Guidelines..." and as referenced in the Academy | evaluation of the MRI machine to |
of Radiology MR Safety Guide as referenced in determine the extent of the damage
their policy and procedure for MRI safety | related to the event, including
Guidelines. ! determining the list of parts needed for
8. The required screening of one patient and two repair.
non-MRI personnel was not performed in
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Zone V.

screening.

bed/table.

Guidelines..."

Guidelines.

A 528 Continued From page 1

Assistant, PCT 1) and an one patient (P1) were in Systemic Actions
the Zone Ill of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to

4. The RN, PCT, and patient were not screened
prior to entering Zone 11, in accordance with the
hospitals policy and procedure regarding

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone Il for a second screening and

transferring patient to non-Ferromagnetic

6. The MRI technician did not quench ("in MR,
quenching refers to rapid expuilsion of the liquid
cryogen used to maintain the MRl magnetin a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety

7. The hospital's policy and procedure did not

include MRMD and MRSO required MR safety |
training in their policy and procedure "MRI Safety |
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in
their policy and procedure for MRI safety

8. The required screening of one patient and two
non-MRI personnel was not performed in

' A528 Finding #1 (continued)

Zone lll.

MRI personnel.

replacement.

1 for operation.

c. Door to Zone IV must be closed at all
times, except when entering or exiting or
| participating in patient care. In addition,
patients must remain in line of sight or
under immediate supervision of a Level 2

b. Physicist performed a Post Quench
System Performance Evaluation and i
certified that the MRI magnet passed. }

c¢. The MRI machine is scheduled to be | 5/30/23
opened for patient diagnostic imaging. }

1. Kaiser Permanente (KP) Learn {online| 3/06/23
i education system) MRI Safety learning
i module assigned to all active MR staff.
! 2. All active MR staff were re-educated | 3/21/23
on the MRI Safety Guidelines policy. The
importance of the following safety i
measures was reviewed and reinforced
with staff to ensure patient and staff
safety during MRI diagnostic visit.

a. Patients and staff must be screened
using MRI Safety Screening
Questionnaire in Zone Il (room 1N96).

b. Patients and staff must remain in line |
of sight or under immediate supervision of
a Level 2 MRI personnel, and wanded in

3. Clinical Technology Engineers and GE! 4/13/23
staff sourced the MRI parts needed for
repair. However, Supply Chain shortages
led to difficulties in securing the actual
parts of the magnet, resulting delay in

a. Clinical Technology Engineer 4/14/23
completed MRI corrective service and
calibrations, and cleared the MRI magnet\

4117123
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A 528 Continued From page 1 . AB528 1Finding #1 (continued)
Assistant, PCT 1) and an one patient (P1) were in | . d. The MRI Safety Guidelines policy 5/8/23
the Zone (Il of the MR area. was updated to include better alignment
2. The entrance door to the Magnetic Room \with the ACR Manual on MR Safety
(Zone 1V) was left opened. | 12020, additional MRI safety measures
3. The MRI safety alarm system, (called and workflows, and MRMD, MRSO, and
Ferroguard, a wall mounted metal detector that | MRSE roles and responsibilities.
provides a clear, simple, early warning of risk Moreover, these policy additions were
items approaching the magnet room, together | made to directly impact patient safety

with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the

magnet is located) did not function when the these two new patient safety workflows:
hospital bed as pulled through the entrance to | ~« MRI Patient Safety Checklist

Zone IV. ‘ |+ MRI Safety Stop
4. The RN, PCT, and patient were not screened | 4. Reinforce accountability of MRI 5/12/23
prior to entering Zone lll, in accordance with the leadership to review and investigate all

hospitals policy and procedure regarding near misses and appropriate corrective

screening. . actions instituted in a timely manner
5. The RN was level Il MR safety trained and with staff participation.

continued to move the patient in an ICU bed into . .
Zone IV (area where magnet is located) without g'afi\gglriigéoskﬁtitsstt:ﬁ??: :SC; \r’éiilg)sl 5/12/23

stopping in Zone !l| for a second screening and

through heightening awareness of staff
safety practices and implementation of

. ) ; { to include direct observations of staff

g:g/stx;ebrlréng patient to non-Ferromagnetic safety practices, solicit staff feedback,

6. The MR! technician did not quench ("in MRI, and promote staff engagement. ,
quenching refers to rapid expulsion of the liquid | 6. Initial orientation for all new MRl staff | Ongoing
cryogen used to maintain the MRI magnetina | to include education on MRI Safety

superconducting state") the Magnet during an Guidelines, mcludmg supervision of i
emergency situation in accordance with the non-MRI personnel in Zone Ill. * '
hospitals policy and procedure "MRI Safety 7. Part-time/per diem and staff on leave t Ongoing
Guidelines..." s of absence (LOA) to complete the

7. The hospital's policy and procedure did not required training prior to participating in |

include MRMD and MRSO required MR safety patient care duties.

training in their policy and procedure "MRI| Safety o

Guidelines..." and as referenced in the Academy Monitoring 5

of Radiology MRI Safety Guide as referenced in | 1. Monitor completion of active MRI | 8/31/23
their policy and procedure for MRI safety staff re-education regarding MRI| Safety

Guidelines. Guidelines policy until 100% completion.

8. The required screening of one patient and two

non-MRI personnel was not performed in ;
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A 528 Continued From page 1 i A 528 Finding #1 (continued)
Assistant, PCT 1) and an one patient (P1) were in 2. Completion of 30 direct observational | 8/31/23
the Zone Il of the MR area. i' audits confirming supervision of non-MRI
2. The entrance door to the Magnetic Room personnel in Zone 11
(Zone 1V) was left opened. 3. Monitor completion of MRI Safety 8/31/23
3. The MR safety alarm system, (called Checklist monthly through 30 audits
Ferroguard, a wall mounted metal detector that | monthly.
provides a clear_, simple, early warning of risk 4. Completion of 30 monthly direct 8/31/23
items approaching the magnet room, together observational audits for correct use of
with lowest audible alarm rates), located oneither MRI Safety Stop.
side of the entrance to Zone IV (area where the 5. Data to be reported monthly to the MRl 9/30/23
magnet is located) did not function when the f Safety Committee (MRISC) and Quality
hospital bed as pulled through the entrance to Management Committee (QMC) which
Zone IV. _ reports to the Medical Executive
4. The RN, PCT, and patient were not screened Committee (MEC), until the target is met
prior to entering Zone i, in accordance with the for 4 consecutive months.
hospitals policy and procedure regarding 6. For sustainability after reporting target, Ongoing
screening. . is met, ongoing compliance to be
5. The RN was level Il MR safety trained and reported quarterly to the MRI leadership
continued to move the patient in an ICU bed into MRISC. QMC. and MEC ’

Zone IV (area where magnet is located) without
stopping in Zone Il for a second screening and

transferring patient to non-Ferromagnetic Responsible Person/Parties

bed/table 1. Senior Vice President/Hospital
6. The MRI technician did not quench (“in MRI, | ’z\d{:"r'{.“?tr?tgtr .
quenching refers to rapid expulsion of the liquid - Lhiet ot ota

cryogen used to maintain the MRl magnet in a
superconducting state") the Magnet during an *'
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI Safety
Guidelines..." and as referenced in the Academy
of Radiology MR! Safety Guide as referenced in
their policy and procedure for MRI safety

Guidelines.
8. The required screening of one patient and two
| non-MRI personnel was not performed in
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A 5281 Continued From page 1 . A528
Assistant, PCT 1) and an one patient (P1) were in |
the Zone Il of the MR area. o
2. The entrance door to the Magnetic Room A528 |Finding#2
(Zone IV) was left opened. Immediate Actions
3. The MR safety alarm system, (called 1. The MRI suite was placed on lock 2/23/23
Ferroguard, a wall mounted metal detector that down after the event, including entrance
provides a clear, simple, early warning of risk to Zone IV. MRI magnet was
items approaching the magnet room, together non-operational following the event.
with lowest audible alarm rates), located oneither 2. Multidisciplinary team met to review | 2/23/23
side of the entrance to Zone |V (area where the and evaluate the MRI Safety Guidelines
magnet is located) did not function when the of safety practices in the MRI area,
hospital bed as pulled through the entranceto | including review of staff education and
Zone IV, training materials to identify improvement
4. The RN, PCT, and patient were not screened | opportunities. These opportunities
prior to entering Zone 111, in accordance with the included the following:
hospitals policy and procedure regarding 1 a. MRI Safety Guidelines
screening. ) | » Align better with ACR Manual on MR
5. The RN was level Il MR safety trained and | Safety 2020.
continued to move the patient in an ICU bed into « Include additional MRI safety
Zone |V (area where magnet is located) without

S ) measures and workflows to ensure
stopping in Zone 1lI for a second screening and

) A . ‘ patient and staff safety.
g:g/st;eglrel!ng patient to non-Ferromagnetic « Include MRMD, MRSO, and MRSE

6. The MRI technician did not quench ("in MRI, | roles and responsibilities.

h . : N b. Staff education and training materials
quenching refers to rapid expulsion of the liquid - Add simulation of Rapid Response
cryogen used to maintain the MRI magnet in a and Code Blue drills from Zone IV to
superconducting state") the Magnet during an Zone II. practicing calling for help/gettin
emergency situation in accordance with the 0 ' P cing 9 prgeting
hospitals policy and procedure "MRI Safety | ente’g\%zné;:rs]gt?onﬁ?m ConMR
Guidelines..." : ) ) 3 ,

7. The hospital's policy and procedure did not | staff/providers to include safety practices
include MRMD and MRSO required MR safety review including MRI Safety Screening
training in their policy and procedure "MRI Safety Questionnaire occurring in Zone I,
Guidelines..." and as referenced in the Academy gauss line provisions, waiting for

of Radiology MRI Safety Guide as referenced in direction to enter Zone lIl or IV from MRI |
their policy and procedure for MRI safety technologist, and non-MR staff remaining
Guidelines. in direct line of sight of MRI staff.

8. The required screening of one patient and two

non-MRI personnel was not performed in ‘
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- Continued From page 1
| Assistant, PCT 1) and an one patient (P1) were in

the Zone Il of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called

Ferroguard, a wall mounted metal detector that

provides a clear, simple, early warning of risk

items approaching the magnet room, together
with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the

magnet is located) did not function when the

hospital bed as pulled through the entrance to

Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone lll, in accordance with the

hospitals policy and procedure regarding
screening.
5. The RN was level Il MR safety trained and

continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone Il for a second screening and

transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench ("in MR,
quenching refers to rapid expulsion of the fiquid
cryogen used to maintain the MRl magnet in a
superconducting state") the Magnet during an

emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not

include MRMD and MRSO required MR safety
training in their policy and procedure "MRI Safety
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in

their policy and procedure for MRI safety
Guidelines.

8. The required screening of one patient and two

non-MRI personnel was not performed in

|
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i Finding #2 (continued
A528 g#2 ( )

A528| 3 Multidisciplinary team consulted with | 2/23/23

Clinical Technology and GE to confirm
environmental safety of MRI area.

a. Clinical Technologists and facility 2/23/23
Engineers evaluated the MRI machine
initially to verify environmental safety,
including ensuring appropriate oxygen
levels, validating absence of helium,
confirming magnet quenching,
guaranteeing safe removal of the
hospital bed, and allowing the magnet to
defrost.
|« Facility Engineers assessed the |
| oxygen sensing device in Zone IV and |

noted that it was not triggered during the |
event which indicated that appropriate |
oxygen level was present.

+ Clinical Technologist reviewed the
magnet monitor logs and noted that, at
approximately 8:00 am on the day of the
event, the data showed the magnet
pressure went from 1.5 psi to 0 psi which
coincided with the hospital bed
impacting the MRI magnet. Then
approximately an hour later at 9:00 am,
the helium pressure went from 94% to
0% which indicated the MRI magnet
ramped itself down.

- Facility Engineers safely removed
the hospital bed after verifying the
qguench of the MRI magnet.

b. Clinical Technologists continued the | 2/24/23
evaluation of the MRI machine to
determine the extent of the damage
related to the event, including
determining the list of parts needed for
repair.
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Finding #2 (continued
A 528 Con'tinued From page 1 A 528 Systg?\iﬁ A(ct?ons )
! Assistant, PCT 1) and an one patient (P1) were in 1. KP Learn 2023 MRI Safety learning 3/06/23
| the Zone Il of the MR area. ‘ | module assigned to all active MRI staff.
2. The entrance door to the Magnetic Room 2. All active MRI staff were re-educated | 3/21/23
 (Zone V) was left opened. on the MRI Safety Guidelines policy,
3. The MRI safety alarm system, (called including entrance door to Zone IV to be
Ferrgguard, a wallimounted metal c{etectq that kept closed, except when transporting
provxdes a clea(, simple, early warning of risk patient in and out of Zone IV
items approachgg;g thf magnet room, together accompanied by MRI technologist or
w_lth lowest audible alarm rates), located oneither when MR staff are providing patient
side of the entrance to Zone IV (area where the | e
. h ) g care within Zone IV per ACR Manual on
magnet is located) did not function when the | MR Safety 2020 (p. 25). In addition, th
| hospital bed as pulled through the entrance to | : atety (P - N addition, the
 Zone IV, | importance of the followrng safgty
| 4. The RN, PCT, and patient were not screened | measures was rev;ewe'd and reinforced
prior to entering Zone 11, in accordance with the with staff t‘o ensure patlent .and. gtaff
hospitals policy and procedure regarding safeéy during MRI diagnostic visit.
screening. | a. atients and staff mu§t be screened
5. The RN was level || MR safety trained and using MRI Safety Screening
continued to move the patient in an ICU bed into | Questionnaire in Zone Il (room 1N96).
Zone IV (area where magnet is located) without | b. Patients and staff must remain in
stopping in Zone IIl for a second screening and line of sight or under immediate |
transferring patient to non-Ferromagnetic | Suzervlsgndo_f aZLevelIHZ MRI personnel,
bed/table. | and wanded in Zone 11
6. The MRI technician did not quench (“in MRI, | | c. Door to Zone IV must be closed at
quenching refers to rapid expulsion of the liquid | all times, except when entering or
cryogen used to maintain the MRl magnet in a f eXltl.r{g or partlmpatmg in patl_en.t care. In
superconducting state") the Magnet during an i addition, patients must remain in line of
emergency situation in accordance with the sight or under immediate supervision of
hospitals policy and procedure "MRI Safety a Level 2 MRI personnel.
Guidelines..." ‘; 3. Created MRI Safety Checklist visual | 4/07/23
7. The hospital's policy and procedure did not 5 aid to ensure all aspects of MRI Safety
include MRMD and MRSO required MR safety Guidelines policy are consistently
training in their policy and procedure "MRI Safety | followed, including validating Zone 1V
Guidelines..." and as referenced in the Academy ’ door is closed prior to allowing entry of
of Radiology MRI Safety Guide as referenced in | staff and patient to Zone llI.
their policy and procedure for MRI safety {
Guidelines. |
8. The required screening of one patient and two
non-MRI personnel was not performed in |
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A 528 Continued From page 1 | A 528/ Finding #2 (continued)
Assistant, PCT 1) and an one patient (P1) were in 4. Training for active MRI staff was 4/14/23
the Zone IIl of the MR area. f completed on the following: _
2. The entrance door to the Magnetic Room | t akRe-ethC:tlontregardirlm\g} r?qwr(;emter}}
Zone 1V) was left opened. 0 keep the qoor to Zone [V closed at a
g. The M)Rl safety alarm system, (called times, with the exception of transporting
Ferroguard, a wall mounted metal detector that a patient in and out of Zone IV or when
provides a clear, simple, early warning of risk MRI staff are providing patient care wuthnh
items approaching the magnet room, together Zone V. o
with lowest audible alarm rates), located oneither | b. All aspects of MRI Safety Guidelines
side of the entrance to Zone IV (area where the | policy are consistently followed, including
magnet is located) did not function when the keeping the door closed to Zone IV
hospital bed as pulled through the entrance to | c. Completion of MRI Safety Checklist
Zone V. 5. Initial orientation for all new MRI staff | Ongoing
4. The RN, PCT, and patient were not screened to include education on MRI Safety
prior to entering Zone 1lI, in accordance with the Guidelines, annual online MRI Safety
hospitals policy and procedure regarding Learning Module and MRI Safety
screening. ‘ Checklist.
5. The RN was level Il MR safety trained and 6. Part-time/per diem and staff on leave | Ongoing
continued to move the patient in an ICU bed into to be re-educated on MRI Safety
Zone |V (area where magnet is located) without Guidelines, annual online MR Safety
stopping.in Zong Il for a second screenAing and Learning Module, and MRI Safety
transferring patient to non-Ferromagnetic Checklist prior to participating in patient
bed/table. care duties.
6. The MRI technician did not quench ("in MRI,
quenching refers to rapid expulsion of the liquid Monitoring
d to maintain the MRI magnet in a . : ;
cryogen u;e i staten the Maanet dur 1. Monitor completion of active MRI staff| 8/31/23
S Sitlation & ) e it re-education regarding requirement to
ﬁ?eri?aigcyoli[cuaalr?dn Irr]o?:‘;dure "MRI Safete keep the door to Zone 1V closed at all
Gu?gelineg oy P y times, with the exception of transporting
7. The hospital's policy and procedure did not la\aﬂgellt»?n;fm and O\%.Of Zontcleel\{ O;:;hv(:i?hi
include MRMD and MRSO required MR safety | 7 S‘\a/ aﬁ %%o/' ing pal It'n ¢ k
training in their policy and procedure "MR| Safety | 2086 lurtn f3<6c;c_>mpte ';n‘ tional | 8/31/23
Guidelines..." and as referenced in the Academy | - -omple '?‘n ° f rec g sel;vazlona
of Radiology MRI Safety Guide as referenced in | audits monthly confirming door to Zone
their policy and procedure for MRI safety | IV is kept closed with the exception of
Guidelines. ; transporting a patient in and qu? of Zoqe
8. The required screening of one patient and two IV or when MRI staff are providing patient
non-MRI personnel was not performed in care within Zone IV.
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Assistant, PCT 1) and an one patient (P1)

the Zone Il of the MR area.

2. The entrance door to the Magnetic Room |
' (Zone IV) was left opened. |
i 3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk

were in

items approaching the magnet room, together

with lowest audible alarm rates), located oneither |
side of the entrance to Zone IV (area where the |
magnet is located) did not function when the |

hospital bed as pulled through the entrance to

Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone llI, in accordance with the

hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into

Zone IV (area where magnet is located) without |

stopping in Zone Ili for a second screening and
transferring patient to non-Ferromagnetic

bed/table.

6. The MRI technician did not quench ("in MR,
quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRI magnet in a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety

Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI Safety
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in

their policy and procedure for MRI safety
Guidelines.

i

8. The required screening of one patient and two }

non-MRi personnel was not performed in
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A 5281 Continued From page 1 A 528 Finding #2 (continued)

3. Monitor completion of MRI Safety 8/31/23
Checklist monthly through 30 audits
monthly.

i 4. Data to be reported monthly to 9/30/23
MRISC and QMC which reports to
MEC, until the target is met for 4
consecutive months.

5. For sustainability after reporting Ongoing
target is met, ongoing compliance to
be reported quarterly to the MRI
leadership, MRISC, QMC, and MEC.

Responsible Person/Parties

1. Senior Vice President/Hospital
Administrator

2. Chief of Staff
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A 528 Continued From page 1 . AB28
Assistant, PCT 1) and an one patient (P1) were in |
the Zone Il of the MR area. |
2. The entrance door to the Magnetic Room ?
(Zone IV) was left opened. | -
3. The MRI safety alarm system, (called | A528 Finding #3
Ferroguard, a wall mounted metal detector that | Immediate Actions
provides a clear, simple, early warning of risk * |1. The MRI suite was placed on lock 2/23/23
items approaching the magnet room, together | down after the event, including entrance
with lowest audible alarm rates), located oneither | to Zone IV. MRI magnet was
side of the entrance to Zone IV (area where the | \non-operational following the event.
magnet is located) did not function when the | 12. Multidisciplinary team met to review | 2/23/23
hospital bed as pulled through the entrance to \and evaluate the MRI Safety Guidelines |
Zone IV. | of safety practices in the MRl area, ;
4. The RN, PCT, and patient were not screened including review of staff education and |
prior to entering Zone lIl, in accordance with the training materials to identify improvement
hospitals policy and procedure regarding | opportunities. These opportunities |
screening. included the following: |1
5. The RN was level Il MR safety trained and | a. MRI Safety Guidelines
continued to move the patient in an ICU bed into » Align better with ACR Manual on MR
Zone IV (area where magnet is located) without Safety 2020.
stopping in Zone Il for a second screening and | * Include additional MRI safety
transferring patient to non-Ferromagnetic measures and workflows to ensure
bed/table. ? patient and staff safety.
6. The MRI technician did not quench ("in MRI, | + Include MRMD, MRSO, and MRSE
quenching refers to rapid expulsion of the liquid | roles and responsibilities.
cryogen used to maintain the MRI magnetina | b. Staff education and training materials
superconducting state") the Magnet during an i « Add simulation of Rapid Response
emergency situation in accordance with the and Code Blue drills from Zone IV to
hospitals policy and procedure "MRI Safety ‘ Zone I, practicing calling for help/getting
Guidelines... : . emergent assistance
7. The hospital's policy and proqedure did not « Add orientation for non-MRI
include MRMD and MRSO required “,’,'R safety ; staff/providers to include safety practices
training in their policy arfld procedure "MRI Safety | review including MRI Safety Screening
Gfuédﬂ';gff”' l\?lg? Sa:f;? eéequzda'snrg’f: r‘icidgmy ; Questionnaire occurring in Zone 11, gauss
?heira olic g;nd rocedgre for MR| safet need in line provisions, waiting for direction to
Guideplineg P y enter Zone lil or IV from MRI N
8. The required screening of one patient and two } _tecdhnoltolglst, a;nc.i r;]?n-fMMRRsltatﬁ frfemamlng
| non-MRI personnel was not performed in | In direct fine of sight 0 statt.
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A 528 Continued From page 1

Assistant, PCT 1) and an one patient (P1) were in |
| the Zone Il of the MR area. |
2. The entrance door to the Magnetic Room

(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together

with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zane llI, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone [V (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.
6. The MRI technician did not quench ("in MRI, |
quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRl magnet in a F
superconducting state") the Magnet during an |
emergency situation in accordance with the |
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI Safety |
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines.

§ 8. The required screening of one patient and two
| non-MRI personnel was not performed in

|
|
|
|
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' Finding #3 (continued)

A 528 3. Multidisciplinary team consulted with | 2/23/23

Clinical Technology and GE to confirm
environmental safety of MRI area.

a. Clinical Technologists and facility 2/23/23
Engineers evaluated the MRI machine
initially to verify environmental safety,
including ensuring appropriate oxygen
levels, validating absence of helium, [
confirming magnet quenching,
guaranteeing safe removal of the
hospital bed, and allowing the magnet to
defrost.

« Facility Engineers assessed the |
oxygen sensing device in Zone [V and
noted that it was not triggered during the
event which indicated that appropriate
oxygen level was present. |

« Clinical Technologist reviewed the |
magnet monitor logs and noted that, at
approximately 8:00 am on the day of the
event, the data showed the magnet |
pressure went from 1.5 psi to 0 psi i
which coincided with the hospital bed
impacting the MRI magnet. Then
approximately an hour later at 9:00 am,
the helium pressure went from 94% to
0% which indicated the MRI magnet
ramped itself down.

« Facility Engineers safely removed
the hospital bed after verifying the
guench of the MRI magnet.

b. Clinical Technologists continued the | 2/24/23
evaluation of the MRI machine to
determine the extent of the damage
related to the event, including
determining the list of parts needed for
repair.

i
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. ! Finding #3 (continued
A 528 | Continued From page 1 A 528 9 #3 { )

4, Clinical Technology checked 2/23/23
Ferroguard device at the entrance to
Zone |V and confirmed it was
functional.

5. Multidisciplinary team rounded in the | 2/24/23
MRI area within 24 hours of the event
to assess staff understanding of
Ferroguard device, including the alarm
and response to alarms.

Assistant, PCT 1) and an one patient (P1) were in |
the Zone Ill of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called |
Ferroguard, a wall mounted metal detector that |
provides a clear, simple, early warning of risk
items approaching the magnet room, together v
with lowest audible alarm rates), located oneither |
side of the entrance to Zone IV (area where the

- ; ; | Systemic Actions
magnet is located) did not function when the :
hospital bed as pulled through the entrance to 1. All active MR staff were re-edgcated 3/21/23
Zone IV. on th_e MRI Safety Gundellne§ policy.
4. The RN, PCT, and patient were not screened The importance of.the foIIowmg‘ safety
prior to entering Zone llI, in accordance with the measures was revaewe.d and reinforced
hospitals policy and procedure regarding with staff to ensure patient and staff |
screening. safety QUnng MRI diagnostic visit.
5. The RN was level Il MR safety trained and a. Patients and staff must be _
continued to move the patient in an ICU bed into screened using MRI Safety Screening
Zone IV (area where magnet is located) without Questionnaire in Zone Il (room 1N96).
stopping in Zone Il for a second screening and | b. Patients and staff must remain in
transferring patient to non-Ferromagnetic ‘ line of sight or under immediate
bed/table. supervision of a Level 2 MRI
6. The MRI technician did not quench ("in MRI, personnel, and wanded in Zone lIl.
quenching refers to rapid expulsion of the liquid c. Door to Zone IV must be closed at
cryogen used to maintain the MRl magnet in a all times, except when entering or
superconducting state”) the Magnet during an exiting or participating in patient care.
emergency situation in accordance with the In addition, patients must remain in line
hospitals policy and procedure "MRI Safety of sight or under immediate supervision
Guidelines..." ‘ of a Level 2 MRI personnel.
7. The hospital's policy and procedure did not | 2. Metrasens Vendor was brought 3/27/23
include MRMD and MRSO required MR safety onsite to conduct in-person didactic
training in their policy and procedure "MRI Safety training and competency assessment
Guidelines..." and as referenced in the Academy for all active MR staff. |
of Radiology MRI Safety Guide as referenced in 3. Metrasens Vendor performed 13/30/23
their pO“CY and procedure for MR Safety preventative maintenance on
Guidelines. . _ Ferroguard device.
8. The required screening of one patient and two absence of ferrous objects.
non-MRI personnel was not performed in
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A'528 Continued From page 1  As2s Finding #3 (continued) ,
) . " 4. Initiated re-training of all active MRI | 3/27/23
@‘ngéirg'l Illjngt; ; aw?g :;\egée patient (P1) were in staff on the worlffloc\j/v of Ferroguard and
2. The entrance door to the Magnetic Room t;;iﬁggons required when an alarm
o R aato o= etom, (called 5. Training for MRI staff regarding MRI | 4/14/23
Ferroguard, a wall mounted metal detector that Safety Stop process that includes the
provides a clear, simple, early warning of risk following: _
items approaching the magnet room, together a. When Ferroguard Beacon displays
with lowest audible alarm rates), located oneither amber or red lights, perform an
side of the entrance to Zone IV (area where the additional direct visualization/tactile
magnet is located) did not function when the check
hospital bed as pulled through the entrance to b. If audible alarm sounds when
Zone V. entering Zone |V, stop and reverify
4. The RN, PCT, and patient were not screened absence of ferrous objects.
prior to entering Zone 1, in accordance with the 6. Training for all MRI staff regarding 4/14/23
hospitals policy and procedure regarding daily 3{1d V\t/e%'l:ly qualitfy c;)ntrgl (QC)
screening. according to the manufacturer’s
5. The RN was level Il MR safety trained and instruction for use (MIFU) and record
continued to move the patient in an ICU bed into result of pass or fail.
Zone IV {area where magnet is located) without a. The Magnetic Resonance Medical
stopping in Zone Hll for a second screening and | Director (MRMD), Magnetic Resonance
transferring patient to non-Ferromagnetic Safety Officer (MRSQ) and the Imaging
bed/table. | Services Director are immediatel
6. The MRI technician did not quench ("in MR, notified of all failures to assess ify
quenching refers to rapid expulsion of the liquid recalibration of the unit is needed.
cryogen used to maintain the MRl magnet in a 7. Demonstration, 4/14/23
superconducting state") the Magnet during an return-demonstration, and competency
emergency situation in accordance with the assessment of the QC process to be
goggitﬁls policy and procedure "MRI Safety completed by the Imaging Services
uidelines..." : :
7 The hosptals plcy and procedure i ot
include MRMD and MRSO required MR safety | the MR annual competency
training in their policy and procedure "MRI Safety 9. Initial orientation for all new MRI staff | Ongoing
Guidelines..." and as referenced in the Academy to include education on the above
of Radiology MRI Safety Guide as referenced in elements
tGhe}; plglicy and procedure for MRI safety 10. Part-time/per diem and staff on Ongoing
uidelines. ;
8. The required screening of one patient and two LOA t_o b? e@ucate:d prior to duti
non-MRI personnel was not performed in participating in patient care duties.
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A 528 ’ Continued From page 1 ; A 528 g/;gﬁ:tncg'lﬁg (continued)
I Assistant, PCT 1) and an one patient (P1) were in 1. Completion of 30 direct observational | 8/31/23
the Zone Ill of the MR area. . audits monthly for correct use of the
2. The entrance door to the Magnetic Room Ferroguard until 100% compliance.
éZOTr;wi'?\/A)R\?lzz;eetf; gfﬁg,leg‘ stem, (called 2. Monitoring of daily and weekly QC 8/31/23
| Ferro y : logs to ensure completion until 100%
i guard, a wall mounted Imetal deteotfor that | compliance
| provides a clear, simple, early warning of risk ’
items approaching the magnet room, together ; 3. Data to be reportec_j monthly to 9/30/23
with lowest audible alarm rates), located oneither | MRISC and QMC which reports to
side of the entrance to Zone IV (area where the | MEC, until the target is met for 4
magnet is located) did not function when the ] ZO';SGCUt“{[e,m%'f‘F?S- 4 " .
' hospital bed as pulled through the entrance to térgg’: iSsurSng‘annlglo)i/nz ggr;epﬁgn'gg 0 be Ongoing
Zone V. | '
4. The RN, PCT, and patient were not screened |  reported quarterly to the MRI
prior to entering Zone I, in accordance with the {leadership, MRISC, QMC, and MEC.
hospitals policy and procedure regarding R ble P Part
screening. esponsible Person/Parties
5. The RN was level Il MR safety trained and 1. Senior Vice President/Hospital
continued to move the patient in an ICU bed into Administrator
Zone |V (area where magnet is located) without 2. Chief of Staff
stopping in Zone llI for a second screening and
transferring patient to non-Ferromagnetic
bed/table.
6. The MRI technician did not quench ("in MR,
quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRl magnetina |
superconducting state") the Magnet during an |
emergency situation in accordance with the [
hospitals policy and procedure "MRI Safety ;
Guidelines..."
7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety ¢
training in their policy and procedure "MRI Safety |
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in |
their policy and procedure for MRI safety
Guidelines. |
8. The required screening of one patient and two
non-MRI personnel was not performed in
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A 528 Continued From page 1 ! A 528

Assistant, PCT 1) and an one patient (P1) were in
the Zone 1l of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone I, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone IlI for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench ("in MRI,
quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRl magnet in a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety

Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines.

non-MRI personnel was not performed in

training in their policy and procedure "MRI Safety

8. The required screening of one patient and two |

Finding #4
AS28 Immediate Actions
1. The MRI suite was placed on lock 2/23/23
down after the event, including entrance
to Zone IV. MRI magnet was
non-operational following the event.
2. Multidisciplinary team met to review 2/23/23
and evaluate the MRI Safety Guidelines
of safety practices in the MR ares,
| including review of staff education and
‘ training materials to identify improvement
opportunities. These opportunities
included the following:
\ a. MRI Safety Guidelines
! + Align better with ACR Manual on I\/IR
Safety 2020.

* Include additional MRI safety
measures and workflows to ensure
patient and staff safety.

+ Include MRMD, MRSO, and MRSE
roles and responsibilities.
; b. Staff education and training materials
; + Add simulation of Rapid Response
| and Code Blue drills from Zone IV to
} Zone 1, practicing calling for help/gettmg‘
| emergent assistance

i

{
{
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Assistant, PCT 1) and an one patient (P1) were in
the Zone il of the MR area.

2. The entrance door to the Magnetic Room
(Zone 1IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone IV,

4. The RN, PCT, and patient were not screened
prior to entering Zone [, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and |
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench ("in MR,
quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRl magnet in a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI Safety
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines.

8. The required screening of one patient and two
non-MRI personnel was not performed in

+ Add orientation for non-MRI
staff/providers to include safety
practices review including MRI Safety
Screening Questionnaire occurring in
Zone I, gauss line provisions, waiting
for direction to enter Zone Ill or IV from
MRI technologist, and non-MRI staff
remaining in direct line of sight of MR
staff.

Systemic Actions

1. All active MRI staff were re-educated
on the MRI Safety Guidelines policy.
The importance of the following safety
measures was reviewed and reinforced
with staff to ensure patient and staff
safety during MRI diagnostic visit.

a. Patients and staff must be
screened using MRI Safety Screening
Questionnaire in Zone Il (room 1N96).

b. Patients and staff must remain in
line of sight or under immediate

and wanded in Zone III.

c. Door to Zone IV must be closed at
all times, except when entering or
exiting or participating in patient care.
In addition, patients must remain in line
of sight or under immediate supervision
of a Level 2 MRI personnel.

2. The MR Safety Guidelines Policy
was revised to include that screening of
patients and staff would occur in Zone
Il (room 1N96) prior to entering Zone Il

a. Zone ll: Controlled access location
discussed with MRI Level 2 personnel
for consideration of potential/actual risk
of scanning.

supetrvision of a Level 2 MRI personnel, |

A. BUILDING COMPLETED
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A 528 | Continued From page 1 A528 g # ( )
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] 5’ Finding #4 (continued)

A528 | Continued From page 1 A528| b. Zone IlI: Restricted access area
Assistant, PCT 1) and an one patient (P1) were in where screening of MRI patients and
the Zone Il of the MR area. personnel continues and is finalized
(ZZThe entrance StOO" to fge Magnetic Room | under supervision by MRI technologists

| (Zone IV) was left opened. Lin preparation for entry into Zone IV.
3. The MRI safety alarm system, (called  « Will complete an MRI Screening
Ferrogual‘d, a wall mounted metal detector that Safety Questionnaire before being
provides a clear, simple, early warning of risk | allowed entrance into Zone IlI.
items approaching the magnet room, together | o Any “yes” answers will be
with lowest audible alarm rates), located oneither discussed with MRI Level 2 personnel
side of the entrance to Zone IV (area where the ' for consideration of potential/actual risk
magnet is located) did not function when the ' of scanning
hospital bed as pulled through the entrance to ; « Al Non-.MR! personnel needing to
Zone IV ‘:

X . 1 enter Zone |l must first complete an
501 o snfering Zone I i acoardance wih the MRI safety questionnaire that has been
hospitgls policy and procedure regarding .rzeovr;zv‘;leld by MR staff before entering
screening. . - .
5. The RN was level Il MR safety trained and oo atiefts and visitors will ot be.
continued to move the patient in an ICU bed into allowed In the area (Zone lll an
Zone IV (area where magnet is located) without IV) unless escorted and screened by an
stopping in Zone llI for a second screening and MR technologist, radiologist, or other
transferring patient to non-Ferromagnetic trained Level 2 MRI personnel.
bed/table. o All patlgnts having an MR!
6. The MRI technician did not quench ("in MR, procedure will complete and sign an
quenching refers to rapid expulsion of the liquid | MRI Safety Screening form before
cryogen used to maintain the MRI magnetina | being allowed into Zone |II. _
superconducting state") the Magnet during an 0 Any question answered “yes” will
emergency situation in accordance with the be investigated and resolved before the
hospitals policy and procedure "MRI Safety patient is allowed into Zone [Il.
Guidelines..." 3. Developed an MRI Safety Stop 3/29/23
7. The hospital's policy and procedure did not process which includes the following
include MRMD and MRSO required MR safety steps:
training in their policy and procedure "MRI Safety | a. Before proceeding to the Zone IV
Guidelines..." and as referenced in the Academy | door, confirm the following: absence of
of Radiology MRI Safety Guide as referenced in | ferrous objects and equipment is MRI
their policy and procedure for MRI safety i safe.
Guidelines. b. Only enter Zone IV when MRI
8. The required screening of one patient and two personnel is present and when
non-MRI personnel was not performed in ‘ instructed to enter.
1
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. Finding #4 (continued)
A 528 | Continued From page 1  A528 4. Training for all active MR| staff was | 4/14/23
Assistant, PCT 1) and an one patient (P1) were in completed for:
the Zone Ilf of the MR area. a. Adherence to the revised workflow,
2. The entrance door to the Magnetic Room including non-MRI staff and patient
(Zone IV) was left opened. screening prior to entering Zone il
3. The MRI safety alarm system, (called b. MRI Safety Checklist
Ferroguard, a wall mounted metal detector that c. MR| Safety Stop
provides a clear, simple, early warning of risk 5. Initial orientation for all new MRI staff | Ongoing
items approaching the magnet room, together to include education on MRI Guidelines,
wjth lowest audible alarm rates), located oneither | annual online MRI Safety Learning
side of the entrance fco Zone IV ~(area where the Module, adherence to proper workflow,
magnet is located) did not function when the MR Safety Checklist, and MR Safety
hospital bed as pulled through the entrance to | Stop
Zone IV. ' . . ,
4. The RN, PCT, and patient were not screened 6. All elements above to be included in ! Ongoing
jor to entering Zone lll, in accordance with th the MRI annual competency. '
Eggr itglin gliggand roéedure regardin ¢ 7. Part-time/per diem and staff on leave | Ongoing
screpeningp y P g g to be re~educated on MRI Guideline,
5. The RN was level Il MR safety trained and ‘e\lﬂnndue;l ongr;]e I\élRleStif?t)\,/ilgigrwg?k and
continued to move the patient in an ICU bed into MORIUSefe}t grz nil ¢ © i i i ‘
Zone IV (area where magnet is located) without " aiety 2Ct ist prior to participa mg,
stopping in Zone |1} for a second screening and in patient care duties. !
transferring patient to non-Ferromagnetic Monitoring
bed/table. ) . .
6. The MRI technician did not quench ("in MR, 1{ I\f/lfomtocl; thetpompleu%r;nof :g:'e‘f :\ARlof 8/31/23
quenching refers to rapid expulsion of the’ I|qund | statt re-education regarding ening
cryogen used to maintain the MRI magnetina "'}?n"\gﬁo%i;son”ellptﬁ'or to entering Zone,
superconducting state") the Magnet during an , unt /o COMpieton. )
emergency situation in accordance with the ; 2. Completion of 30 direct observational ' 8/31/23
oY ond procecurs MR Sately Zoroening of non MR personnel prior o
videlines..." -
7. The hospital's policy and procedure did not \ entering Zone 1lI utilizing the MRI Safety
include MRMD and MRSO required MR safety Checklist
training in their policy and procedure "MRI Safety 3. Data to be reported monthly to MRISC| 9/30/23
Guidelines..." and as referenced in the Academy and QMC which reports to MEC, until the
of Radiology MRI Safety Guide as referenced in target is met for 4 consecutive months. |
their policy and procedure for MRI safety ‘ 4. For sustainability after reporting target | Ongoing
Guidelines. | is met, ongoing compliance to be
8. The required screening of one patient and two ( reported quarterly to the MRI leadership,
| non- -MRI personnel was not performed in i MRISC, QMC, and MEC.

FORM CMS-2567(02-99) Previous Versions Obsolete Event ID: SDRL11

Facility ID: CA220000010 If continuation sheet Page 2 of 13




DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED: 04/12/2023
FORM APPROVED
OMB NO. 0938-0391

STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BUILDING COMPLETED
]
050541 B. WING 03/17/2023
NAME OF PROVIDER OR SUPPLIER

KAISER FOUNDATION HOSPITAL - REDWOOD CITY

STREET ADDRESS, CITY, STATE, ZIP CODE
1100 VETERANS BOULEVARD
REDWOOD CITY, CA 94063

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES i ID PROVIDER'S PLAN OF CORRECTION x8)
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL ! PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) L TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
: Finding #4 (continued)
A 528, Continued From page 1 . AB28| Rasponsible Person/Parties
 Assistant, PCT 1) and an one patient (P1) were m 1. Senior Vice President/Hospital
the Zone Il of the MR area. Administrator
2. The entrance door to the Magnetic Room | 2 Chief of Staff
| (Zone IV) was left opened. '
3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk i
items approaching the magnet room, together :
with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone IV,
4. The RN, PCT, and patient were not screened i
prior to entering Zone ll1, in accordance with the
hospitals policy and procedure regarding
screening. |
5. The RN was level [l MR safety trained and - A528 | Finding #5
continued to move the patientin an ICU bed into Immediate Actions
Zone |V (area where magnet is located) without 1. The MRI suite was placed on lock | 2/23/23
stopping in Zone llI for a second screening and down after the event, including entrance |
transferring patient to non-Ferromagnetic to Zone 1IV. MRI magnet was
bed/table. ‘: non-operational following the event.
6. The MRI technician did not quench ("in MRI, 2. Multidisciplinary team met to review | 2/23/23
quenching refers to rapid expulsion of the liquid | and evaluate the MRI Safety Guidelines
cryogen used to maintain the MR magnet in a of safety practices in the MRI area,
superconducting state") the Magnet during an | including review of staff education and |
emergency situation in accordance with the training materials to identify |
ho;pitqls policy and procedure "MRI Safety ; improvement opportunities. These
Guidelines..." , | opportunities included the following:
7. The hospital's policy and procedure did not | a. MRI Safety Guidelines
include MRMD and MRSO required MR safety i « Align better with ACR Manual on MR
training in their policy and procedure "MRI Safety | Safety 2020.
Guidelines..." and as referenced in the Academy « Include additional MRI safety
of Radiology MRI Safety Guide as referenced in measures and workflows to ensure |
their policy and procedure for MRI safety | patient and staff safety.
Guidelines. . . | + Include MRMD, MRSO, and MRSE
8. The required screening of one patient and two | roles and responsibilities
non-MRI personnel was not performed in } ' 1
1
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Assistant, PCT 1) and an one patient (P1) were in
the Zone Il of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone IV,

4. The RN, PCT, and patient were not screened
prior to entering Zone 1, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench ("in MR,
quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRI magnetina |
superconducting state") the Magnet during an |
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI Safety
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines.

8. The required screening of one patient and two
non-MRI personnel was not performed in

b. Staff education and training materials

* Add simulation of Rapid Response
and Code Blue drills from Zone IV to
Zone I, practicing calling for help/getting
emergent assistance

+ Add orientation for non-MRI
staff/providers to include safety practices
review including MRI Safety Screening
Questionnaire occurring in Zone I, gauss
line provisions, waiting for direction to
enter Zone Il or IV from MRI technologist
and non-MRI staff remaining in direct line
of sight of MR staff.

Systemic Actions

1. Reassessment of Zone signage
opportunities for improvement by
multidisciplinary team.

a. Reclassification of designated MR
Safety Zones with improvements in
sighage identifying different zones
per MRI Safety Guidelines.

b. Temporary Zone signage posted.

c. Replacement permanent signage
ordered.

2. Education for MR staff completed
regarding the following:

a. Staff/physicians must remain in direct
line of sight of an MR staff member at all
times while in Zones Ill and IV.

b. Non-MRI staff are not permitted to
enter Zone 1V without being first cleared,
then escorted by an MRI staff member.

3. Revised the workflow to include the
following:

a. Screening to occur in Zone |l with
instructions to wait in Zone || until cleared
and supervised by MRI staff for next step.
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. Finding #5 (continued)
A528  Continued From page 1 A 528

3/13/23

3/29/23

4/05/23
4/11/23

4/07/23

4/07/23
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L ? Finding #5 (continued)
A 528 | Continued From page 1 . A528| b, Patient and staff to remain in direct
Assistant, PCT 1) and an one patient (P1) were in | line of sight by MRI staff while in Zone Il
the Zone Il of the MR area. + Entrance into Zone |li is prohibited
2. The entrance door to the Magnetic Room until accompanied by MRI staff.
(Zone IV) was left opened. « Any non-MR staff will remain in
3. The MRI safety alarm system, (called Zone il until directed by MRI staff to
Ferroguard, a wall mounted metal detector that complete next steps.
provides a clear, simple, early warning of risk c. Safety screening process to be |
items approaching the magnet room, together completed for inpatient and staff in Zone
with lowest audible alarm rates), located oneither m
side of the entrance to Zone IV (area where the 4. Created the MRI Safety Checklistas | 4/07/23
magnet is located) did not function when the visual aids to ensure all pertinent safety
hospital bed as pulled through the entrance to measures are addressed and in place
Zone IV | ; :
' . before transporting a patient to MRI and
4. The RN, PCT, and patient were not screened within Zones 11, Il and IV. All pertinent
prior to entering Zone Il in accordance with the fety acti including: .
hospitals policy and procedure regardin | safety actions, Including- - |
scr:eningp y P & g ‘ a. MR staff to complete direct
5. The RN was level Il MR safety trained and vxsﬁualtazgtlozn as ];'I?al check for ferrous
continued to move the patient in an ICU bed into ODJects In ?fne iew staff and patient
Zone 1V (area where magnet is located) without b. MR.I staif to review staft and patien |
stopping in Zone Ill for a second screening and screening forms in Zone II. !
transferring patient to non-Ferromagnetic ‘ c. Transfer patient on hospital bed to |
bed/table. o -IMRI exam tab[e while Zo.ne R _
6. The MRI technician did not quench ("in MR, d. Safety reminders reviewed with
quenching refers to rapid expulsion of the liquid patient care team including do not enter
cryogen used to maintain the MRI magnet in a Zone IV without permission from MRI
superconducting state") the Magnet during an personnel.
emergency situation in accordance with the e. MRI staff to ensure all steps of MR
hospitals policy and procedure "MRI Safety Safety Stop are completed.
Guidelines..." : 5. Developed an MRI Safety Stop 3/29/23
7. The hospital's policy and procedure did not | process which includes the following
include MRMD and MRSO required MR safety steps:
training in their policy and procedure "MRI Safety a. Before proceeding to the Zone IV
Guidelines..." and as referenced in the Academy door, confirm the following: absence of
of Radiology MRI Safety Guide as referenced in | ferrous objects and equipment is MRI
their policy and procedure for MRI safety 2 safe.
Guidelines. b. Only enter Zone IV when MRI
8. The required screening of one patient and two personnel is present and when
non-MRI personnel was not performed in instructed to enter.
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. Finding #5 (continued)
A 528 | Continued From page 1 A 5286. Training for active Patient Care 5/31/23

Assistant, PCT 1) and an one patient (P1) were in !

the Zone Il of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called

Ferroguard, a wall mounted metal detector that

provides a clear, simple, early warning of risk
items approaching the magnet room, together

with lowest audible alarm rates), located oneither

side of the entrance to Zone IV (area where the

magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone IIl, in accordance with the

hospitals policy and procedure regarding
screening.
5. The RN was level Il MR safety trained and

continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone {ll for a second screening and

transferring patient to non- Ferromagnetlc
bed/table.

6. The MRI technician did not quench ("in MR,
quenching refers to rapid expulsion of the liquid

cryogen used to maintain the MRl magnetin a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety

training in their policy and procedure "MRI Safety

Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in

their policy and procedure for MRI safety
Guidelines.

8. The required screening of one patient and two |

non-MRI personnel was not performed in

|
|
|
|
|
f
1

Services (PCS) and ancillary staff who
transport patients to MRI was initiated on
4/11/23 on the following:

a. Orientation to the MRI environment

b. Revised workflow

c. MRI Safety Checklist

d. MRI Safety Stop |
7. Orientation to the MRI Environment to | 5/31/23
be initiated for active PCS and ancillary
istaff who transport patients to MRI:

a. The in-person tour and orientation,
with discussion and opportunity for
questions, to include the following
elements on MR safety:

« Avoid transportmg patients to MRI on
a hospital bed. If one is required, the
transfer from the bed to the MRI safe
table will occur in Zone I1. No hospital
beds can enter Zone lll. ;
8. Initial orientation for all to include | Ongoing
education on MRI Safety Guidelines, '
annual online MRI Safety Learning
Module, adherence to revised workflow
and MRI Safety Checklist.
9. All elements above to be included in | Ongoing
the new PCS and ancillary staff MRI
annual competency.
10. Part-time/per diem and staff on leave | Ongoing
to be educated on the revised workflow,
MRI Safety Checklist and MRI Safety
Stop prior to participating in patient care
duties.
Monitoring ?
1. Monitor completion of orientation to the 8/31/23
MRI environment by active PCS and
ancillary staff who transport patients to
MRI until 100% completion.
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quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRI magnet in a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI Safety
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines.

8. The required screening of one patient and two
non-MR] personnel was not performed in
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| _ Finding #5 (continued)
A528 | Continued From page 1 A52812. Completion of 30 monthly direct 8/31/23
Assistant, PCT 1) and an one patient (P1) were in observational audits for correct use of
the Zone Il of the MR area. revised workflow.
2. The entrance door to the Magnetic Room 3. Completion of 30 monthly direct 8/31/23
(Zone IV) was left opened. observational audits for correct use of MRI
3. The MRI safety alarm system, (called Safety Checklist.
Ferroguard, a wall mounted metal detector that 4. Completion of 30 monthly direct 8/31/23
provides a clear, simple, early warning of risk { observational audits for correct use of MRI
items approaching the magnet room, together | Safety Stop.
with lowest audible alarm rates), located oneither | 5. Data to be reported monthly to MRISC| 9/30/23
side of the entrance to Zone 1V (area where the and QMC which reports to MEC, until the
magnet is located) did not function when the target is met for 4 consecutive months.
;gig'tﬁ} bed as pulled through the entrance to '6. For sustainability after reporting target | Ongoing
4. The RN, PCT, and patient were not screened ﬁur:ﬁ;rﬁ,nt%o{gg |§;/|O|$|q %‘:ggfs:\?pb?\/lr;i)soged
prior to entering Zone 1, in accordance with the QMC, and MEC ’ '
hospitals policy and procedure regarding ’ )
screening. . .
5. The RN was level Il MR safety trained and '?egg‘;gsr'?/'iepg;"s?éiigﬁgs ol
continued to move the patient in an ICU bed into A dministrator P
Zone IV (area where magnet is located) without 5 Chief of Staff
stopping in Zone Il for a second screening and | - Lhietor sta
transferring patient to non-Ferromagnetic
bed/table. .
6. The MRI technician did not quench (“in MR, A528 |Finding #6

Immediate Actions

1. The MRI suite was placed on lock 2/23/23
down after the event, including entrance

to Zone IV. MRI magnet was

non-operational following the event.

2. Multidisciplinary team met to review | 2/23/23

and evaluate the MRI Safety Guidelines
of safety practices in the MRl area,
including review of staff education and
training materials to identify
improvement opportunities. These |
opportunities included the following: ‘
a. MR| Safety Guidelines
« Align better with ACR Manual on MR !
Safety 2020. |
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Assistant, PCT 1) and an one patient (P1) were in
the Zone Il of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the
magnet is located) did not function when the |
hospital bed as pulled through the entrance to
Zone IV,

4. The RN, PCT, and patient were not screened
prior to entering Zone 1, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone lll for a second screening and
transferring patient to non-Ferromagnetic |
bed/table. |
6. The MRI technician did not quench ("in MR,
guenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRl magnetin a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI Safety
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines.

8. The required screening of one patient and two
non-MRI personnel was not performed in

* Include additional MRI safety
measures and workflows to ensure
patient and staff safety.

* Include MRMD, MRSO, and MRSE
roles and responsibilities.

b. Staff education and training materials

* Add simulation of Rapid Response
and Code Blue drills from Zone IV to
Zone I, practicing calling for help/getting
emergent assistance

+ Add orientation for non-MRI
staff/providers to include safety practices
review including MRI Safety Screening
Questionnaire occurring in Zone |l
gauss line provisions, waiting for
direction to enter Zone Ill or IV from MRI
technologist, and non-MRI staff
remaining in direct line of sight of MRI
staff.

3. Multidisciplinary team consulted with
Clinical Technology and General Electric
(GE) to confirm environmental safety of
MRI area.

a. Clinical Technologists and facility
Engineers evaluated the MR| machine
initially to verify environmental safety,
including ensuring appropriate oxygen
levels, validating absence of helium,
confirming magnet quenching,
guaranteeing safe removal of the
hospital bed, and allowing the magnet to
defrost.

* Facility Engineers assessed the
oxygen sensing device in Zone IV and
noted that it was not triggered during the
event which indicated that appropriate
oxygen level was present.
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. ! Finding #6 (continued
A 528 | Continued From page 1 A528 g #6 ( )

2/23/23

2/23/23
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| 7 Finding #6 (continued)
A 528 | Continued From page 1 A528! < Clinical Technologist reviewed the
Assistant, PCT 1) and an one patient (P1) were in magnet monitor logs and noted that, at
the Zone Il of the MR area. approximately 8:00 am on the day of the
2. The entrance door to the Magnetic Room event, the data showed the magnet
(Zone IV) was left opened. pressure went from 1.5 psi to 0 psi which
3. The MRI safety alarm system, (called coincided with the hospital bed impacting
Ferroguard, a wall mounted metal detector that the MRI magnet. Then approximately an
provides a clear, simple, early warning of risk ; hour later at 9:00 am, the helium
items approaching the magnet room, together | pressure went from 94% to 0% which
with lowest audible alarm rates), located oneither indicated the MRI magnet ramped itself
side of the entrance to Zone IV (area where the down.
magnet is located) did not function when the - Facility Engineers safely removed the
hospital bed as pulled through the entrance to ) hospital bed after verifying the quench of
Zone IV. , f the MRI| magnet.
4. The RN, PCT, and patient were not screened b. Clinical Technologists continued the | 2/24/23
prior to entering Zone lll, in accordance with the evaluation of the MRI machine to
hospita_ls policy and procedure regarding determine the extent of the damage
screening. related to the event, including

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone | for a second screening and
transferring patient to non-Ferromagnetic

determining the list of parts needed for
repair.

Systemic Actions

bed/table. ;: 1. All active MRI staff were re-edgcated b 3/21/23
6. The MRI technician did not quench ("in MRI, | on the MR Safety Guidelines policy. The
quenching refers to rapid expulsion of the liquid importance of the fpllowmg safgty
cryogen used to maintain the MRl magnetina | measures was reviewed and reinforced
superconducting state") the Magnet during an L with staff t.o ensure pa’uent .and. gtaff
emergency situation in accordance with the safety during MRI diagnostic visit.
hospitals policy and procedure "MRI Safety a. Patients and staff must be screened
Guidelines..." using MRI Safety Screening
7. The hospital's policy and procedure did not Questionnaire in Zone Il (room 1N96).
include MRMD and MRSO required MR safety b. Patients and staff must remain in line
training in their policy and procedure "MRI Safety | of sight or under immediate supervision
Guidelines..." and as referenced in the Academy of a Level 2 MRI personnel, and wanded
of Radiology MRI Safety Guide as referenced in | in Zone Il
their policy and procedure for MRI safety | c. Door to Zone IV must be closed at all
Guidelines. | times, except when entering or exiting or

8. The required screening of one patient and two [ participating in patient care. In addition,

| non-MRI personnel was not performed in | patients must remain in line of sight or
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A 528 | Continued From page 1

Assistant, PCT 1) and an one patient (P1) were in |
the Zone Il of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone IV.

4. The RN, PCT, and patient were not screened |
prior to entering Zone 1ll, in accordance with the
hospitals policy and procedure regarding ‘
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone llI for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench ("in MRI,
quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRl magnet in a
superconducting state”) the Magnet during an '
emergency situation in accordance with the ;
hospitals policy and procedure "MRI Safety
Guidelines..." 2
7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MR| Safety
Guidelines..." and as referenced in the Academy |
of Radiology MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines. ;
8. The required screening of one patient and two |
non-MRI personnel was not performed in ‘

|

A528 Finding #6 (continued)
under immediate supervision of a Level
2 MRI personnel.
2. Development of the MRI Quenching
Learning Module to provide increased
detail specific to evaluation prior to,
evacuation for, activation of, and
reporting with quenching of the MRI
magnet in progress.

a. Module to be assigned to all active
MRI technologists for completion.
3. Revised the MRI Safety Guidelines to
clarify and provide increased detail
specific to evaluation prior to, evacuation
for, activation of and reporting with
quenching of the MRI magnet. |

a. Revised policy to be submitted to | 5/08/23
MEC for approval.

b. Training of all active MRI
technologists to be completed.
4. Initial orientation for all new MRI
technologists to include education on
MRI Quenching Learning Module.
5. Part-time/per diem and staff on leave
to be educated on the MRI Safety
Guidelines and MRI Quenching Learning
Module prior to participating in patient
care duties.

5/01/23

5/08/23

5/15/23

Ongoing

Ongoing

Monitoring

1. Monitor the completion of review of
the revised MRI Safety Guidelines by all
active MR staff until 100% of staff have
completed review.

2. Monitor the completion of the MRI 1 8/31/23
Quenching learning module by all active
MR technologists with a target of 100%.

8/31/23
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A528 i Finding #6 (continued)
Continued From page 1 | . A528| 3 pirect rounding of all active MRI staff | 8/31/23

Assistant, PCT 1) and an one patient (P1) were in to validate knowledge retention related

the Zone Ill of the MR area.

. to quenching process using a
2. The entrance door to the Magnetic Room e ; ;
(Zone IV) was left opened. 5-question interview format with a

3. The MRI safety alarm system, (called target passing score of 100%.

Ferroguard, a wall mounted metal detector that 4. Data to be reportec_i monthly to 9/30/23
provides a clear, simple, early warning of risk MRISC arlxd QMC Wh'.Ch reports to

items approaching the magnet room, together MEC, until the target is met for 4

with lowest audible alarm rates), located oneither consecutive months. . .
side of the entrance to Zone IV (area where the 5. For sustainability after reporting Ongoing
magnet is located) did not function when the target is met, ongoing compliance to be

hospital bed as pulled through the entrance to reported quarterly to the MRI

Zone IV, leadership, MRISC, QMC, and MEC.

4. The RN, PCT, and patient were not screened ) )

prior to entering Zone I, in accordance with the | Responsible Person/Parties

hospitals policy and procedure regarding | 1. Senior Vice President/Hospital

screening. Administrator

5. The RN was level Il MR safety trained and 2. Chief of Staff

continued to move the patient in an ICU bed into
Zone 1V (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench ("in MR,
quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRI magnetin a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety

'

Guidelines..."

7. The hospital's policy and procedure did not A528 |Finding #7

include MRMD and MRSO required MR safety | Immediate Actions

training in their policy and procedure "MRI| Safety 1. Multidisciplinary team met to review 2/23/23
Guidelines..." and as referenced in the Academy | and evaluate the MRI Safety Guidelines |

of Radiology MRI Safety Guide as referenced in | of safety practices in the MR area,

their policy and procedure for MRI safety including review of staff education and

Guidelines. training materials to identify improvement

8. The required screening of one patient and two opportunities. These opportunities

non-MRI personnel was not performed in included the following:
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) % Finding #7 (continued)
A 528  Continued From page 1 | a. MRI Safety Guidelines
Assistant, PCT 1) and an one patient (P1) were in | » Align better with ACR Manual on MR
the Zone Il of the MR area. | Safety 2020.
2. The entrance door to the Magnetic Room ! « Include additional MRI safety
(Zone IV) was left opened. Imeasures and workflows to ensure
3. The MRI safety alarm system, (called | ‘patient and staff safety.
, Ferrqguard, a wall.mounted metal d_etector~ that i « Include MRMD, MRSO, and MRSE
i provtdes a clear', simple, early warning of risk , roles and responsibilities.
! items approaching the magnet room, together b. Staff education and training materials
with lowest audible alarm rates), located oneither - Add simulation of Rapid Response
side of the entrance to Zone IV (area where the and Code Blue drills from Zone IV to
magqet is located) did not function when the Zone Il practicing calling for help/getting
. hospital bed as pulled through the entrance to emergent assistance
i??ﬁ;\gN, PCT, and patient were not screened t .ﬁ'?‘dd qgentatiqn flordnon-?/li?l .
prior to entering Zone llI, in accordance with the sea_ provi | edr§ tol\lﬂnlgiusef:f eSy p?qr:ces;
screening. | ! e i '
5. The RN was level Il MR safety trained and | gauss line provisions, waiting for
continued to move the patient in an ICU bed into direction to enter Zone Ill or IV from MRI
Zone IV (area where magnet is located) without technologist, and non-MRI staff
stopping in Zone Il for a second screening and | remaining in direct line of sight of MRI
transferring patient to non-Ferromagnetic | staff.
bed/table.
6. The MRI technician did not quench ("in MR, Systemic Actions 3/29/23
quenching refers to rapid expulsion of the liquid 1. MRISC with multidisciplinary
cryogen used to maintain the MRI magnet in a membership discussed the roles of
superconducting state") the Magnet during an MRMD and MRSO per the revised MRI
emergency situation in accordance with the | Safety Policy. o 5/08/23
gosgltﬁls policy and procedure "MRI Safety :; 2 I'?eijwsgdf'l\/l_!;{l Safeté/ Gu1d_el|3es to I
uidelines..." include definitions and required annua
7. The hospital's policy and procedure did not MRI safety training of MRMD and MRSO
include MRMD and MRSO required MR safety in accordance with the ACR Manual on
training in their policy and procedure "MRI Safety MR Safety 2020. Revised policy to be
Guidelines..." and as referenced in the Academy submitted to MEC for approval.
of Radiology MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines.
8. The required screening of one patient and two
non-MRI! personnel was not performed in
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. , Finding #7 (continued)
A 528 Continued From page 1 . A528 a. MRI safety specific education on
Assistant, PCT 1) and an one patient (P1) were in annual basis is required for MRMD and
the Zone Il of the MR area. | MRSO.
% 2. The entrance door to the Magnetic Room 3. Communication outlining roles and 5/31/23
i

(Zone V) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the
magnet is located) did not function when the ]

responsibilities for MRMD and MRSO
shared with MRI department Radiologists
and staff.

4. All active MRI Radiologists to review | 5/31/23
revised MR Safety Guidelines.
5. Initial orientation for newly hired Ongoing
MRMD and MRSO includes review of

| i d leti
hospital bed as pulled through the entrance to | Eﬂei:\{/ia?;f&té%u;?;l;,nterz;sir:] g completion of
Zone V. ! )

4. The RN, PCT, and patient were not screened *

. . ) ) Monitoring !
prior to entering Zone 1lI, in accordance with the : ;
screening. s f . o
5. The RN was level Il MR safety trained and all active '\QR' R?d'c‘f’g'ztim Sufet
continued to move the patient in an ICU bed into ;nliers antln% 0 ,;?\1”880/ om Ia t? y
Zone IV (area where magnet is located) without 205%; c?n fn un Irt d ° Cthl pte ;\CA”F;‘ISC‘
stopping in Zone |Il for a second screening and | . Data to be reporied monihly 1o Vil 9/30/23
tga(rj\/sfebrlring patient to non-Ferromagnetic ?anrgect)'i\gcr;nvgth;grr‘ zgefc?nrtsse ;%mg%g’r:m‘sthe
ed/table. f : T | :
6. The MRI technician did not quench ("in MRI, | 3. For sustainability after reporting target | Ongoing
quenching refers to rapid expulsion of the liquid is met, ongoing compliance to be .
cryogen used to maintain the MRI magnetina | reported quarterly to the MRI leadership,
superconducting state") the Magnet duringan | MRISC, QMC, and MEC.
emergency situation in accordance with the E . ‘
gosgitlals policy and procedure "MRI Safety I:%egre)gir;sﬂilli Pgrséo?éPﬁtr/tﬁss ol
uidelines..." : . r vice Presiae osp
7. The hospital's policy and procedure did not Z Administrator
| include MRMD and MRSO required MR safety | 2. Chief of Staff
training in their policy and procedure "MRI Safety
Guidelines..." and as referenced in the Academy
of Radiclogy MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines.
8. The required screening of one patient and two | A528 Finding #8
| non-MRI personnel was not performed in Immediate Actions |
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3. The MRI safety alarm system, (called

Ferroguard, a wall mounted metal detector that

provides a clear, simple, early warning of risk
items approaching the magnet room, together

with lowest audible alarm rates), located oneither
side of the entrance to Zone IV (area where the

magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone lll, in accordance with the

hospitals policy and procedure regarding
screening.
5. The RN was level Il MR safety trained and

continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone Ill for a second screening and

transferring patient to non-Ferromagnetic
bed/table.
6. The MRI technician did not quench ("in MRI,

quenching refers to rapid expulsion of the liquid

cryogen used to maintain the MRI magnet in a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety

training in their policy and procedure "MR| Safety |
Guidelines..." and as referenced in the Academy
of Radiology MRI Safety Guide as referenced in

their policy and procedure for MR safety
Guidelines.

8. The required screening of one patient and two

non-MRI personnel was not performed in

and evaluate the MRI Safety Guidelines
of safety practices in the MRI area,
including review of staff education and
training materials to identify
improvement opportunities. These
opportunities included the following:

a. MR! Safety Guidelines

« Align better with ACR Manual on
MR Safety 2020.

* Include additional MRI safety
measures and workflows to ensure
patient and staff safety.

+ Include MRMD, MRSO, and MRSE
roles and responsibilities.

b. Staff education and training materials
 Add simulation of Rapid Response
and Code Blue drills from Zone IV to
Zone I, practicing calling for
help/getting emergent assistance

» Add orientation for non-MRI
staff/providers to include safety
practices review including MRI Safety
Screening Questionnaire occurring in
Zone |, gauss line provisions, waiting
for direction to enter Zone Hl or IV from
MRI technologist, and non-MRI staff
remaining in direct line of sight of MRI
staff.

|
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| Finding #8 (continued)
A 528 i .
Con.tmued From page 1 . , A 528 1 The MRI suite was placed on lock 2/23/23
Assistant, PCT 1) and an one patient (P1) were in down after the event, including entrance
i the Zone Il of the MR area. to Zone IV. MRI magnet was
ZZThel%ntranc'e ?toor to tge Magnetic Room | non-operational following the event.
(Zone IV) was left opened. 2. Multidisciplinary team met to review | 2/23/23
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Finding #8 (continued)
A 528 Continued From page 1 ; A 528 Systemic Actions
Assistant, PCT 1) and an one patient (P1) were in | 1. ;;\:\I aﬁ/t‘ié?SMFfil st%ff \g/elre re-edlucated 3/21/23
the Zone Il of the MR area. on the afety Guidelines policy.
2. The entrance door to the Magnetic Room The importance of the following safety
(Zone V) was left opened. measures was reviewed and reinforced
3. The MRI safety alarm system, (called with staff to ensure patient and staff
Ferroguard, a wall mounted metal detector that safety during MRI diagnostic visit.
provides a clear, simple, early warning of risk a. Patients and staff must be screened |
items approaching the magnet room, together using MRI Safety Screening |
with lowest audible alarm rates), located oneither Questionnaire in Zone Il (room 1N96).
side of the entrance to Zone IV (area where the b. Patients and staff must remain in
magnet is located) did not function when the i line of sight or under immediate
hospital bed as pulled through the entrance to , supervision of a Level 2 MRI personnel,
Zone IV. . | and wanded in Zone Il 3
4The RN, PCT, and patl‘ent were not Scr?ened C. Door to Zone IV must be Closed at i
prior to entering Zone Ill, in accordance with the all times, except when entering or
QOSP'tr""‘i':ng“CY and procedure regarding exiting or participating in patient care. In
creening. o ; inin i
. addition, patients must remain in line of
5. The RN was level Il MR safety trained and sight or under immediate supervision of
continued to move the patient in an ICU bed into a Level 2 MRI personnel.
Zone IV (area where magnet is located) without 2. The MRI Safety Guidelines Policy | 5/08/23
stopping in Zone lil for a second screening and was revised to include that screening of |
Lrag/sfebrlrmg patient to non-Ferromagnetic % patients and staff would occur in Zone |l
ed/table. ! : .
6. The MRI technician did not quench ("in MRI, “2"2“02'3?f)c%’r’,?rré?einéiﬂg?5223&25
quenching refers to rapi_d expulsion of the liquid in MRI areé for patients’ screening with
cryogen used to maintain the MRI magn_et ina | MRI Safet Scrgenin Questionnaire
superconducting state") the Magnet during an g d verif > £ 9 X
emergency situation in accordance with the and verification o approh)nate _
hospitals policy and procedure "MRI Safety glfort):ps%/r%r?g’r;";%eas?igwiaiz screening
Guidelines..." i '
7. The hospital's policy and procedure did not b. Zone IlI: Restricted access area
include MRMD and MRSO required MR safety where screening of MRI patients and
training in their policy and procedure "MRI Safety personnel continues and is finalized
Guidelines..." and as referenced in the Academy under supervision by MRI technologists
of Radiology MRI Safety Guide as referenced in in preparation for entry into Zone V.
tGhe.i(rj plg)licy and procedure for MRI safety Sa.f xigsggge;g;?e“égofgf;:g‘g
videlines.
8. The required screening of one patient and two allowed entrance into Zone IIl.
non-MRI personnel was not performed in
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f ‘ Finding #8 (continued)
A 528 | Continued From page 1 . A528 0 Any‘“yes” answers will be
Assistant, PCT 1) and an one patient (P1) were in discussed with MRI Level 2 personnel
i the Zone Il of the MR area. (for consideration of potential/actual risk
| 2. The entrance door to the Magnetic Room jof scanning.
(Zone IV) was left opened. |« All Non-MRI personnel needing to
3. The MRI safety alarm system, (called enter Zone Il must first complete an
Ferroguard, a wall_mounted metal detector that MRI safety questionnaire that has been
provides a clear, simple, early warning of risk reviewed by MRI staff before entering
items approaching the magnet room, together Zone .
with lowest audible alarm rates), located oneither o Patients and visitors will not be
side of the entrance to Zone IV (area where the allowed in the MRI area (Zone Il and
magqet is located) did not function when the L IV) unless escorted and screened by an |
hospital bed as pulled through the entrance to | MRI technologist, radiologist, or other |
Zone V. . 5 trained Level 2 MRI personnel.
4.‘The RN, P.CT, and patlgnt were not screened o All patients having an MRI
Eg:rittglintglrilgg ;%nergtégfr?gdaa? dﬁi with the procedure will complete and sign an
screpeningp yandp garding MRI Safety Screening form before being |
5. The RN was level Il MR safety trained and [ aIIowiiinmtouZotr?gnHI.n wered “ves” will
continued to move the patient in an ICU bed into | be ir?ves%; qatzz andareZdevred bé?grev?he
Zone IV (art;a whle“rc; magnet iscliocated) without patient is gilowed into Zone I
stopping in Zone lif for a second screening and y
transferring patient to non-Ferromagnetic 3. Develophgdha'n '\‘AF;I Si;et); S"top_ 3/29/23
bed/table. proce§s which includes the foliowing
6. The MRI technician did not quench ("in MRI, steps: _
quenching refers to rapid expulsion of the liquid a. Before proceeding to the Zone |V
cryogen used to maintain the MRI magnet in a door, confirm the following: absence of
superconducting state") the Magnet during an ferrous objects and equipment is MRI
emergency situation in accordance with the safe.
hospitals policy and procedure "MRI Safety b. Only ?nter ZonetIV ‘é‘/hel'? MRI
Guidelines.. " ! personnel is present and when
7. The hospital's policy and procedure did not | instructed to enter.
include MRMD and MRSO required MR safety 4. Training for all active MR staff was 4/14/23
training in their policy and procedure "MRI| Safety completed for:
Guidelines..." and as referenced in the Academy a. Adherence to the revised workflow,
of Radiology MRI Safety Guide as referenced in including non-MR| staff and patient
their policy and procedure for MRI safety screening prior to entering Zone ll|
Guidelines. b. MRI Safety Checklist
8. The required screening of one patient and two ¢. MRI Safety Stop
non-MRI personnel was not performed in
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A528 . ? Finding #8 (continued)
;:\)on.tl?ued gg?m pagz 1 . P N A528 5. Initial orientation for all new MRI staff | Ongoing
| th?asfzsoir:at'lll o thg i/'lqR :?e:ne patient (P1) were in to include education on MRI Guidelines,
' . | annual online MRI Safety Learning
2. The entrance door to the Magnetic Room { Module, adherence to proper workflow
(Zone 1V) was left opened. : ” ’
3. The MRI safety alarm system, (called '\S/'tR' Safety Checklist, and MR Safety
Ferrqguard‘ a wall‘mounted metal d.etector that 6 ?’-SI slements above to be included in | Ongoin
provides a clear, simple, early warning of risk t!"\e MRI annual competenc ngoing
ftems approaching the magnet room, fogether 7. Part-time/per dierr? and s¥éff on leave | Ongoi
with lowest audible alarm rates), located oneither - Fart-ime/p ngoing

side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as puiled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone IlI, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone Ill for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench ("in MRI,
quenching refers to rapid expulsion of the liquid
cryogen used to maintain the MRl magnet in a
superconducting state") the Magnet during an
emergency situation in accordance with the
hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety

Guidelines..." and as referenced in the Academy
of Radiclogy MRI Safety Guide as referenced in
their policy and procedure for MRI safety
Guidelines.

8. The required screening of one patient and two
non-MRI personnel was not performed in

training in their policy and procedure "MR| Safety |

|

i

|
|
|

to be re-educated on MRI Guideline,
annual online MRI Safety Learning
Module, adherence to revised work and

in patient care duties.

Monitoring

1. Monitor the completion of active MRI
staff re-education regarding screening of
non-MRI personnel prior to entering Zone
lI until 100% completion.

2. Completion of 30 direct observational
audits monthly for correct use of
screening of non-MRI personnel prior to
entering Zone lll utilizing the MR Safety-
Checklist. '

3. Data to be reported monthly to MRISC
and QMC which reports to MEC, until the
target is met for 4 consecutive months.
4, For sustainability after reporting target
is met, ongoing compliance to be
reported quarterly to the MRI leadership,
MRISC, QMC, and MEC.

Responsible Person/Parties

1. Senior Vice President/Hospital
Administrator

2. Chief of Staff

MRI Safety Checklist prior to participating

8/31/23

8/31/23

9/30/23

Ongoing
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Il (where screening of patient's and non-MR
personnel takes place and provides an
intermediary space or buffer between Zone |
(general public area) and the more strictly
controlled MRI zones lll(area outside of the
magnet room; restricted to only trained MR
personne! who have successfully screened
patients and non-MR personnel) and Zone 1V
(where the scanner/magnet is located). The
facilities Zone Il was located in a hallway used as
a pathway by people entering the Radiology
Department leading to other Radiologic services.
(see hospital physical layout/Radiology
Department) (refer to A-0535)

The hospital did not provide evidence of the
MRMD/MRSO MR safety annual education or
Level Il MR safety training and did not provide the
credential file for the MRMD/MRSO as requested.
During an interview with the Imaging Director and
the Assistant Medical Group Administrator on
3/13/23 at 13:30 stated that the MRMD was the
Chief of Radiology. When queried about the
appropriate training for the MRMD, the
responsible person was changed to "two
MRMD's." (see org chart for radiology). The
Imaging Director indicated an MRMD for
musculoskeletal imaging and an MRMD for
Neurological imaging. (Refer to A0538).

During a review of the Imaging Services ;
Redwood City MRI organizational chart showed |
the following: "Imaging Svcs Chief, MRI MSK

Sub-Chief and Imaging Svcs Asst Chief, Neuro

{

and evaluate the MRI Safety
Guidelines of safety practices in the
MRI area, including review of staff
education and training materials to
identify improvement opportunities.
These opportunities included the
following:

a. MRI Safety Guidelines

« Align better with ACR Manual on
MR Safety 2020.

* Include additional MR safety
measures and workflows to ensure
patient and staff safety.

* Include MRMD, MRSO, and MRSE
roles and responsibilities.

b. Staff education and training
materials

+ Need to add simulation of Rapid
Response and Code Blue drills from
Zone IV to Zone I, practicing calling for
help/getting emergent assistance

« Add orientation for non-MRI
staff/providers to include safety
practices review including MRI Safety
Screening Questionnaire occurring in
Zone 11, gauss line provisions, waiting
for direction to enter Zone 11l or [V from
MRI technologist, and non-MRI staff
remaining in direct line of sight of MRI
staff.
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A 528 | Continued From page 2 A528
accordance with the hospital's policy and
procedure titled "MRI Safety Guidelines..."
9. The hospital did not have a patient A528 | Finding #9
interview/clinical screening area that provided Immediate Actions
privacy for patient's and non-MR personnel. Zone 1. Multidisciplinary team met to review 2/23/23

i
i
|

i
|
!
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\5 . Finding #9 (continued) |
A528 | Continued From page 2 A 528| Systemic Actions
accordance with the hospital's policy and 1. Reviewed physical space within the | 3/13/23
procedure titled "MRI Safety Guidelines..." MRI department in relation to workflows
9. The hospital did not have a patient and identified additional space (room
interview/clinical screening area that provided 1N96) to meet privacy requirements in
privacy for patient's and non-MR personnel. Zone Zone Il
Il (where screening of patient's and non-MR 2. All active MR staff were re-educated | 3/21/23

personnel takes place and provides an
intermediary space or buffer between Zone |
(general public area) and the more strictly
controlled MRI zones lli(area outside of the
magnet room; restricted to only trained MR
personnel who have successfully screened
patients and non-MR personnel) and Zone IV
(where the scanner/magnet is located). The
facilities Zone |l was located in a hallway used as
a pathway by people entering the Radiology
Department leading to other Radiologic services.
(see hospital physical layout/Radiology
Department) (refer to A-0535)

The hospital did not provide evidence of the
MRMD/MRSO MR safety annual education or
Level Il MR safety training and did not provide the
credential file for the MRMD/MRSO as requested.
During an interview with the Imaging Director and
the Assistant Medical Group Administrator on
3/13/23 at 13:30 stated that the MRMD was the
Chief of Radiology. When queried about the
appropriate training for the MRMD, the
responsible person was changed to "two
MRMD's." (see org chart for radiology). The
Imaging Director indicated an MRMD for
musculoskeletal imaging and an MRMD for
Neurological imaging. (Refer to A0538).

During a review of the Imaging Services
Redwood City MR1 organizational chart showed
the following: "Imaging Svcs Chief, MRI MSK
Sub-Chief and Imaging Svcs Asst Chief, Neuro

on the MR! Safety Guidelines policy. The

a. Patients and staff must be soreened
using MRI Safety Screening
Questionnaire in Zone Il (room 1N96).

of a Level 2 MRI personnel, and wanded |
c. Door to Zone IV must be closed at aII

participating in patient care. In addition,
patients must remain in line of sight or
under immediate supervision of a Level 2
MRI personnel.

3. Evaluated the workflow for patient
screening while in Zone Il and made
amendments to ensure privacy is
maintained. The new workflow for
hospital patients includes
interview/clinical screening in room 1N96
4, Created MRI Safety Checklist as
visual aids to ensure all pertinent safety
measures are addressed and in place

i | within Zones II, Il and [V.

| 5. Training on MRI Safety Checklist for
active PCS and ancillary staff who
transport patients to MRI.

safety during MRI diagnostic visit. }

importance of the following safety |
measures was reviewed and reinforced
| with staff to ensure patient and staff ?

{

b. Patients and staff must remain in Iineé
of sight or under immediate supervision |

in Zone lil. |

times, except when entering or exiting orz

3/29/23

4/07/23

before transporting a patient to MRI and |

? 4/30/23
!
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accordance with the hospital's policy and
procedure titled "MRI Safety Guidelines..."

9. The hospital did not have a patient
interview/clinical screening area that provided
privacy for patient's and non-MR personne!. Zone
Il (where screening of patient's and non-MR
personnel takes place and provides an
intermediary space or buffer between Zone |
(general public area) and the more strictly
controlled MRI zones lil(area outside of the
magnet room; restricted to only trained MR
personnel who have successfully screened
patients and non-MR personnel) and Zone IV
(where the scanner/magnet is located). The
facilities Zone |l was located in a hallway used as
a pathway by people entering the Radiology
Department leading to other Radiologic services.
(see hospital physical layout/Radiology
Department) (refer to A-0535)

The hospital did not provide evidence of the
MRMD/MRSO MR safety annual €ducation or
Level Il MR safety training and did not provide the
credential file for the MRMD/MRSO as requested.
During an interview with the Imaging Director and
the Assistant Medical Group Administrator on
3/13/23 at 13:30 stated that the MRMD was the
Chief of Radiology. When queried about the
appropriate training for the MRMD, the
responsible person was changed to "two
MRMD's." (see org chart for radiology). The
Imaging Director indicated an MRMD for
musculoskeletal imaging and an MRMD for
Neurological imaging. (Refer to A0538).

During a review of the Imaging Services
Redwood City MRI organizational chart showed
the following: "Imaging Svcs Chief, MRI MSK
Sub-Chief and Imaging Svcs Asst Chief, Neuro

6. Initial orientation for all new MR] staff | Ongoing
to include education on the above
elements.

7. Part-time/per diem and staff on leave | Ongoing
to be educated on the revised workflow,
and MRI Safety Checklist prior to
participating in patient care duties.

Monitoring
1. Completion of 30 monthly direct 8/31/23
observation audits for adherence to
revised workflow to maintain patient
privacy in MRI area until 100%
completion,

2. Monitoring completion of MR Safety | 8/31/23
Checklist through 30 audits monthly.
3. Data to be reported monthly to MRISC 9/30/23
t and QMC which reports to MEC, until the
 target is met for 4 consecutive months. )
4. For sustainability after reporting target, Ongoing
is met, ongoing compliance to be
reported quarterly to the MRI leadership,
MRISC, QMC, and MEC.

Responsible Person/Parties

1. Senior Vice President/Hospital
Administrator

2. Chief of Staff

|
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A 528 Continued From page 3 A 528

MRI Sub-Chief, CSP Rad Lead. The Imaging
Director hand wrote the MRMD/MRSO
designations for the Radiologist she was
indicating as the two designated MRMD's. (refer
to Imaging services org. chart). The Imaging
Service Director indicated that one of the
Radiologists was the MRMD and the MRSO. ‘
During an interview with the Chief of Radiology on ;
3/15/23 at 14:05, stated that the MRMD received |

MR safety training in their Residency and
| Fellowship programs. (Refer to A0538).

The cumulative effect of these systemic problems |
resulted in the facility's failure to provide care to
their patients and hospital personnel in a safe 1
environment. ;
A 535 SAFETY POLICY AND PROCEDURES ‘ A 535
CFR(s): 482.26(b)

[§482.26 Condition of Participation: Radiologic
Services

§. If therapeutic services are also provided, they,
as well as the diagnostic services, must meet |
professionally approved standards for safety and |
personnel qualifications.] '

§482.26(b) Standard: Safety for Patients and
Personnel

The radiologic services, particularly ionizing |
radiology procedures, must be free from hazards |
for patients and personnel. <
This STANDARD is not met as evidenced by: |
Based on interview and record review, the facility |
: failed to ensure the safety of the patient and ?
| staffs when: ’

i
i
i
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(Magnetic Resonance imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone Ili
of the MR area.

2. The entrance door to the Magnetic Room
(Zane V) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone I, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone llI for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
"include MRMD and MRSO required MR safety

Guidelines..."
8. Required screening of patient and non-MRI

the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone i) that

| training in their policy and procedure "MRI safety

personnel was not performed in accordance with

4D | SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION T e
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A 535 Continued From page 4 ; A535
1. There was no supervision of non-MRI Finding #1 i

Immediate Actions
1. The Magnetic Resonance Imaging
(MRI) suite was placed on lock down |
after the event, including entrance to
Zone IV. MRI magnet was
non-operational following the event.
2. Multidisciplinary team met to review | 2/23/23
and evaluate the MRI Safety Guidelines |
(RAD 13.08) of safety practices in the
MRI area, including review of staff
education and training materials to
identify improvement opportunities.
These opportunities included the
following:

a. MRI Safety Guidelines RAD 13.08

» Align better with American College of
Radiology (ACR) Manual on MR Safety
2020.

* Include additional MRI safety
measures and workflows to ensure |
patient and staff safety.

* Include Magnetic Resonance
Medical Director (MRMD), Magnetic
Resonance Safety Officer (MRSO), and |
Magnetic Resonance Safety Expert
(MRSE) roles and responsibilities.

b. Staff education and training materials

« Add simulation of Rapid Response | -
and Code Blue drills from Zone IV to u
Zone I, practicing calling for help/getting -
emergent assistance

+ Add orientation for non-MRI
staff/providers to include safety practices
review including MRI Safety Screening
Questionnaire occurring in Zone I,
gauss line provisions, waiting for
|direction to enter Zone lll or IV from MRI .

2/23/23

i
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1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone HI
of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone I, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone Ill for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

| 7. The hospital's policy and procedure did not
“include MRMD and MRSO required MR safety
| training in their policy and procedure "MRI safety
| Guidelines..." !
| 8. Required screening of patient and non-MRI
' personnel was not performed in accordance with |
| the hospital's policy and procedure. ‘
| 9. The hospital did not have a patient
interview/clinical screening area (Zone ll) that

(%4) ID l SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORREGTION )
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE . COMPLETION
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i L .
. Finding #1 (continued
A 535 | Continued From page 4 . A535 g# ( )

technologist, and non-MRI staff remaining
in direct line of sight of MRI staff.

3. Multidisciplinary team consulted with | 2/23/23
Clinical Technology and General Electric
(GE) to confirm environmental safety of
MRI area.

a. Clinical Technologists and facility 2/23/23
Engineers evaluated the MRI machine
initially to verify environmental safety, |
including ensuring appropriate oxygen |
levels, validating absence of helium,
confirming magnet quenching,
guaranteeing safe removal of the hospital
bed, and allowing the magnet to defrost.

« Facility Engineers assessed the
oxygen sensing device in Zone IV and
noted that it was not triggered during the
event which indicated that appropriate
oxygen level was present.

» Clinical Technologist reviewed the
magnet monitor logs and noted that, at
approximately 8:00 am on the day of the
event, the data showed the magnet ;
pressure went from 1.5 psi to 0 psi which |
coincided with the hospital bed impacting
the MRI magnet. Then approximately an
hour later at 9:00 am, the helium pressure
went from 94% to 0% which indicated the
MRI magnet ramped itself down.

+ Facility Engineers safely removed the
hospital bed after verifying the quench of
the MRI magnet.

b. Clinical Technologists continued the |2/24/23
evaluation of the MRI machine to
determine the extent of the damage
related to the event, including determining
the list of parts needed for repair.
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Continued From page 4

1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone |l
of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone [V (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone lll, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient.in'an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone lll for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not

-include MRMD and MRSO required MR safety
training in their policy and procedure "MRI safety |

Guidelines..."
' 8. Required screening of patient and non-MRI

| the hospital's policy and procedure.

9. The hospital did not have a patient
L interview/clinical screening area (Zone i) that

| personnel was not performed in accordance with

| Finding #1 (continued)
A 535 Systemic Actions

in Zone 1.

MRI personnel.

replacement.

completed MRI corrective
| for operation.
b. Physicist performed a

¢. Door to Zone IV must be closed at all
times, except when entering or exiting or
participating in patient care. In addition,
patients must remain in line of sight or
under immediate supervision of a Level 2

calibrations and cleared the MR| magnet

System Performance Evaluation and
certified that the MRI magnet passed.

c. The MRI machine is scheduled to be |5/30/23
opened for patient diagnostic imaging.

1. Kaiser Permanente (KP) Learn (online 3/06/23
education system) MRI Safety learning |
module assigned to all active MR staff.
2. All active MRI staff were re-educated | 3/21/23
on the MRI Safety Guidelines policy. The
importance of the following safety
measures was reviewed and reinforced
with staff to ensure patient and staff g
safety during MRI diagnostic visit. |

a. Patients and staff must be screened
using MRI Safety Screening
Questionnaire in Zone Il (room 1N96).

b. Patients and staff must remain in line
of sight or under immediate supervision
of a Level 2 MRI personnel, and wanded

3. Clinical Technology Engineers and GE; 4/13/23
staff sourced the MRI parts needed for
repair. However, Supply Chain shortages
led to difficulties in securing the actual
parts of the magnet, resulting delay in

a. Clinical Technology Engineer 4/14/23

service and

Post Quench |4/17/23
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A 535 Continued From page 4 A535 d. The MRI Safety Guidelines policy  5/8/23
1. There was no supervision of non-MRI was updated to include better alignment
(Magnetic Resonance Imaging) Personnel while with the ACR Manual on MR Safety 2020
two staff (one registered Nurse , RN 1) and one additional MRI safety measures and |
Patient Care Assistant, PCT 1) were in Zone lil workflows, and MRMD, MRSO, and
of the MR area. , MRSE roles and responsibilities.

(Zone 1V) was left opened. made to directly impact patient safety
3. The MRI safety alarm system, (called through heightening awareness of staff |
Ferrqguard, a waH.mounted metal d'etector' that safety practices and implementation of |
prowdes a cleaf, snrrf:ple, early warning of risk these two new patient safety workflows:
ltgms approach_mgt e magnet room, togethef « MRI Patient Safety Checklist
with lowest audible alarm rates), located on either .
ide of the ent to Zone IV here th MRI Safety Stop
sice o tt‘ e!en rta'g;%-g n otnfe ti(;:ev?hvénet;we € 4. Reinforce accountability of MRI 5/12/23
magnet s located) did not func & leadership to review and investigate all
rzmsp:t@ bed as pulled through the entrance to near misses and appropriate corrective
one V. . o ; ! -
4. The RN, PCT, and patient were not screened 2ft|f?n:t?§ntutt_ed in a timely manner with
prior to entering Zone fll, in accordanqe with the 5 aMIgI Ra d‘?c?lé%?éts to conduct weekly 5112/23
hospltqls policy and procedure regarding séfety rounds with staff. These rounds to 2
screening. ; X "
5. The RN was level Il MR safety trained and include direct observations of staff safety
continued to move the patient in an ICU bed into E;iﬁifteess tsaC#IZrtw ;;ngﬁ:g?ad" and |
Zone IV (area where magnet is located) without
stopping in Zone Il for a second screening and 6. Initial orientation for all new MRI staff = Ongoing
transferring patient to non-Ferromagnetic té’ ‘%Ce'?ggse?#(;ig?ﬂgosn ’F\)/'R| .S‘af:tyf
bed/table. u I , n' upervision o
6. The MRI technician did not quench the Magnet non-MRI personnel in Zone lI1.
during an emergency situation in accordance with 7. Part-time/per diem and staff on leave | Ongoing
tGhe golspitals policy and procedure "MRI Safety | roé ;3?:3?; I(Il;lggz)lt-ic:) rc?(;ng);?ttii i:)ha?t' oin
uidelines..." ing i
7. The hospital's policy and procedure did not ; patient care duties.
"include MRMD and MRSO required MR safety “
E téaném‘g in thelr policy and procedure "MRI safety I}/lo[aitoring o € active MRI staft §
uidelines.. 3 . Monitor completion of active staff | 8/31/23
8. Required screening of patient and non-MRI re-education regarding MR| Safety
personnel was not performed in accordance with Guidelines policy until 100% completion. |
| the hospital's policy and procedure. 2. Completion of 30 direct observational | 8/31/23
| 9. The hospital did not have a patient audits confirming supervision of non-MRI
| interview/clinical screening area (Zone i) that | personnel in Zone . ;
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A 535 | Continued From page 4

1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone [li
of the MR area.

2. The entrance door to the Magnetic Room
(Zone V) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone IV.

4. The RN, PCT, and patient were not screened
prior to entering Zone llI, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level [l MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone lli for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI safety
Guidelines..."

8. Required screening of patient and non-MRI
personnel was not performed in accordance with |
the hospital's policy and procedure. ﬁ
9. The hospital did not have a patient
interview/clinical screening area (Zone ll) that

Finding #1 (continued)

A 5353, Monitor completion of MRI Safety 1 8/31/23
Checklist monthly through 30 audits
monthly. ,
4. Completion of 30 monthly direct | 8/31/23
observational audits for correct use of
MRI Safety Stop.

5. Data to be reported monthly to the
MRI Safety Committee (MRISC) and
Quality Management Committee (QMC)
which reports to the Medical Executive
Committee (MEC), until the target is met
for 4 consecutive months.

6. For sustainability after reporting
target is met, ongoing compliance to be
reported quarterly to the MRI

leadership, MRISC, QMC, and MEC.

9/30/23

Ongoing

Responsible Person/Parties

1. Senior Vice President/Hospital
Administrator

2. Chief of Staff

i
|

;
I |
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A 535 Continued From page 4 A 535

1. There was no supervision of non-MRI

(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone Ill

of the MR area.

2. The entrance door to the Magnetic Room A535 [Finding #2

(Zone IV) was left opened. Immediate Actions

3. The MRI safety alarm system, (called 1. The MRI suite was placed on lock 2/23/23
Ferroguard, a wall mounted metal detector that down after the event, including entrance

provides a clear, simple, early warning of risk to Zone IV. MRI magnet was

items approaching the magnet room, together non-operational following the event.

with lowest audible alarm rates), located on either 2. Multidisciplinary team met to review | 2/23/23
side of the entrance to Zone 1V (area where the and evaluate the MRI Safety Guidelines |

magnet is located) did not function when the of safety practices in the MRI area,

hospital bed as pulled through the entrance to including review of staff education and

Zone IV, training materials to identify improvement

4. The RN, PCT, and patient were not screened opportunities. These opportunities

prior to entering Zone lll, in accordance with the included the following: ‘
hospitals policy and procedure regarding a. MRI Safety Guidelines 'r
screening. « Align better with American College of

5. The RN was level Il MR safety trained and Radiology (ACR) Manual on MR Safety

continued to move the patient in an ICU bed into 2020.

- Zone IV (area where magnet is located) without + Include additional MRI safety
| stopping in Zone lif for a second screening and measures and workflows to ensure
transferring patient to non-Ferromagnetic patient and staff safety

bed/table. + Include MRMD, MRSO, and MR

6. The MRI technician did not quench the Magnet roles and responsit’)ilities ’ SE
during an emergency situation in accordance with :

; . " b. Staff education and training materials
gaggl?r;‘)étslsupollcy and procedure "MRI Safety + Add simulation of Rapid Response
" . . | and Code Blue drills from Zone IV to

7. The hospital's policy and procedure did not g . Lo
| nclude MRMD and MRSO required MR safoty Zone I, praclicig calling for help/getting
| braining | P dure "MR ‘ emergent assistance
tcrgindagﬁ;nlgsth?r policy and procedure | safety | « Add orientation for non-MRI
8. Required screening of patient and non-MRI | staff/providers to include safety practices
| personnel was not performed in accordance with review including MRI Safety Screening |
| the hospital's policy and procedure. ; Questionnaire occurring in Zone [I, gauss|
| 9. The hospital did not have a patient line provisions, waiting for direction to
| interview/clinical screening area (Zone II) that | enter Zone il or IV from MRI |
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Finding #2 (continued)
A 535 | Continued From page 4 A 535 itechnologist, and non-MR staff
1. There was no supervision of non-MRI remaining in direct line of sight of MRI
(Magnetic Resonance Imaging) Personnel while staff. o
two staff (one registered Nurse , RN 1) and one 3. Multidisciplinary team consulted with | 2/23/23
Patient Care Assistant, PCT 1) were in Zone Il Clinical Technology and GE to confirm
of the MR area. environmental safety of MR area.
2. The entrance door to the Magnetic Room a. Clinical Technologists and facility 2/23/23
(Zone V) was left opened. Engineers evaluated the MRI machine
3. The MRI safety alarm system, (called initially to verify environmental safety,
Ferroguard, a wall mounted metal detector that including ensuring appropriate oxygen
provides a clear, simple, early warning of risk levels, validating absence of helium,
items approaching the magnet room, together confirming magnet quenching,
with lowest audible alarm rates), located on either guaranteeing safe removal of the hospital
side of the entrance to Zone IV (area where the bed, and allowing the magnet to defrost. |

magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone lll, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and

. continued to move the patient in an ICU bed into
| Zone IV (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic

« Facility Engineers assessed the
oxygen sensing device in Zone IV and
noted that it was not triggered during the
event which indicated that appropriate
oxygen level was present.

« Clinical Technologist reviewed the
magnet monitor logs and noted that, at
approximately 8:00 am on the day of the
event, the data showed the magnet !
pressure went from 1.5 psi to 0 psi which
coincided with the hospital bed impacting |

bed/table the MRI magnet. Then approximately an
6. The MR! technician did not quench the Magnet h?ggﬁﬁgﬁé:{?&ﬂg Af‘l;etgeoh‘;rcmich
' during an emergency situation in accordance with i?ldicated the MRI ma noet ramo od itself
the hospitals policy and procedure "MRI Safety down g P
Guidelines..." . F. ilitv Endi fol dth
7. The hospital's policy and procedure did not acllity =ngineers sately remove e"
include MRMD and MRSO required MR safety | ?hosrlclt;ll bed afttter verifying the quench of
training in their policy and procedure "MRI safety € MRI magnet. , ]
éi&gﬁnlgsnslr potiey P y @ b. Clinical Technologists continued the | 2/24/23
8. Required screening of patient and non-MRI evaluation of the MRI machine to
personnel was not performed in accordance with determine the extent of the damage
the hospital's palicy and procedure. related to the event, including
9. The hospital did not have a patient determining the list of parts needed for
interview/clinical screening area (Zone Il) that repair. |
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A 535 | Continued From page 4

1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone llI
of the MR area.

2. The entrance door to the Magnetic Room
(Zone 1V) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
| magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone I, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
“include MRMD and MRSO required MR safety

Guidelines..."
8. Required screening of patient and non-MRI

the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone ll) that

| training in their policy and procedure "MRI safety

personnel was not performed in accordance with

i
H

A 535 Systemic Actions

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES i ID PROVIDER'S PLAN OF CORRECTION ; (X5)
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|
Finding #2 (continued)

1. KP Learn 2023 MR Safety learning 3/06/23
module assigned to all active MR} staff.
2. All active MR staff were re-educated | 3/21/23
on the MRI Safety Guidelines policy,
including entrance door to Zone [V to be
kept closed, except when transporting
patient in and out of Zone IV
accompanied by MRI technologist or
when MRI staff are providing patient
care within Zone IV per ACR Manual on |
MR Safety 2020 (p. 25). In addition, the
importance of the following safety
measures was reviewed and reinforced
with staff to ensure patient and staff
safety during MRI diagnostic visit.

a. Patients and staff must be screened
using MRI Safety Screening
Questionnaire in Zone Il (room 1N96).

b. Patients and staff must remain in
line of sight or under immediate
Isupervision of a Level 2 MRI personnel,
and wanded in Zone [ll.

c. Door to Zone [V must be closed at
all times, except when entering or
exiting or participating in patient care. In
addition, patients must remain in line of
sight or under immediate supervision of
a Level 2 MRI personnel.

3. Created MRI Safety Checklist visual 4/07/23
aid to ensure all aspects of MRI Safety
Guidelines policy are consistently
followed, including validating Zone IV
door is closed prior to allowing entry of
staff and patient to Zone Il ‘
4. Training for active MRI staff was 14/14/23
completed on the following: |

a. Re-education regarding requirement |
to keep the door to Zone 1V closed at all :
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personnel was not performed in accordance with

the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone ll) that

|

(X4) 1D SUMMARY STATEMENT OF DEFICIENCIES ‘I ID PROVIDER'S PLAN OF CORRECTION L o)
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i
‘ ; Finding #2 (continued) 5
A 535 Continued From page 4 - A535 times, with the exception of transporting
1. There was no supervision of non-MRI a patient in and out of Zone IV or when |
(Magnetic Resonance Imaging) Personnel while MR staff are providing patient care within
two staff (one registered Nurse , RN 1) and one Zone V. ]
Patient Care Assistant, PCT 1) were in Zone lll b. All aspects of MRI Safety Guidelines |
of the MR area. policy are consistently followed, including
2. The entrance door to the Magnetic Room keeping the door closed to Zone IV
(Zone 1V) was left opened. c. Completion of MRI Safety Checklist
3. The MRI safety alarm system, (called 5. Initial orientation for all new MR staff | Ongoing
Ferroguard, a wall mounted metal detector that to include education on MRI Safety
provides a clear, simple, early warning of risk Guidelines, annual online MRI Safety
items approaching the magnet room, together Learning Module and MRI Safety
with lowest audible alarm rates), located on either Checklist.
side of the entrance to Zone IV (area where the 6. Part-time/per diem and staff on leave | Ongoing
magnet is located) did not function when the to be re-educated on MRI Safety
hospital bed as pulled through the entrance to Guidelines, annual online MRI Safety
Zone V. . ’
4. The RN, PCT, and patient were not screened é?gg&ﬂgtrwgg#{g’ aanr(tjicI:AZ{ir?afire\tyatient
prior to entering Zone [ll, in accordance with the duti P P pating In p
hospitals policy and procedure regarding care duties.
zcri'?\?grﬁ was level Il MR safety trained and Monitoring
continued to move the patient in an ICU bed into 1. Monitor completion of active MRI staff | 8/31/23
| Zone IV (area where magnet is located) without re-education regarding requirement to
stopping in Zone Il for a second screening and keep the door to Zone IV closed at all
transferring patient to non-Ferromagnetic times, with the exception of transporting
bed/table. a patient in and out of Zone IV or when
6. The MRI technician did not quench the Magnet | MR staff are providing patient care within
during an emergency situation in accordance with Zone IV until 100% completion.
the hospitals policy and procedure "MRI Safety 2. Completion of 30 direct observational |8/31/23
Guidelines..." audits monthly confirming door to Zone
7. The hospital's policy and procedure did not IV is kept closed with the exception of
! include MRMD and MRSO required MR safety transporting a patient in and out of Zone
| training in their policy and procedure "MRI safety IV or when MRI staff are providing patient
Guidelines..." : care within Zone IV.
8. Required screening of patient and non-MRI 3. Monitor completion of MRI Safety 18/31/23

Checklist monthly through 30 audits %
monthly. j

1
|
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of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone IV.

4. The RN, PCT, and patient were not screened
prior to entering Zone i, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level ll MR safety trained and
continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not

- include MRMD and MRSO required MR safety
| training in their policy and procedure "MRI safety

Guidelines..."
8. Required screening of patient and non-MRI

the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone Il) that

- personnel was not performed in accordance with |

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES E D PROVIDER'S PLAN OF CORRECTION ; x5)
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TAG | REGULATORY OR LSC IDENTIFYING INFORMATION) I TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
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! 2
) | Finding #2 (continued)
A 535 | Continued From page 4 . A5354, Data to be reported monthly to 9/30/23
1. There was no supervision of non-MRI MRISC and QMC which reports to MEC,
(Magnetic Resonance Imaging) Personnel while until the target is met for 4 consecutive
two staff (one registered Nurse , RN 1) and one months.
Patient Care Assistant, PCT 1) were in Zone I 5. For sustainability after reporting target | Ongoing

is met, ongoing compliance to be
reported quarterly to the MRI leadership,
MRISC, QMC, and MEC.

Responsible Person/Parties

1. Senior Vice President/Hospital
Administrator

2. Chief of Staff
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A 535 Continued From page 4 . A535
1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while ,
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone lil ;
of the MR area.
2. The entrance door to the Magnetic Room
(Zone V) was left opened.
3. The MRI safety alarm system, (called A535 Finding #3 |
Ferroguard, a wall mounted metal detector that Immediate Actions ;
_provides a ciear, simple, early warning of risk 1. The MRI suite was placed on lock 2/23/23
items approaching the magnet room, together down after the event, including entrance
with lowest audible alarm rates), located on either to Zone IV. MRI magnet was

side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone IV,

4. The RN, PCT, and patient were not screened
prior to entering Zone Ill, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone Il for a second screening and

non-operational following the event.
2, Multidisciplinary team met to review | 2/23/23
and evaluate the MRI Safety Guidelines
of safety practices in the MR area,
including review of staff education and
training materials to identify improvement
opportunities. These opportunities
included the following:
a. MRI Safety Guidelines

+ Align better with American College of

Radiology (ACR) Manual on MR Safety |

. , . 2020.
g:g;;et;gng patient to non-Ferromagnetic * Include additional MR| safety
6. The MRI technician did not quench the Magnet rpna?(iaesnliraeri dagtdaf\?lzg;z(t)ys to ensure ‘
during an emergency situation in accordance with | . :
the hospitals policy and procedure "MRI Safety | Include MRMD, MRSO, and MRSE
Guidelines..." | roles and respops:bllmes. o '
7. The hospital's policy and procedure did not b. Staff education and training materials
' include MRMD and MRSO required MR safety * Add simulation of Rapid Response
| training in their policy and procedure "MRI safety and Code Blue drills from Zone IVto |
Guidelines..." j Zone |l, practicing calling for help/getting|
| 8. Required screening of patient and non-MRI emergent assistance |
| personnel was not performed in accordance with | + Add orientation for non-MRI ;
the hospital's policy and procedure. : staff/providers to include safety practices|
1 9. The hospital did not have a patient | review inclu'ding MRI.Saf.ety Screening |
interview/clinical screening area (Zone Il) that Questionnaire occurring in Zone I, 1
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1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone Ili
of the MR area.

2. The entrance door to the Magnetic Room
(Zone V) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone lll, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not

! include MRMD and MRSO required MR safety

training in their policy and procedure "MRI safety
Guidelines..."
8. Required screening of patient and non-MRI

personnel was not performed in accordance with

the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone Il) that

A 535 gauss line provisions, waiting for

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES | ID PROVIDER'S PLAN OF CORRECTION (X5)
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! DEFICIENCY) i
. | Finding #3 (continued)
A535| Continued From page 4 ?

direction to enter Zone Il or IV from MRI
technologist, and non-MRI staff
remaining in direct line of sight of MRI
staff.

3. Multidisciplinary team consulted with | 2/23/23
Clinical Technology and GE to confirm
environmental safety of MRI area.

a. Clinical Technologists and facility 2/23/23
Engineers evaluated the MRI machine
initially to verify environmental safety,
including ensuring appropriate oxygen
levels, validating absence of helium,
confirming magnet quenching,
guaranteeing safe removal of the
hospital bed, and allowing the magnet to
defrost.

+ Facility Engineers assessed the
oxygen sensing device in Zone IV and
noted that it was not triggered during the
event which indicated that appropriate
oxygen level was present.

« Clinical Technologist reviewed the
magnet monitor logs and noted that, at
approximately 8:00 am on the day of the
event, the data showed the magnet
pressure went from 1.5 psi to 0 psi which
coincided with the hospital bed impacting
the MRI magnet. Then approximately an
hour later at 9:00 am, the helium
pressure went from 94% to 0% which
indicated the MRI| magnet ramped itself
down.

« Facility Engineers safely removed
the hospital bed after verifying the ;
quench of the MR| magnet. 3

i
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f Finding #3 (continued)
A535| Continued From page 4 - AB535] b. Clinical Technologists continued the = 2/24/23
1. There was no supervision of non-MRI evaluation of the MRI machine to
(Magnetic Resonance Imaging) Personnel while determine the extent of the damage
two staff (one registered Nurse , RN 1) and one related to the event, including
Patient Care Assistant, PCT 1) were in Zone Il determining the list of parts needed for
of the MR area. repair.
éThel«\a;;tranc? Stoor to tge Magnetic Room 4. Clinical Technology checked 2/23/23
one V) was lefi opened. Ferroguard device at the entrance to
3. The MRI safety alarm system, (called Zone IV and confirmed it was functional.
Ferroguard, a wall mounted metal detector that 5. Multidisciplinary team rounded in the | 2/24/23
provides a clear, simple, early waming of risk MR area within 24 hours of the event to
items approaching the magnet room, together assess staff understanding of Ferroguard
with lowest audible alarm rates), located on either device, including the alarm and response
side of the entrance to Zone IV (area where the to alarms.
magnet is located) did not function when the
;ospitﬁ} bed as pulled through the entrance to Systemic Actions
one Iv. . 1. All active MRI staff were re-educated | 3/21/23
4.The RN, P.CT,Zand ﬁﬁt'.em werednot scrgined on the MRI Safety Guidelines policy. The
prlorﬁo enter‘lng one IlI, in accordance with the importance of the following safety
hosplta_ls policy and procedure regarding measures was reviewed and reinforced
screening. , ) :
5. The RN was level Il MR safety trained and W'tfh ftzﬁ tp er'{/?;zedpatlentt.and_ s_:aff
continued to move the patient in-an ICU bed into safety aunng l?fgnos IC VisiL.
Zone IV (area where magnet is located) without a. Patients and sta mu§t be screened
stopping in Zone IIl for a second screening and using MRI Safety Screening L
transferring patient to non-Ferromagnetic Questionnaire in Zone |l (room 1N96). |
bed/table. b. Patlents and §taff mgst remain in line
6. The MRI technician did not quench the Magnet of sight or under immediate supervision
during an emergency situation in accordance with of a Level 2 MRI personnel, and wanded
the hospitals policy and procedure "MRI Safety in Zone III.
Guidelines.." c. Door to Zone IV must be closed at all
7. The hospital's policy and procedure did not times, except when entering or exiting or !
include MRMD and MRSO required MR safety participating in patient care. In addition,
training in their policy and procedure "MRI safety patients must remain in line of sight or
| Guidelines..." i under immediate supervision of a Level 2,
| 8. Required screening of patient and non-MRI MRI personnel. |
personnel was not performed in accordance with 2. Metrasens Vendor was brought onsite | 3/27/23
the hospital's policy and procedure. * to conduct in-person didactic training and
9. The hospital did not have a patient ' competency assessment for all active
interview/clinical screening area (Zone Il) that MRI staff. |
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1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
! two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone lll
of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone |V (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone lli, in accordance with the
hospitals policy and procedure regarding
screening.

| 5. The RN was level Il MR safety trained and

' continued to move the patient in an ICU bed into
| Zone IV (area where magnet is located) without
: stopping in Zone ll| for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not

" include MRMD and MRSO required MR safety

Guidelines..."
' 8. Required screening of patient and non-MRI

the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone II) that

| training in their policy and procedure "MRI safety

' personnel was not performed in accordance with !

(X410 | SUMMARY STATEMENT OF DEFICIENCIES g ) PROVIDER'S PLAN OF CORRECTION (X5)
PREFIX | (EACH DEFICIENCY MUST BE PRECEDED BY FULL i PREFIX (EACH CORRECTIVE ACTION SHOULD BE . COMPLETION
TAG | REGULATORY OR LSC IDENTIFYING INFORMATION) 1 TAG CROSS-REFERENCED TO THE APPROPRIATE ' DATE
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5 Finding #3 (continued)
A 535 Continued From page 4 ! A 535!3. Metrasens Vendor performed 3/30/23

preventative maintenance on Ferroguard
device.

4. Initiated re-training of all active MRI 3/27/23
staff on the workflow of Ferroguard and
the actions required when an alarm
sounds.

5. Training for MR staff regarding MRl | 4/14/23
Safety Stop process that includes the 5
following:

a. When Ferroguard Beacon displays
amber or red lights, perform an additional
direct visualization/tactile check

b. If audible alarm sounds when entering
Zone |V, stop and reverify absence of
ferrous objects.

6. Training for all MRI staff regarding daily 4/14/23
and weekly quality control (QC) according
to the manufacturer’s instruction for use
(MIFU) and record result of pass or fail.

a. The Magnetic Resonance Medical
Director (MRMD), Magnetic Resonance
Safety Officer (MRSQO) and the Imaging
Services Director are immediately notified
of all failures to assess if recalibration of |
the unit is needed.
7. Demonstration, return-demonstration, | 4/14/23
and competency assessment of the QC
process to be completed by the Imaging
Services Director for all other active MRI
staff.

8. All elements above to be included in | Ongoing
the MRI annual competency.
9. Initial orientation for all new MRI staff to Ongoing
include education on the above elements.
10. Part-time/per diem and staff on LOA
to be educated prior to participating in Ongoing
patient care duties.

1
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' continued to move the patient in an ICU bed into

with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone I, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and

Zone |V (area where magnet is located) without
stopping in Zone il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI safety
Guidelines..." i
8. Required screening of patient and non-MRI
personnel was not performed in accordance with
the hospital's policy and procedure. '
9. The hospital did not have a patient
interview/clinical screening area (Zone Il) that
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. Finding #3 (continued)
A 535 Continued From page 4 A 535] Monitoring i
1. There was no supervision of non-MRI 1. Completion of 30 direct observational | 8/31/23
(Magnetic Resonance Imaging) Personnel while audits monthly for correct use of the {
two staff (one registered Nurse , RN 1) and one Ferroguard until 100% compliance. |
Patient Care Assistant, PCT 1) were in Zone |l| 2. Monitoring of daily and weekly QC 8/31/23
of the MR area. _ logs to ensure completion until 100%
2. The entrance door to the Magnetic Room compliance.
(Zone IV) was left opened. 3. Data to be reported monthly to 9/30/23
3. The MR Safety alarm System, (Ca”ed MRISC and QMC which (eports to
Ferroguard, a wall mounted metal detector that MEC, until the target is met for 4 |
provides a clear, simple, early warning of risk consecutive months. |
items approaching the magnet room, together 4. For sustainability after reporting Ongoing

target is met, ongoing compliance to be
reported quarterly to the MR
leadership, MRISC, QMC, and MEC.

Responsible Person/Parties

1. Senior Vice President/Hospital
Administrator

2. Chief of Staff

i
. 1
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1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone llI
of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MR safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV {area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone HI, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and

continued to move the patient in an ICU bed into
Zaone |V (area where magnet is located) without
stopping in Zone ilI for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety

training in their policy and procedure "MRI safety

Guidelines..."
8. Required screening of patient and non-MRI

personnel was not performed in accordance with

the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone Il) that

A535 |Finding #4
Immediate Actions

opportunities included the
a. MRI Safety Guidelines
+ Align better with Amer|

| 2020.

* Include additional MRI
measures and workflows t
patient and staff safety.

| roles and responsibilities.

Radiology (ACR) Manual on MR Safety

* Include MRMD, MRSO, and MRSE
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A 535 | Continued From page 4 A 535

1. The MR suite was placed on lock 2/23/23
down after the event, including entrance
to Zone IV. MRI magnet was
non-operational following the event. 2/23/23
2. Multidisciplinary team met to review
and evaluate the MRI Safety Guidelines
of safety practices in the MRI area,
including review of staff education and
training materials to identify
improvement opportunities. These

following:

ican College of

safety
0 ensure

)
|

FORM CMS-2567(02-99) Previous Versions Obsolete

Event ID: SDRL11 Facility ID: CA220000010

If continuation sheet Page 5 of 13




DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED: 04/12/2023
FORM APPROVED
OMB NO. 0938-0391

A 535 Continued From page 4

1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone llI
of the MR area.

2. The entrance door to the Magnetic Room
(Zone 1IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone lli, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

| 7. The hospital's policy and procedure did not
"include MRMD and MRSO required MR safety

Guidelines..."
| 8. Required screening of patient and non-MRI

| the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone Il) that

training in their policy and procedure "MRI safety

| personnel was not performed in accordance with

A 535! b. Staff education and training materials
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Finding #4 (continued)

» Add simulation of Rapid Response
and Code Blue drills from Zone IV to
Zone |l practicing calling for help/getting |
emergent assistance

+ Add orientation for non-MRI
|staff/providers to include safety practices
review including MRI Safety Screening
Questionnaire occurring in Zone I, gauss
line provisions, waiting for direction to
enter Zone Il or IV from MRI
technologist, and non-MRI staff
remaining in direct line of sight of MRI
staff.

Systemic Actions
1. All active MRI staff were re-educated | 03/21/23
on the MRI Safety Guidelines policy. The
importance of the following safety
measures was reviewed and reinforced
with staff to ensure patient and staff
safety during MRI diagnostic visit.

a. Patients and staff must be screened
using MRI Safety Screening
Questionnaire in Zone Il (room 1N96).

b. Patients and staff must remain in line
of sight or under immediate supervision
of a Level 2 MRI personnel, and wanded
in Zone .

c¢. Door to Zone IV must be closed at all
times, except when entering or exiting or
participating in patient care. In addition,
patients must remain in line of sight or
under immediate supervision of a Level 2
MRI personnel.

2. The MR Safety Guidelines Policy was | 5/08/23
revised to include that screening of

patients and staff would occur in Zone ||
E(room 1N96) prior to entering Zone Iif.

i
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1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone lli
of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone 1V (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone lli, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was leve! Il MR safety trained and

! continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without
stopping in Zone llI for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not

. include MRMD and MRSO required MR safety

|

z training in their policy and procedure "MRI safety

| Guidelines..."
- 8. Required screening of patient and non-MRI

| personnel was not performed in accordance with

I the hospital's policy and procedure.
1 9. The hospital did not have a patient
| interview/clinical screening area (Zone ) that

A 535! a. Zone ll: Controlled access location in|

(X4) ID SUMMARY STATEMENT OF DEFICIENCIES | D PROVIDER'S PLAN OF CORRECTION LX)
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}
Finding #4 (continued)
A 535 Continued From page 4 :

MRI area for patients’ screening with MRQ
Safety Screening Questionnaire and
verification of appropriate
clothing/gowning, as well as screening of
personnel's questionnaire.

b. Zone llI: Restricted access area
where screening of MRI patients and
personnel continues and is finalized .
under supervision by MRI technologists
in preparation for entry into Zone V.

« Will complete an MRI Screening
Safety Questionnaire before being
allowed entrance into Zone |ll.

o Any “yes” answers will be
discussed with MRI Level 2 personnel for
consideration of potential/actual risk of
scanning.

+ All Non-MRI personnel needing to
enter Zone lll must first complete an MR
safety questionnaire that has been
reviewed by MRI staff before entering
Zone 1l

o Patients and visitors will not be
allowed in the MRI area (Zone |ll and V)
unless escorted and screened by an MR
technologist, radiologist, or other frained
Level 2 MRI personnel.

o All patients having an MRI
procedure will complete and sign an MR
Safety Screening form before being
allowed into Zone IlI.

o Any question answered “yes” will be
investigated and resolved before the
patient is allowed into Zone Ill.

3. Developed an MRI Safety Stop 3/29/23
process which includes the following
steps:

i
i
|
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|
. Finding #4 (continued)
A 535 | Continued From page 4 A 535 a. Before proceeding to the Zone IV
1. There was no supervision of non-MRI door, confirm the following: absence of |
(Magnetic Resonance Imaging) Personnel while ferrous objects and equipment is MRI
two staff (one registered Nurse , RN 1) and one safe.
Patient Care Assistant, PCT 1) were in Zone Il b. Only enter Zone IV when MRI
of the MR area. _ personnel is present and when instructed
2. The entrance door to the Magnetic Room to enter.

(Zone V) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to

4. Training for all active MRI staffwas | 4/14/23
completed for:

a. Adherence to the revised workflow,
including non-MRI staff and patient
screening prior to entering Zone i

b. MR! Safety Checklist

c. MR]| Safety Stop
5. Initial orientation for all new MRI staff | Ongoing

Zone IV to include gducation on MR Gu'!delines,

4. The RN, PCT, and patient were not screened la\zﬂnnual online MR| Safety Leaming
) . ; - odule, adherence to proper workflow,
prior to entering Zone Il in accordance with the MR Safety Checklist. and MR| Safet
hospitals policy and procedure regarding Stop y ' y
screening. : i ) i
5. The RN was level Il MR safety trained and 6. All elements above to be included in | Ongoing
' continued to move the patient in an ICU bed into the MRI annual competency. ,
Zone IV (area where magnet is located) without 7. Part-time/per diem and staff on leave ' Ongoing
stopping in Zone lI for a second screening and to be re-educated on MR| Guideline,
transferring patient to non-Ferromagnetic annual online MR Safety Learning
bed/table. Module, adherence to revised work and
6. The MRI technician did not quench the Magnet MRI Safety Checklist prior to participating
during an emergency situation in accordance with in patient care duties.
the hospitals policy and procedure "MRI Safety o
Guidelines..." Monitoring
7. The hospital's policy and procedure did not 1 1. Monitor the completion of active MRI 1 8/31/23
"include MRMD and MRSO required MR safety staff re-education regarding screening of |

training in their policy and procedure "MRI safety non-MRI personnel prior to entering Zone
Guidelines..." i Il untit 100% completion.
8. Required screening of patient and non-MRI 2. Completion of 30 direct observational |8/31/23
personnel was not performed in accordance with audits monthly for correct use of |
the hospital's policy and procedure. screening of non-MRI personnel prior to
9. The hospital did not have a patient g entering Zone |1l utilizing the MRI Safety
interview/clinical screening area (Zone i) that Checklist ‘
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Guidelines..."
8. Required screening of patient and non-MRI

the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone Il) that

, include MRMD and MRSO required MR safety |
| training in their policy and procedure "MRI safety

personnel was not performed in accordance with

!
[
i

i
|
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) Finding #4 (continued)
A 535 Continued From page 4 A535| 3. Data to be reported monthly to 9/30/23
1. There was no supervision of non-MRI MRISC and QMC which reports to
(Magnetic Resonance Imaging) Personnel while MEC, until the target is met for 4 ;
two staff (one registered Nurse , RN 1) and one consecutive months. i
Patient Care Assistant, PCT 1) were in Zone Il 4. For Sustainab”ity after reporﬁng | Ongoing
of the MR area. ‘ target is met, ongoing compliance to be
2. The entrance door to the Magnetic Room reported quarterly to the MRI |
(Zone V) was left opened. leadership, MRISC, QMC, and MEC. |
3. The MRI safety alarm system, (called i
Ferroguard, a wall mounted metal detector that Responsible Person/Parties
provides a clear, simple, early warning of risk 1. Senior Vice President/Hospital
items approaching the magnet room, together Administrator
with lowest audible alarm rates), located on either 2 Chief of Staff
side of the entrance to Zone IV (area where the )
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.
4. The RN, PCT, and patient were not screened
prior to entering Zone lli, in accordance with the
hospitals policy and procedure regarding
screening.
5. The RN was level Il MR safety trained and A535 |Finding #5
continued to move the patient in an ICU bed into Immediate Actions
Zone |V (area where magnet is located).without 1. The MR suite was placed on lock ' 2/23/23
stopping in Zone lii for a second screening and down after the event, including entrance
transferring patient to non-Ferromagnetic to Zone IV. MRI magnet was %
bed/table. o non-operational following the event.
6. The MRI technician did not quench the Magnet 2. Multidisciplinary team met to review 2/23/23
during an emergency situation in accordance with | and evaluate the MRI Safety Guidelines
the hospitals policy and procedure "MRI Safety of safety practices in the MRI area
Guidelines..." ) : . L
- ) . including review of staff education and
7. The hospital's policy and procedure did not training materials to identify improvement

opportunities. These opportunities
included the following:
a. MRI Safety Guidelines
» Align better with American College of
Radiology (ACR) Manual on MR Safety
2020.
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A 535 | Continued From page 4

1. There was no supervision of non-MRI measures and workflows to ensure
(Magnetic Resonance Imaging) Personnel while patient and staff safety.
two staff (one registered Nurse , RN 1) and one * Include MRMD, MRSO, and MRSE

Patient Care Assistant, PCT 1) were in Zone lll
of the MR area.

2. The entrance door to the Magnetic Room
(Zone V) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone [V (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to

roles and responsibilities.
| b. Staff education and training materials
» Add simulation of Rapid Response
and Code Blue drills from Zone IV to
Zone |1, practicing calling for help/getting
emergent assistance
+ Add orientation for non-MRI
staff/providers to include safety practices
review including MRI Safety Screening
Questionnaire occurring in Zone I, gauss
line provisions, waiting for direction to

Zone IV enter Zonga 1 or IV from MRI .

4. The RN, PCT, and patient were not screened f(echnolo%nst, e;rnq r;‘on-fMMRI st?ffﬁremammg

prior to entering Zone [l in accordance with the in direct line of sight of MRI staff.

Qgrsep;ai:qsgp.)oucy and procedure regarding Systemic Actions |

5. The RN was level Il MR safety trained and 1. Reassessment of Zone signage 3/13/23
' continued to move the patient in an ICU bed into 'opportunities for improvement by
| Zone IV (area where magnet is located) without multidisciplinary team.

stopping in Zone 1l for a second screening and a. Reclassification of designated MRI  3/29/23

transferring patient to non-Ferromagnetic Safety Zones with improvements in

bed/table. signage identifying different zones per

6. The MRI technician did not quench the Magnet MR Safety Guidelines.

during an emergency situation in accordance with b. Temporary Zone signage posted. 4/05/23

the hospitals policy and procedure "MRI Safety c. Replacement permanent signage 4/11/23

Guidelines..." ordered.

7. The hospital's policy and procedure did not 2. Education for MRI staff completed 4/07/23
L include MRMD and MRSO required MR safety | regarding the following:

training in their policy and procedure "MRI safety a. Staff/physicians must remain in direct

Guidelines..." line of sight of an MRI staff member at all

8. Required screening of patient and non-MRI ; times while in Zones Il and V.

personnel was not performed in accordance with b. Non-MRI staff are not permitted to

the hospital's policy and procedure. enter Zone IV without being first cleared,

9. The hospital did not have a patient X then escorted by an MRI staff member.

interview/clinical screening area (Zone Il) that i '
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; Finding #5 (continued)
A 535 | Continued From page 4 . A535 3, Revised the workflow to include the | 4/07/23
1. There was no supervision of non-MRI following:
(Magnetic Resonance Imaging) Personnel while a. Screening to occur in Zone |l with
two staff (one registered Nurse , RN 1) and one instructions to wait in Zone Il until
Patient Care Assistant, PCT 1) were in Zone |l cleared and supervised by MR staff for
of the MR area. |next step.
2. The entrance door to the Magnetic Room | b. Patient and staff to remain in direct |
(Zone IV) was left opened. line of sight by MR staff while in Zone II1.|
3. The MRI safety alarm system, (called » Entrance into Zone il is prohibited
Ferroguard, a wall mounted metal detector that until accompanied by MRI staff.
prowdes a clear_, simple, early warning of risk « Any non-MRI staff will remain in
items approaching the magnet room, together Zone Il until directed by MRI staff to
wlth lowest audible alarm rates), located on either complete next steps.
| side of the entrance fco Zone IV (area where the c. Safety screening process to be |
magnet is located) did not function when the completed for inpatient and staff in Zone
hospital bed as pulled through the entrance to 1.
Zone V. .
. 4. Created the MRI Safety Checklist as | 4/07/23
4..The RN, P.CT’ and patlgnt were not scrgened visual aids to ensure all pertinent safety
prior to entering Zone {ll, in accordanqe with the measures are addressed and in place
hospitqls policy and procedure regarding before transporting a patient to MRI and i
sereening. . within Zones 11, Il and IV. All pertinent
5. The RN was level Il MR safety trained and | . ' .
- continued to move the patient in an ICU bed into safety actions, including: .
| Zone IV (area where magnet is located) without a. MR staff to complete direct
stopping in Zone 1l for a second screening and visualization as final check for ferrous
transferring patient to non-Ferromagnetic Og)el\ilt;;r;é?fr;g :‘g.view otaff and patient
bed/table. - VIR :
6. The MRI technician did not quench the Magnet screening forms in Zone II.
during an emergency situation in accordance with c. Transfer patient on hospital bed to
tGhe.gol.spitals policy and procedure "MRI Safety MdRISE;);i?; :erorll‘ian\élvgr“seri\?ig?v gd with
uidelines..." .
7. The hospital's policy and procedure did not patient care team including do not enter |
include MRMD and MRSO required MR safety Zone IV without permission from MRI
| training in their policy and procedure "MRI safety persl\cll)rl;rl‘elt. h Lst CVRI
! Guidelines..." j e. staff to ensure all steps o
| 8. Required screening of patient and non-MRI , Safety Stop are completed.
| personnel was not performed in accordance with 5. Developed an MRI Safety Stop 3/29/23
| the hospital's policy and procedure. process which includes the following
1 9. The hospital did not have a patient

:steps:

i
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1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone Ill
of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone {lI, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone [V (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not

" include MRMD and MRSO required MR safety

training in their policy and procedure "MRI safety
Guidelines..."
8. Required screening of patient and non-MRI

personnel was not performed in accordance with |

the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone Il) that

i

A 535, a. Before proceeding to the Zone IV

(X4) 1D SUMMARY STATEMENT OF DEFICIENCIES | ID PROVIDER'S PLAN OF CORRECTION i *5)
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{
Finding #5 (continued)
A 535 Continued From page 4

door, confirm the following: absence of
ferrous objects and equipment is MRI
safe. |

b. Only enter Zone IV when MRI ‘
personnel is present and when instructed
to enter.

6. Training for active Patient Care 5/31/23
Services (PCS) and ancillary staff who
transport patients to MRI was initiated on
4/11/23 on the following:

a. Orientation to the MRI environment

b. Revised workflow

c. MR} Safety Checklist

d. MRI Safety Stop
7. Orientation to the MRI Environment to | 5/31/23
be initiated for active PCS and ancillary
staff who transport patients to MRI:

a. The in-person tour and orientation,
with discussion and opportunity for
questions, to include the following
elements on MR safety: ;

+ Avoid transporting patients to MRI on:
a hospital bed. If one is required, the |
transfer from the bed to the MR safe
table will occur in Zone Il. No hospital
beds can enter Zone Ill.
8. Initial orientation for all to include Ongoing
education on MRI Safety Guidelines,
annual online MRI Safety Learning
Module, adherence to revised workflow
and MRI Safety Checklist.
9. All elements above to be included in | Ongoing
the new PCS and ancillary staff MRI
annual competency.
10. Part-time/per diem and staff on leave | Ongoing
to be educated on the revised workflow,
MRI Safety Checklist and MRI Safety
Stop prior to participating in patient care
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screening.

5. The RN was leve! Il MR safety trained and
continued to move the patient in an ICU bed into
Zone 1V (area where magnet is located) without
stopping in Zone llI for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in thelr policy and procedure "MRI safety
Guidelines...

8. Required screening of patient and non-MRI
personnel was not performed in accordance with
the hospital's policy and procedure.

9. The hospital did not have a patient
interview/clinical screening area (Zone Il) that

»

is met, ongoing compliance to be
reported quarterly to the MRI leadership,
MRISC, QMC, and MEC.

Responsible Person/Parties

1. Senior Vice President/Hospital
Administrator

2. Chief of Staff

|
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f Finding #5 (continued)
A 535 | Continued From page 4 ! A 535 |duties.
1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while Monitoring ‘
two staff (one registered Nurse , RN 1) and one 1. Monitor completion of orientation to the 8/31/23
Patient Care Assistant, PCT 1) were in Zone Il MRI environment by active PCS and |
of the MR area. ancillary staff who transport patients to
2. The entrance door to the Magnetic Room MRI until 100% completion.
(Zone V) was left opened. 2. Completion of 30 monthly direct | 8/31/23
3. The MRI safety alarm system, (called observational audits for correct use of |
Ferroguard, a wall mounted metal detector that revised workflow. ;
provides a clear, simple, early warning of risk 3. Completion of 30 monthly direct 8/31/23
items approaching the magnet room, together observational audits for correct use of
with lowest audible alarm rates), located on either MRI Safety Checklist.
side of the entrance to Zone IV (area where the 4. Completion of 30 monthly direct 8/31/23
magnet is located) did not function when the observational audits for correct use of
hospital bed as pulled through the entrance to MRI Safety Stop.
Zone IV. 5. Data to be reported monthly to MRISC | 9/30/23
4. The RN, PCT, and patient were not screened and QMC which reports to MEC, until the
prior to entel’ing Zone ”I, in accordance with the target is met for 4 consecutive months_
hospitals policy and procedure regarding 6. For sustainability after reporting target | Ongoing
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A535

Continued From page 4

1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
| two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone Il
of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone 1V (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone lll, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone llI for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety

i Guidelines..."
’ 8. Required screening of patient and non-MRI

| training in their policy and procedure "MRI safety

A 535

A535

' personnel was not performed in accordance with

i the hospital's policy and procedure.
{ 9. The hospital did not have a patient
] interview/clinical screening area (Zone Il that

Finding #6

Immediate Actions

1. The MR suite was placed on lock
down after the event, including entrance
to Zone V. MRI magnet was
non-operational following the event.

2. Multidisciplinary team met to review
and evaluate the MRI Safety Guidelines
of safety practices in the MRI area,
including review of staff education and
training materials to identify improvement
opportunities. These opportunities (
Lincluded the following: i

2/23/23

2/23/23
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A 535 Continued From page 4

1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone Il
of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4, The RN, PCT, and patient were not screened
prior to entering Zone I, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone Ill for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet

the hospitals policy and procedure "MRI Safety
Guidelines..."

| 7. The hospital's policy and procedure did not

- include MRMD and MRSO required MR safety

! Guidelines...
' 8. Required screening of patnent and non-MRi

| the hospital's policy and procedure.
‘ | 9. The hospital did not have a patient
{ interview/clinical screening area (Zone H) that

during an emergency situation in accordance with f

{

’ | training in thelr policy and procedure "MRI safety

personnel was not performed in accordance with

Finding #6 (continued)

(X4) 1D | SUMMARY STATEMENT OF DEFICIENCIES | D PROVIDER'S PLAN OF CORRECTION ; (X5)
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|

A535, a. MRI Safety Guidelines

« Align better with American College of
Radiology (ACR) Manual on MR Safety |
2020.

* Include additional MRI safety
measures and workflows to ensure
patient and staff safety.

* Include MRMD, MRSO, and MRSE |
roles and responsibilities. |

b. Staff education and training materials

+ Add simulation of Rapid Response
and Code Blue drills from Zone IV to
Zone |l, practicing calling for help/getting!
emergent assistance

+ Add orientation for non-MRI
staff/providers to include safety practices
review including MRI| Safety Screening
Questionnaire occurring in Zone Il
gauss line provisions, waiting for
direction to enter Zone Ill or IV from MRI
technologist, and non-MR staff
remaining in direct line of sight of MRI
staff.

3. Multidisciplinary team consulted with | 2/23/23
Clinical Technology and General Electric
(GE) to confirm environmental safety of
MRI area.

a. Clinical Technologists and facility 2/23/23
Engineers evaluated the MRI machine
initially to verify environmental safety,
including ensuring appropriate oxygen
levels, validating absence of helium,
confirming magnet quenching,
guaranteeing safe removal of the
hospital bed, and allowing the magnet to ,
defrost. »

» Facility Engineers assessed the
oxygen sensing device in Zone IV and
Inoted that it was not triggered during the
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. | Finding #6 (continued)
A 535 | Continued From page 4 A 535 event which indicated that appropriate
1. There was no supervision of non-MRI oxygen level was present.
(Magnetic Resonance Imaging) Personnel while « Clinical Technologist reviewed the |
two staff (one registered Nurse , RN 1) and one magnet monitor logs and noted that, at
Patient Care Assistant, PCT 1) were in Zone lll approximately 8:00 am on the day of the

of the MR area.

2. The entrance door to the Magnetic Room
(Zone IV) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to

event, the data showed the magnet
pressure went from 1.5 psi to 0 psi which
coincided with the hospital bed impacting
the MRI magnet. Then approximately an |
hour later at 9:00 am, the helium
pressure went from 94% to 0% which
indicated the MRI magnet ramped itself
down.

* Facility Engineers safely removed the
hospital bed after verifying the quench of

Zone IV the MRI. magnet. ’ _

4. The RN, PCT, and patient were not screened e\%lﬁ g?i'g,?I;?ﬁg?@gﬂﬁfcﬁ?nnet'?ged the | 2/24/23
prior to entering Zone I, in accordance with the determine th tent of the d

hospitals policy and procedure regarding etermine the extent of tne damage
screening. related 'tc? the evgnt, including

5. The RN was level Il MR safety trained and determining the list of parts needed for
continued to move the patient in an ICU bed into repair.

Zone 1V (area where magnet is located) without , ,

stopping in Zone Il for a second screening and Systemic Actions
transferring patient to non-Ferromagnetic 1. All active MRI staff were re-educated  3/21/23
bed/table. on the MRI Safety Guidelines policy. The
6. The MRI technician did not quench the Magnet importance of the following safety

during an emergency situation in accordance with measures was reviewed and reinforced
the hospitals policy and procedure "MRI Safety with staff to ensure patient and staff
Guidelines..." | safety during MRI diagnostic visit.

7. The hospital's policy and procedure did not a. Patients and staff must be screened
“include MRMD and MRSO required MR safety using MRI Safety Screening

training in their policy and procedure "MRI safety Questionnaire in Zone I (room 1N96).
Guidelines..." b. Patients and staff must remain in line
8. Required screening of patient and non-MRI of sight or under immediate supervision
personnel was not performed in accordance with of a Level 2 MRI personnel, and wanded
the hospital's policy and procedure. } in Zone Il

9. The hospital did not have a patient c¢. Door to Zone IV must be closed at all |
interview/clinical screening area (Zone Il) that times, except when entering or exiting ‘
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_ Finding #6 (continued) ‘Z
A 535 Continued From page 4 . AB35|or participating in patient care. In
1. There was no supervision of non-MRI addition, patients must remain in line of
' (Magnetic Resonance Imaging) Personnel while sight or under immediate supervision of a
 two staff (one registered Nurse , RN 1) and one Level 2 MRI personnel. |
Patient Care Assistant, PCT 1) were in Zone [l 2. Development of the MRI Quenching | 5/01/23
of the MR area. Learning Module to provide increased
(22 Theﬁ/‘;tf aﬂC? gOOF to Yge Magnetic Room detail specific to evaluation prior to,
one V) was left opened. evacuation for, activation of, and
3. The MRI safety alarm system, (called reporting with quenching of the MR |
Ferroguard, a wall mounted metal detector that magnet in progress.
provides a clear, simple, early warning of risk a. Module to be assigned to all active
itgms approach.mg the magnet room, togethe{ MRI technologists for completion.
with lowest audible alarm rates), located on either 3. Revised the MR| Safety Guidelines to | 5/08/23
side of the entrance to Zone IV garea where the clarify and provide increased detail
magnet is located) did not function when the specific to evaluation prior to, evacuation
hospital bed as pulled through the entrance to for, activation of and reporting with
Zone IV. ; .
. quenching of the MRI magnet.
4.4The RN, P.CT, and patx_e-nt were not scrgened a. Revised policy to be submitted to 5/08/23
prior to entering Zone [lI, in accordance with the MEC for approval
hospitals policy and procedure regarding b Trainin%pof all 'active MR 5/15/23
screening. : A
5. The RN was level Il MR safety trained and f"lmgfg'rféi tt;’ﬁgﬁ ?gr”;ﬁ’l'ifx-MRl ‘
i continued to move the patient in an ICU bed into : . i olude ed ) Ongoing
| Zone IV (area where magnet is located) without technolog|st§ to include e ucation on
stopping in Zone !l for a second screening and MRI Quenching Learning Module. .
transferring patient to non-Ferromagnetic 5. Part-time/per diem and staff on leave  Ongoing
bed/table. to be educated on the MR Safety
6. The MRI technician did not quench the Magnet Guidelines and MRI Quenching Learning
during an emergency situation in accordance with Module prior to participating in patient
the hospitals policy and procedure "MRI Safety care duties.
Guidelines..." o
| 7. The hospital's policy and procedure did not | Monitoring _ ‘
"include MRMD and MRSO required MR safety | 1. Monitor the completion of review of the' 8/31/23
i training in thelr policy and procedure "MRI safety revised MRI Safety Guidelines by all
| Guidelines... active MR staff until 100% of staff have |
| | 8. Required screening of patient and non-MRI completed review. ‘
‘ personnel was not performed in accordance with 2. Monitor the completion of the MR 8/31/23
| the hospital's policy and procedure. ! Quenching learning module by all active
9. The hospital did not have a patient MRI technologists with a target of 100%. |
interview/clinical screening area (Zone ll) that | : J
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| Finding #6 (continued)
A535 Continued From page 4 ' A535, 3. Direct rounding of all active MR staff | 8/31/23
1. There was no supervision of non-MRI to validate knowledge retention related
{Magnetic Resonance Imaging) Personnel while to quenching process using a 5-question |
two staff (one registered Nurse , RN 1) and one interview format with a target passing |
| Patient Care Assistant, PCT 1) were in Zone Il score of 100%.
' of the MR area. | 4. Data to be reported monthly to MRISC| 9/30/23
2. The entrance door to the Magnetic Room and QMC which reports to MEC, until
(Zone 1V) was left opened. the target is met for 4 consecutive
3. The MR safety alarm system, (called months. |
Ferroguard, a wall mounted metal detector that 5. For sustainability after reporting target| Ongoing
provides a clear, simple, early warning of risk is met, ongoing compliance to be
items approaching the magnet room, together reported quarterly to the MRI leadership,
with lowest audible alarm rates), located on either MRISC, QMC, and MEC. |
side of the entrance to Zone IV (area where the
magnet is located) did not function when the Responsible Person/Parties
hospital bed as pulled through the entrance to 1. Senior Vice President/Hospital
Zone V. . Administrator
4. The RN, PCT, and patient were not screened 2 Chief of Staff
prior to entering Zone ll, in accordance with the '
hospitals policy and procedure regarding
screening.
(5. The RN was level Il MR safety trained and
- continued to move the patient in an 1CU bed into
| Zone |V (area where magnet is located) without
i stopping in Zone i for a second screening and
transferring patient to non-Ferromagnetic
bed/table.
| 6. The MRI technician did not quench the Magnet
| during an emergency situation in accordance with
| the hospitals policy and procedure "MRI Safety |
| Guidelines..."
! 7. The hospital's policy and procedure did not A535 |Finding #7
“include MRMD and MRSO required MR safety Immediate Actions
| training in their policy and procedure "MRI safety 1. Multidisciplinary team met to review | 9/23/23
: Guidelines..." ‘; and evaluate the MRI Safety Guidelines
! 8. Required screening of patient and non-MRI | of safety practices in the MR| area,
personnel was not performed in accordance with including review of staff education and
| the hospital's policy and procedure. ’ training materials to identify improvement
| 9. The hospital did not have a patient i opportunities. These opportunities (
i interview/clinical screening area (Zone i) that g included the following: %
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1. There was no supervision of non-MRI

of the MR area.

2. The entrance door to the Magnetic Room
(Zone V) was left opened.

3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together

magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

hospitals policy and procedure regarding
screening.
5. The RN was level Il MR safety trained and

stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

the hospitals policy and procedure "MRI Safety
Guidelines..."

| 7. The hospital's policy and procedure did not

- include MRMD and MRSO required MR safety

Guidelines...
8. Required screening of patient and non-MRI

the hospital's policy and procedure.
9. The hospital did not have a patient
interview/clinical screening area (Zone ll) that

(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone Il

with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the

4. The RN, PCT, and patient were not screened
prior to entering Zone Ili, in accordance with the

continued to move the patient in an ICU bed into
Zone |V (area where magnet is located) without

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with

I training in thelr policy and procedure "MRI safety '

- personnel was not performed in accordance with
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' j Finding #7 (continued) Z
A 535 Continued From page 4 | A535, a. MRI Safety Guidelines |
|

« Align better with American College of
Radiology (ACR) Manual on MR Safety
2020.

+ Include additional MRI safety
measures and workflows to ensure
patient and staff safety.

* Include MRMD, MRSO, and MRSE
roles and responsibilities.

b. Staff education and training materials;

+ Add simulation of Rapid Response |
and Code Blue drills from Zone IV to
Zone ll, practicing calling for help/getting
emergent assistance

+ Add orientation for non-MRI
staff/providers to include safety practices
review including MRI Safety Screening
Questionnaire occurring in Zone I, gauss
line provisions, waiting for directionto |
enter Zone Ill or IV from MRI
technologist, and non-MRI staff
remaining in direct line of sight of MRI
staff.

Systemic Actions

1. MRISC with multidisciplinary | 3/29/23
membership discussed the roles of

MRMD and MRSO per the revised MRI

Safety Policy.

2. Revised MRI Safety Guidelines to 5/08/23

include definitions and required annual
MR safety training of MRMD and MRSO !
in accordance with the ACR Manual on
MR Safety 2020. Revised policy to be
submitted to MEC for approval.

a. MRI safety specific education on %
annual basis is required for MRMD and
MRSO.

i
i
|
i

i
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; Finding #7 (continued)
A 535 | Continued From page 4 . A535{3. Communication outlining roles and 5/31/23
1. There was no supervision of non-MRI responsibilities for MRMD and MRSO
(Magnetic Resonance Imaging) Personnel while shared with MRI| department
two staff (one registered Nurse , RN 1) and one Radiologists and staff.
Patient Care Assistant, PCT 1) were in Zone Ili 4. All active MRI Radiologists to review | 5/31/23
of the MR area. revised MRI Safety Guidelines.
2. The entrance door to the Magnetic Room 5. Initial orientation for newly hired Ongoing
(Zone 1V) was left opened. MRMD and MRSO includes review of
3. The MRI safety alarm system, (called MRI Safety Guidelines and completion
Ferroguard, a wall mounted metal detector that of Level 2 MRI Safety training.
provides a clear, simple, early warning of risk
items approaching the magnet room, together Monitoring
with lowest audible alarm rates), located on either 1. Monitor completion of MRI Level 2 8/31/23
side of the entrance to Zone IV (area where the Safety training and attestation to ensure
magnet is located) did not function when the all active MRI Radiologists’
hospital bed as pulled through the entrance to understanding of revised MRI Safety
Zone IV. . Policy content until 100% completion.
4. The RNt' P'CT,Zand F"ﬁt'?nt werednot scr?;r)[ﬁd 2. Data to be reported monthly to 9/30/23
e ceseiancswih e
screpenin gp until the target is met for 4 consecutive
5. The RN was level Il MR safety trained and ;no;ths. inability aft rting t i
continued to move the patient in an ICU bed into 3. For sustainability after reporting target | Ongoing
Zone IV (area where magnet is located) without Is met, ongoing compliance to be ,
stopping in Zone Ill for a second screening and reported quarterly to the MRI leadership,
transferring patient to non-Ferromagnetic MRISC, QMC, and MEC.
bed/table. . .
6. The MRI technician did not quench the Magnet Responsible Person/Parties .
during an emergency situation in accordance with 1. Senior Vice President/Hospital
the hospitals policy and procedure "MRI Safety Administrator
Guidelines..." 2. Chief of Staff
7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MRI safety |
Guidelines..." i L
8. Required screening of patient and non-MRI A535 |Finding #8
personnel was not performed in accordance with Immediate Actions
the hospital's policy and procedure. 1. The MRI suite was placed on lock 2/23/23

9. The hospital did not have a patient
interview/clinical screening area (Zone Il) that j

down after the event, including entrance
to Zone IV. MRl magnet was

'
i
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(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone llI
of the MR area.
2. The entrance door to the Magnetic Room
(Zone IV) was left opened.
3. The MRI safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.
4. The RN, PCT, and patient were not screened
prior to entering Zone HlI, in accordance with the
hospitals policy and procedure regarding
screening.
5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.
6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety |
Guidelines..."
7. The hospital's policy and procedure did not
"include MRMD and MRSO required MR safety
training in their policy and procedure "MR! safety |
Guidelines..." |
8. Required screening of patient and non-MRI !
personnel was not performed in accordance with
the hospital's policy and procedure. i
9. The hospital did not have a patient
interview/clinical screening area (Zone Il) that
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g Finding #8 {continued)
A 535 Continued From page 4 ! A 535 non-operational following the event.
1. There was no supervision of non-MRI 2. Multidisciplinary team met to review 2/23/23

and evaluate the MRI Safety Guidelines
of safety practices in the MRI area,
including review of staff education and
training materials to identify improvement
opportunities. These opportunities
included the following:

a. MRI Safety Guidelines

+ Align better with American College of
Radiology (ACR) Manual on MR Safety
2020.

* Include additional MRI safety
measures and workflows to ensure
patient and staff safety.

* Include MRMD, MRSO, and MRSE
roles and responsibilities.

b. Staff education and training materials

+ Add simulation of Rapid Response
and Code Blue drills from Zone IV to
Zone |, practicing calling for help/getting
emergent assistance

* Add orientation for non-MRI .
staff/providers to include safety practices |
review including MRI Safety Screening
Questionnaire occurring in Zone I,
gauss line provisions, waiting for
direction to enter Zone lll or [V from MRI
technologist, and non-MRI staff
remaining in direct line of sight of MRI
staff.

i

Systemic Actions |
1. All active MR staff were re-educated | 3/21/23
on the MRI Safety Guidelines policy. The |
importance of the following safety |
measures was reviewed and reinforced i
with staff to ensure patient and staff |
safety during MRI diagnostic visit. |
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, | Finding #8 (continued)
A 535 | Continued From page 4 A 535! a. Patients and staff must be screened
1. There was no supervision of non-MRI using MRI Safety Screening
| (Magnetic Resonance Imaging) Personnel while Questionnaire in Zone Il (room 1N96).
! two staff (one registered Nurse , RN 1) and one b. Patients and staff must remain in line
Patient Care Assistant, PCT 1) were in Zone IlI of sight or under immediate supervision
of the MR area. | of a Level 2 MRI personnel, and wanded
2. The entrance door to the Magnetic Room | in Zone Il
(Zone IV) was left opened. c. Door to Zone 1V must be closed at all
3. The MRl safety alarm system, (called times, except when entering or exiting or|
Ferroguard, a wall mounted metal detector that participating in patient care. In addition, '
provides a clear, simple, early warning of risk patients must remain in line of sight or
items approaching the magnet room, together under immediate supervision of a Level 2
with lowest audible alarm rates), located on either MRI personnel.
side of the entrance to Zone IV (area where the 2. The MRI Safety Guidelines Policy was | 5/8/23

magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone HI, in accordance with the
hospitals policy and procedure regarding

revised to include that screening of
patients and staff would occur in Zone
(room 1N986) prior to entering Zone 11

a. Zone |I: Controlled access location in
MRI area for patients’ screening with
MRI Safety Screening Questionnaire and

screening. . verification of appropriate

5. The RN was level Il MR safety trained and clothing/gowning, as well as screening of

\ continued to move the patient in an ICU bed into ersonnel’s questionnaire
Zone |V (area where magnet is located) without pb Zone IIl'qRestricte d ac'cess area
stopping in Zone lli for a second screening and wHere screénin of MR patients and
transfebrring patient to non-Ferromagnetic personnel contigues an dpis finalized "
bed/table. . .
6. The MRI technician did not quench the Magnet under supe:rwsflon b% MR't tezchnolf\?lsts
during an emergency situation in accordance with in L.)rvevpl?ratlonl (zr en %g‘l % one 1v.
tge.go'gpitals policy and procedure "MRI Safety Safetyl chen;goenﬁa?:]e bofor ecrbegr:“gng

uidelines..." ; .

| 7. The hospital's policy and procedure did not allowed entrance into Zone Il

include MRMD and MRSO required MR safety | 0 Any “yes” answers will be

training in their policy and procedure "MRI safety discussed with MR Level 2 personnel

Guidelines..." : for cons@erataon of potential/actual risk

| 8. Required screening of patient and non-MRI : of scanning. .

| personnel was not performed in accordance with | t A"zNon]le P??Oft‘ne' nele?mg to

| the hospital's policy and procedure. enter Zone |l must first complete an

1 9. The hospital did not have a patient MRI safety questionnaire that has been

’ interview/clinical screening area (Zone 1) that reviewed by MR staff before entering
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’ Finding #8 (continued)
A 535 Continued From page 4 A 535,Zone lll.
1. There was no supervision of non-MRI o Patients and visitors will not be
(Magnetic Resonance Imaging) Personnel while allowed in the MRl area (Zone lil and IV) |
two staff (one registered Nurse , RN 1) and one unless escorted and screened by an MRI}
Patient Care Assistant, PCT 1) were in Zone Il technologist, radiologist, or other trained
of the MR area. Level 2 MRI personnel.
2. The entrance door to the Magnetic Room i o All patients having an MRI
(Zone 1V) was left opened. \procedure will complete and sign an MRI
3. The MRI safety alarm system, (called 'Safety Screening form before being
Ferroguard, a wall mounted metal detector that allowed into Zone I.
provides a clear, simple, early warning of risk o Any question answered “yes” will be
items approaching the magnet room, together investigated and resolved before the
with lowest audible alarm rates), located on either patient is allowed into Zone IlI.
side of the entrance to Zone IV (area where the 3. Developed an MRI Safety Stop ' 3/29/23
magnet is located) did not function when the process which includes the following
hospital bed as pulled through the entrance to steps:
Zone IV. A a. Before proceeding to the Zone IV
4. The RN, PCT, and patient were not screened door, confirm the following: absence of |
prior to entering Zone 1, in accordance with the ferrous objects and equipment is MRI |,
hospitals policy and procedure regarding safe. i
screening. . b. Only enter Zone IV when MRI
| 5. The RN was level Il MR safety trained and personnel is present and when instructed
I continued to move the patient in an ICU bed into to enter |
Zone |V (area where magnet is focated) without - . 1_
stopping in Zone Il for a second screening and 4. Tralmtmg ffor.all active MRI staff was 4114123
transferring patient to non-Ferromagnetic cc;m/;: di:rer?cré to the revised workflow |
bed/table. Lo ) ’
6. The MRI technician did not quench the Magnet including non-MRI staff and patient
during an emergency situation in accordance with | screening prior to entering Zone il
the hospitals policy and procedure "MRI Safety | 2 II:/I/I;I‘ 2:;:3 g&ifk“s‘t
Guidelines..." | :
7. The hospital's policy and procedure did not 5. Initial orientation for all new MRI staff | Ongoing
include MRMD and MRSO required MR safety | to include education on MRI Guidelines,
| training in their policy and procedure "MRI safety Ifil/lhg\duuall onlcljrrx]ee “e/lsgestifz% Ingx(l;gﬂo
| Guidelines..." " €, aaner W,
| 8. Required screening of patient and non-MRI | MRI Safety Checklist, and MRI Safety |
| personnel was not performed in accordance with Stop. _ ] %
| the hospital's policy and procedure. ' 6. All elements above to be included in | Ongoing
| 9. The hospital did not have a patient | the MRI annual competency. I
| interview/clinical screening area (Zone lI) that :

1
¢

FORM CMS-2567(02-99) Previous Versions Obsolete

Event ID: SDRL11

Facility ID: CA220000010 If continuation sheet Page 5 of 13




DEPARTMENT OF HEALTH AND HUMAN SERVICES PRINTED: 04/12/2023

CENTERS FOR MEDICARE & MEDICAID SERVICES OMFBOI\Tg.%F;gg?o\g%?
STATEMENT OF DEFICIENCIES (X1) PROVIDER/SUPPLIER/CLIA (X2) MULTIPLE CONSTRUCTION (X3) DATE SURVEY
AND PLAN OF CORRECTION IDENTIFICATION NUMBER: A BUILDING COMPLETED

C
050541 B. WING 0311712023
NAME OF PROVIDER OR SUPPLIER STREET ADDRESS, CITY, STATE, ZIP CODE
KAISER FOUNDATION HOSPITAL - REDWOOD CITY 1100 VETERANS BOULEVARD
REDWOOD CITY, CA 94063
(X4) 1D SUMMARY STATEMENT OF DEFICIENCIES | ID PROVIDER'S PLAN OF CORRECTION —
PREFIX (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE . COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE ~ © DATE
? DEFICIENCY) 1
Finding #8 (continued) |
A 535 | Continued From page 4 ‘ A 535! 7. Part-time/per diem and staff on leave | Ongomg
1. There was no supervision of non-MRI to be re-educated on MR| Guideline, |
(Magnetic Resonance Imaging) Personnel while annual online MRI Safety Learning |
two staff (one registered Nurse , RN 1) and one Module, adherence to revised work and |
Patient Care Assistant, PCT 1) were in Zone il MRI Safety Checklist prior to ‘
of the MR area. ' participating in patient care duties.
2. The entrance door to the Magnetic Room | 3
(Zone IV) was left opened. | Monitoring
3. The MRI safety alarm system, (called 1. Monitor the completion of active MRI | 8/31/23
Ferroguard, a wall mounted metal detector that staff re-education regarding screening of
provides a clear, simple, early warning of risk non-MRI personnel prior to entering
items approaching the magnet room, together Zone Il until 100% completion.
with lowest audible alarm rates), located on either 2. Completion of 30 direct observational |8/31/23

side of the entrance to Zone [V (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone IV.

4. The RN, PCT, and patient were not screened
prior to entering Zone 1, in accordance with the
hospitals policy and procedure regarding

audits monthly for correct use of
screening of non-MRI personnel prior to
entering Zone lll utilizing the MRI Safety
Checklist.

3. Data to be reported monthly to 9/30/23
MRISC and QMC which reports to MEC,
until the target is met for 4 consecutive

screening. ‘ months.

5, The RN was level ll MR safety trained and 4. For sustainability after reporting target | Ongoing
continued to move the patient in an ICU bed into is met. ongoing compliance to be

Zone |V (area where magnet is located) without reno rté d gua rtgrl topthe MR leadershio.
stopping in Zone 1l for a second screening and MlgISC SMC ar?d MEC P, |
transferring patient to non-Ferromagnetic ' ’ ) |
bed/table. . .

6. The MRI technician did not quench the Magnet Respopsnblg Persor'w/Parties )

during an emergency situation in accordance with 1. Sgn_nor Vice President/Hospital

the hospitals policy and procedure "MRI Safety Administrator

Guidelines..." 2. Chief of Staff

7. The hospital's policy and procedure did not
!include MRMD and MRSO required MR safety

i training in thelr policy and procedure "MRI safety
| Guidelines...

‘ 8. Required screening of patient and non-MRI

‘ | personnel was not performed in accordance with ?
1 the hospital's policy and procedure. |
| 9. The hospital did not have a patient |
interview/clinical screening area (Zone Il) that !

A535 | Finding #9

];
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| Finding #9 (continued)
A 535 Continued From page 4 i A535 Immediate Actions
1. There was no supervision of non-MRI 1. Multidisciplinary team met to review | 2/23/23
(Magnetic Resonance Imaging) Personnel while and evaluate the MRI Safety Guidelines
two staff (one registered Nurse , RN 1) and one of safety practices in the MR} area, i
Patient Care Assistant, PCT 1) were in Zone lll including review of staff education and |
of the MR area. training materials to identify
2. The entrance door to the Magnetic Room improvement opportunities. These
(Zone V) was left opened. opportunities included the following: |
3. The MRI safety alarm system, (called a. MRI Safety Guidelines {
Ferroguard, a wall mounted metal detector that « Align better with American College
provides a clear, simple, early warning of risk of Radiology (ACR) Manual on MR
items approaching the magnet room, together Safety 2020.

with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the measures and workflows to ensure
magnet is located) did not function when the patient and staff safety.

hospital bed as pulled through the entrance to « Include MRMD. MRSO. and MRSE
Zone V. roles and responsibilities. ’

4. The RN, PCT, and patient were not screened b. Staff education and training materials
prior to entering Zone llI, in accordance with the « Add simulation of Rapid Response

hospitals policy and procedure regarding and Code Blue drills from Zone IV to
screening.

5. The RN was level I MR safety trained and ég:; lgnargggg?agngzﬂmg for help/getting
continued to move the patient in an ICU bed into . A%d orientation for non-MRI
| Zone IV (area where magnet is located) without

« Include additional MRI safety

stopping in Zone llI for a second screening and staff/ prc_)wder:s, to include safety practices |
trar?sferring patient to non—Ferromagneticg review including MR Safety Screening
bed/table. Questionnaire occurring in Zone I,
6. The MRI technician did not quench the Magnet gauss line provisions, waiting for
during an emergency situation in accordance with direction to enter Zone Il or IV from MRI
the hospitals policy and procedure "MRI Safety technologist, and non-MRI staff
Guidelines..." remaining in direct line of sight of MRI
| 7. The hospital's policy and procedure did not staff. |
“include MRMD and MRSO required MR safety | , _ |
| training in their policy and procedure "MRI safety Systemic Actions |
Guidelines..." ; 1. Reviewed physical space within the 3/13/23
8. Required screening of patient and non-MRI MRI department in relation to workflows
personnel was not performed in accordance with and identified additional space (room
the hospital's policy and procedure. 1N96) to meet privacy requirements in
9. The hospital did not have a patient 5 Zone Il.

interview/clinical screening area (Zone Il) that

|
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A 535 Continued From page 4 :

I

1. There was no supervision of non-MRI
(Magnetic Resonance Imaging) Personnel while
two staff (one registered Nurse , RN 1) and one
Patient Care Assistant, PCT 1) were in Zone llI
of the MR area.

2. The entrance door to the Magnetic Room
(Zone 1V) was left opened.

3. The MR safety alarm system, (called
Ferroguard, a wall mounted metal detector that
provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone V.

4. The RN, PCT, and patient were not screened
prior to entering Zone IlI, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone lll for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."

7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety

| training in their policy and procedure "MRI safety

| Guidelines..."
' 8. Required screening of patient and non-MRI

- personnel was not performed in accordance with

| the hospital's policy and procedure.
1 9. The hospital did not have a patient
| interview/clinical screening area (Zone i) that

A 5351 2. All active MR staff were re-educated | 3/21/23
on the MRI Safety Guidelines policy. The,
importance of the following safety '
measures was reviewed and reinforced
with staff to ensure patient and staff
! safety during MRI diagnostic visit.
| a. Patients and staff must be screened
using MRI Safety Screening
Questionnaire in Zone Il (room 1N96). |

b. Patients and staff must remain in line:
of sight or under immediate supervision
of a Level 2 MRI personnel, and wanded |
in Zone Il

c. Door to Zone IV must be closed at all
times, except when entering or exiting or
participating in patient care. In addition,
patients must remain in line of sight or
under immediate supervision of a Level
2 MRI personnel.
3. Evaluated the workflow for patient 3/29/23
screening while in Zone |l and made
amendments to ensure privacy is
maintained. The new workflow for
hospital patients includes
interview/clinical screening in room 1N96
4. Created MRI Safety Checklist as 4/07/23
visual aids to ensure all pertinent safety
measures are addressed and in place
before transporting a patient to MRI and
within Zones I, lll and V.
5. Training on MRI Safety Checklist for 14/30/23
active PCS and ancillary staff who
transport patients to MRI.
6. Initial orientation for all new MRI staff |Ongoing
to include education on the above
elements.
7. Part-time/per diem and staff on leave |Ongoing
'to be educated on the revised workflow,
! ‘and MRI Safety Checklist prior to |
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provides a clear, simple, early warning of risk
items approaching the magnet room, together
with lowest audible alarm rates), located on either
side of the entrance to Zone IV (area where the
magnet is located) did not function when the
hospital bed as pulled through the entrance to
Zone IV,

4. The RN, PCT, and patient were not screened
prior to entering Zone 1, in accordance with the
hospitals policy and procedure regarding
screening.

5. The RN was level Il MR safety trained and
continued to move the patient in an ICU bed into
Zone IV (area where magnet is located) without
stopping in Zone Il for a second screening and
transferring patient to non-Ferromagnetic
bed/table.

6. The MRI technician did not quench the Magnet
during an emergency situation in accordance with
the hospitals policy and procedure "MRI Safety
Guidelines..."
7. The hospital's policy and procedure did not
include MRMD and MRSO required MR safety
training in their policy and procedure "MR! safety
Guidelines..." |
8. Required screening of patient and non-MRI |
personnel was not performed in accordance with |
the hospital's policy and procedure.
9. The hospital did not have a patient ;
interview/clinical screening area (Zone 1) that
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A 535 Continued From page 4 A 535 Fmd}:’gg #.9 (c'ontlnL_Jed) .
1. There was no supervision of non-MRI participating in patient care duties. i
(Magnetic Resonance Imaging) Personnel while oo f
two staff (one registered Nurse , RN 1) and one I;/Io&l)t%nrl\gtion of 30 monthly direct | 8/31/23
Patient Care Assistant, PCT 1) were in Zone ; P . Y x
of the MR area. obgewatlon audits for qdhe?renog to |
2. The entrance door to the Magnetic Room reylsed Workﬂow to mal.ntaln op atient :
(Zone V) was left opened privacy in MRI area until 100% |
. . \
3. The MR safety alarm system, (called complefuop. .
Ferroguard, a wall mounted metal detector that 2. Monitoring completion of MRI Safety | 8/31/23

Checklist through 30 audits monthly. |
3. Data to be reported monthly to MRISC| 9/30/23
and QMC which reports to MEC, until the
target is met for 4 consecutive months.
4. For sustainability after reporting target
is met, ongoing compliance to be
reported quarterly to the MRI leadership,
MRISC, QMC, and MEC.

Ongoing

Responsible Person/Parties

1. Senior Vice President/Hospital
Administrator

2. Chief of Staff

0
It
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would facilitate full and complete patient and |
personnel disclosure of their medical history. |

. AS535

Findings: ;‘

| During an interview with MRI Technologist on |
1 3/13/23 at 13:15 stated that she opened the door
to Zone Il without first screening the nurse,
patient, and patient care technician in Zone 1.
She indicated she informed the nurse "we're |
going in head first" and went back to the control |
room to "open the patient chart." She indicated
she left the RN, patient, and PCT alone in Zone | ‘
I1l. When queried why she did that, she stated |
she could not begin the procedure without first | "
opening the chart. The control room is out of the |

line of sight to Zone Ill, and indicated she could
not begin the procedure without opening the
patient chart. When queried about what was
priority, the patient or the patient chart, she stated | |
"the patient." While at the computer, she
indicated she heard "screaming" and ran out to
see the RN pinned against the Magnet by the ICU
bed. She did not recall hearing the Ferroguard
alarm.

During an interview with the MRI Imaging E
Technician on 3/13/23 at 14:10 stated she had |
begun a call to another patient when the bell to
Zone 1! rang. She asked the MRI Technologist if
she should answer the door or continue with the
telephone call. She indicated she was instructed
to finish the call and the MRI Technologist would
"get the door." The Imaging Technician stated she
had just "finished with the call' when she heard
screaming coming from outside the control room.
She indicated she "did not hear the Ferroguard
alarm.” She stated the door should not have been
left open and the bed should not have been in the i

i
i
i
i
i
i

! !
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doorway. The door to Zone IV should remain
closed at all times.

-The hospital policy and procedure titled "MRI
Safety Guidelines-NCAL Imaging Policy SAS-910
at 5.1.3" indicated "employees, visitors, or staff
will not be allowed in the magnet area (Zones I
and IV) without the appropriate screening,
evaluation, and supervision." MR Level Il trained
personnel are to be with patients and other
non-MR personnel in Zone lll at all times.

-The hospital policy and procedure titled "MRI
Safety Guidelines...5.9.1 indicated "patients and
visitors will not be allowed in the MRI area (Zone
Il & IV) unless escorted and screened by an MRI
technologist, radiologist, or other trained Level 2
MRI personnel."

-ACR (American College of Radiology) Manual on
MR Safety indicated "MR Screening All non-MR
personnel needing to enter Zone il must first
pass an MR safety screening process...non
emergent patients should be MR safety screened
at least twice prior to being granted access to the
MR environment (Zone Il & IV). At least one of
these screens should be performed by Level 2
MR personnel verbally and/or interactively. For
example, the  patient (or their health care
proxy) may complete a screening form and
subsequently have the responses and contents of
that form reviewed together with a Level 2 MR
Technologist.

-ACR recommendations for conscious,
nonemergent patients are to complete written MR
safety screening questionnaires prior to entering
Zone lll.

During an interview with the MRI Technologist
and MR Imaging Technician on 3/15/23 at 14:00,
both concurred that they did not hear the

X$)1D | SUMMARY STATEMENT OF DEFICIENCIES D PROVIDER'S PLAN OF CORRECTION x5)
PREFIX | (EACH DEFICIENCY MUST BE PRECEDED BY FULL PREFIX (EACH CORRECTIVE ACTION SHOULD BE COMPLETION
TAG REGULATORY OR LSC IDENTIFYING INFORMATION) TAG CROSS-REFERENCED TO THE APPROPRIATE DATE
DEFICIENCY)
A 535 Continued From page 6 A535

FORM CMS-2567(02-99) Previous Versions Obsolete

Event ID: SDRL11

Facility ID: CA220000010

:

If continuation sheet Page 7 of 13




DEPARTMENT OF HEALTH AND HUMAN SERVICES
CENTERS FOR MEDICARE & MEDICAID SERVICES

PRINTED: 04/12/2023
FORM APPROVED
OMB NO. 0938-0391

Ferroguard alarm.

During a concurrent interview with the Assistant
Medical Group administrator and the Director of
Imaging Services and record review of the
"Ferroguard User Manual," on 3/16/23, both
stated that the Ferroguard had not been serviced
or maintained since the purchase and installation
in 2014. the AMGA stated that the Ferroguard
was proprietary and had to serviced by the
companies (Metrasens) personnel. The hospital
obtained a contract with the company and they
will be sending a technician to check the
Ferroguard.

-According to the Ferroguard User Manual,
recommends the following: "approach (observe
the Beacon displays when approaching the
Ferroguard system) Look (if beacon turns amber
or red STOP), Proceed (once the  beacon
remains green) proceed through the entryway,
Listen (if audible alarm sounds as you pass
through the Ferroguard, STOP). Three of three
interviewed staff (MRI Technologist, Imaging
Technician, and PCT) stated they
the Ferroguard alarm during the ICU bed passing
through the entryway.

-According to the Ferroguard User Manual
recommends that annual testing by Metrasens

| approved Ferroguard technicians, daily qualitative
i checks, weekly/monthly checks and what to do if
| a fault is suspected. The facility failed to comply

| with these recommendations.

] During an observation in Zone lll on 3/13/23 at
111:10, the Ferroguard visual alarm displayed
"amber" (indicates detection of moving

' ferromagnetic material). The audible alarm could
. not be tested, according to the Imaging Director.

did not hear |

i
i

{

1
|

|

i
|
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A 535! Continued From page 8

During concurrent interviews with the MRI
Technologist and Imaging Technician, the patient,
RN, and PCT were not screened in Zone I
(where written MR safety screening
questionnaires are performed) prior to being
allowed to Zone I (MRI environment for
screened personnel and patients).

-The ACR Manual on MR safety indicated “...full
stop and final check performed by the MRI
technologist is recommended to confirm the
satisfactory completion of MR safety screening
for the patient, support equipment, and
personnel immediately prior to crossing from
Zone il to Zone IV.
-The hospital policy and procedure "MRI safety
Guidelines...5.9.1" indicated "all patients and
visitors will not be allowed in the MRI area (Zone
[l & IV) unless escorted and screened by an MRI
technologist, radiologist, or other trained Level il
MRI personnel.
-The hospitai policy and procedure "MRI safety
Guidelines...5.9.2 indicated all patients having
MRI procedure will complete and sign an MRI
safety Screening form before being allowed into |
Zone [I1." The patient's initial paper screening
was unsigned and was in English, patient was
Spanish speaking patient with little to no
understanding of English. MRI technologist was
supposed to have reviewed the initial screening of
all non-MR personnel  and the patient prior to
allowing them into Zone [Ii. This did not take
place.

During an interview with the Director of Imaging ;
+ on 3/14/23 indicated "during procedure the MRI |
Technologist, was feeling "rushed" because of a

timed procedure set for 08:00. Review of the

A 535

i
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patient schedule did not indicate a timed
procedure other than the patient brought to the
MRI by the RN and the PCT. When queried
whether the MRI technologist should have felt
“rushed" or should have focused on patient
safety, she stated "patient safety.”

An interview with the RN was not conducted;
nurse did not return request for interviews. The
RN was Level |l trained (meaning safety for
herself, safety for others), despite the Level II
training, she proceeded to enter Zone Il without
any screening and continued to enter Zone IV
with a ferromagnetic ICU bed. This failure caused
her to be pinned against the magnet by the ICU
bed and sustained severe injury to her person,
requiring surgical repair of multiple lacerations to
her abdomen, mons, and left thigh, as well as
removal of two embedded screws. The patient fell
to the floor and did not sustain any injuries, the
potential for patient severe injury was present.

An interview with the MRI Technologist regarding
the "quenching” of the magnet, indicated that she
did not quench the magnet immediately but had
the Clinical Technologist notified to ask if she
should do that. The nurse was forcibly removed
from the the magnet while still pinned by the ICU
bed, review of the nurse's in patient record the
treating physician indicated this could have
caused more damage to the areas where she
sustained lacerations.

-The hospital's policy and procedure "MRI Safety
Guidelines...5.6.1.13" indicated "staff initiated
guench of the magnet only when the object held
against the MRI scanner poses an imminent
threat of injury or death, such as if a patient or
staff member is pinned between the object and
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A 538

|

Continued From page 10
the magnet..."

An observation and concurrent interview on
3/13/23 at 11:30, Zone Il is located in the hallway
(pathway to other radiologic services) and offered
no privacy for screening and wanding of a patient
or non-MRI personnel. The Imaging Director
stated the hospital did not have a separate area
where MRI patients are screened, change
clothing into non-ferromagnetic gowns prior to
entering Zone Il & [V,

The many safety failures by the MRI and non-MRI

personnel created a culture of unsafe practices
leading to the severe injury of one hospital
personnel and the potential for injury to one
patient.

MONITORING RADIATION EXPOSURE
CFR(s): 482.26(b)(3)

Radiation workers must be checked periodically,

by the use of exposure meters or badge tests, for |

amount of radiation exposure.

This STANDARD is not met as evidenced by:
Based on interview, and record review, the
facility failed to provide evidence of the
MRMD/MRSO MR safety annual education or

Level Il MR safety training and did not provide the
credential file for the MRMD/MRSO as requested. |

Findings:

During an interview with the Imaging Director and !

the Assistant Medical Group Administrator on

1 3/13/23 at 13:30 stated that the MRMD was the
| Chief of Radiology. When queried about the

appropriate training for the MRMD, the
responsible person was changed to "two

A 535

| A538| Finding #10

| Immediate Actions
1. Reviewed ACR Manual on MR Safety | 3/15/23
2020 guidelines and requirements for
MRMD and MRSO.

Systemic Actions

1. Completion of required education and
training for MRMD and MRSO:

A KP Learn Level 2 MRI Safety training 3/29/23
| b. Board certification by American 1 3/01/23
| Board of Radiology i

" c. Annual MRI Safety training course | 5/12/23

! 1 through accredited organization

' | 2. MRMD and MRSO appointment and | 5/08/23
reappointment following the established

| process through Medical Staff Office.

| 3. MRI Safety Guidelines policy to 5/08/23

| | include MRMD, MRSO roles and

| responsibilities. Revised policy will be

| | presented to MEC for approval.
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. Fellowship programs.

MRI Sub-Chief, CSP Rad Lead. The Imaging |
Director hand wrote the designations under each |
Radiologist's name to indicate their
MRMD/MRSO designations. (refer to Imaging
services org. chart). The Imaging Service Director
indicated that one of the Radiologists was also
the MRSO (Magnetic Resonance Safety Officer).

During an interview with the Chief of Radiology on
3/15/23 at 14:05, stated that the MRMD received
MR safety training in their Residency and

-According to the ACR Manual on MR Safety, the
MRMD is a licensed physician/radiclogist with ‘
appropriate training in MR safety. |
-The facility did not provide the requested
docurmentation showing MR training for the
MRMD and did not provide the credential file for
Dr. Roberts, MRMD.

-According the the ACR Manual on MR safety !
indicated, "...the responsibility will be assumed by |
a licensed physician/radiologist with appropriate
training in MR safety. MRSO responsibility will be |
assumed by a suitably trained individual...and all
individuals responsible for safety in Zones Il or IV
of MR environment should be documented as ‘
having been successfully educated regarding MR
safety issues..."

-According to the hospital's policy and procedure |
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A538 | Continued From page 11 A 53g| Finding #10 (continued)
MRMD's." (see org chart for radiology). Th : Monitoring
e, 9 ¢ 9y). 1he | 1. Monitor MRI physician education until | 8/31/23
Imaging Director indicated an MRMD for 3 100% completion
musculoskeletal imaging and an MRWMD for 2. Data to be reported monthly to MRISC| 9/30/23
eurologic ging. and QMC which reports to MEC, until the
; ; ; : target is met for 4 consecutive months.
During a review of the Imaging Services L . .
Redwood City MR organizational chart showed 3 For sustamablhty a?er repz(ortbmg target | Ongoing
the following: "Imaging Svcs Chief, MRI MSK IS m?:’ 3”90'29 ?Of(npﬂ']anfﬂemole edershi
Sub-Chief and Imaging Svcs Asst Chief, Neuro reported quarterly to the a P

MRISC, QMC, and MEC.

Responsible Person/Parties

1. Senior Vice President/Hospital
Administrator

2. Chief of Staff
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titted "MRI Safety Guidelines-...5.2.1" indicated
"basic MRI safety education approved for all
appropriate medical center staff employees and
advanced MRI safety education for Level 2 MRI
personnel will be conducted annually. "

1
i
i
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