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06:31 - AOC [ ©rgan Manager[JJl} and cvo [ he'd 2 conference call. [N

agreed that nothing could be done to salvage the kidneys for transplant.
06:46 — ORC ] packaged the kidneys for research
07:00 — Exit OR time

Summarize any communication related to this event that occurred, or is planned, between INOP and
others involved (i.e. OPO staff, recovering teams, donor hospital staff, donor hospital risk
management team and/or leadership and the donor family).

Immediately following the incident with donor |JJiJ INOP ORCs involved were asked to provide
specific information and timelines leading up to the disposal of the kidneys. The donor hospital risk
team was immediately informed of the event, and they were asked to conduct investigations on their
end. On June 19, INOP hosted an RCA to determine how this incident occurred and where INOP and the
donor hospital could change their procedures to prevent this from happening again. The Manager of
Aftercare Services contacted the donor family two weeks following the recovery (as normally
scheduled), and informed them that the kidneys were used for training and educational purposes.

Provide your policies and/or Standard Operating Procedures for organ recovery, labeling and
packaging. Did staff follow those procedures in this case?

Enclosed are the following documents:

ORG A11.000 Surgical Recovery, Perfusion and Preservation of Organs
ORG A13.000 Packaging and Labeling of Organs

INOP staff did follow the procedures as indicated in these policies; however, ORG A11.000 Surgical
Recovery, Perfusion and Preservation of Organs will be updated to define “recovery.”

Provide a root cause analysis or findings of any post-case reviews, if available.

INOP hosted a RCA with the donor hospital, Community Hospital North, on June 19, 2020. The following
individuals were involved in the discussion:

INOP Staff:
I Dircctor, Business Analytics & Regulatory Compliance

_ Director, Organ Services
I Diroctor, Hospital Services
I O ccior, Tissue Services
B/ 2n:cer, Organ Services

R V/anager, Regulatory Compliance
I |V 2nager, Process Improvement
B - :ccr, Hospital Services
B \/=nager, In-house Organ Recovery
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IO 52 Supervisor/AOC
I 22 Recovery Coordinator*
I O s Recovery Coordinator*
I O 521 Recovery Coordinator*
B ¢ ocess Improvement Coordinator
I Process Improvement Specialist

Community Hospital North Staff:

I /¢ inistrative Coordinator
I :<ccutive Director of Recovery Services
I Risk Manager

S O <<
I | sing Manager, Surgery Department
T

N 5.5, RN

*Present in the OR

During the RCA, INOP staff and donor hospital staff went through the timeline of events leading up to
the Exit OR time. The following root cause was identified:

Donor hospital staff were not aware of the fact that the recovered organs were going to
multiple locations.
e The donor hospital staff was unaware that MNMC was recovering kidneys for the local
transplant center, INIM.
¢ When MNMC left with the liver, donor hospital staff assumed the kidneys were in the
same container and going to the same transplant center.
¢ Because the MNMC recovery team left the OR, the donor hospital CST_iid not
conduct a time-out prior to cleaning the back table and the rest of the OR.
o When cleaning the back table where the kidneys were, donor hospital staff assumed
anything remaining was trimmed fat to be discarded.
e Donor hospital staff were rushing to clean the room to turn it over for the next surgery.

What corrective actions, if any, have been implemented or are planned as a result of this event? If
corrective actions include revisions to existing documents, please provide those documents with the
changes easily identifiable {i.e., highlight changes, etc.).

Following the RCA, INOP and donor hospital Community Hospital North agreed that corrective actions
could be implemented on both sides to ensure this does not happen again.

Community Hospital North will implement the following corrective action:

e Donor hospital Community Hospital North staff will conduct a time-out with any remaining
OPO/recovery team members prior to cleaning anything in the OR.
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6. The ORC will provide to and discuss with the Anesthesiologist, the Anesthesia
Guidelines (ORG-078) orif a DCD recovery then the DCD Intraoperative Physician
Guidelines (ORG-106) with the Anesthesiologist (if present) and the declaring physician
and attach a copy of provided guideline into the electronic medical record.
Information regarding hemodynamic goals and all routine and fransplant specific
medications that will be required during the recovery will be discussed.

/. The ORC will document the first and last names of all operating room personnel in the
chart as well as all recovery staff from Indiana Donor Network and the various
fransplant centers. A list of all personnel from Indiana Donor Network and outside
cenfters will be given to the OR staff.

8. The ORC will document all preservation solutions and additives, their lot numbers and
expiration dates on the Preservation Solution Worksheet form {ORG-105) for all solutions
and additives used in the recovery of organs that are not provided by Indiana Donor
Network.

9. The ORC or other Indiana Donor Network personnel will be present in the operating
room at all fimes during the recovery and will ensure that all necessary supplies are
present including an appropriate amount of slush.

10.  Pre-Recovery Verification must be performed in accordance with OPTN Policy 2.14
B. The ORC will review applicable information outlined on the Pre-Recovery
Verification of Donor information Form [ORG-063) and ABO Validation Form (ORG-

042) with each surgeon and obtain their signature. The ORC will then sign, date and
fime the form.

11.  The ORC will ensure a copy of the donor’s blood type with subtyping (if used for
allocation) and the donor’s infectious disease testing results available at the fime of
organ packaging accompany each organ per Indiana Donor Network Policy ORG
A13.000 Packaging and Labeling of Organs.

12.  The ORC will provide each recovery feam the following blood for each accepted
organ unless otherwise requested: one red-top (specifically for ABO confirmation
testing) and two yellow-topped fubes of blood.

13. The ORC will be responsible for assisting fransplant tfeams with perfusion and
preservation of organs as necessary.

14.  The ORC will notify any fransplant centers necessary, of the progress of the recovery
and will specifically nofify the INIM liver transplant coordinator upon visudlization of the
liver, if INIM is To receive the liver. An estimated arrival fime for the liver will be given to
the coordinator.

15. The ORC will document the cross clamp date and fime, warm ischemic time, type and
amount of flush solution, flush solution additives, flush characteristics, and storage
solution and amount in the chart, as well as the time each organ is recovered and the
organ anatomy. If there is surgical injury to any organ or associated anatomy the ORC
should contact the AOC, CMO, or medical director as needed and document that
discussion in a case note in the electronic medical record. A variance will need o be
completed per Indiana Donor Network Policy PI A1.000 Deviation and Variance

Repeorting. The Manager, Organ Services or designee will complete the AOPO Surgical
ORG A11.000 PAGE2OF 4
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Injury Collection Tool and send it to the CMO for review and follow up with the

responsible transplant center. All surgical injury reports will then be quanfified and
reviewed again monthly and annually thereafter.

16.  The ORC will periodically inform the recovery surgeon of the quantity of the
preservation solution infused and the flush characteristics until directed by the
recovery surgeon to discontinue the solution.

17.  Cultures of preservation solutions that are in contact with the kidney(s) at the end of
the recovery will be done only if there is a question of a break in sterile technigque
during the procedure.

18.  The ORC will obtain a copy of the Anesthesiologist Record.

19.  The ORC willinspect each supply prior to use and will document all supplies used,
expiration dates and lot numbers on Organ Case Supply Utilization form (ORG-096).

20. The ORC is responsible for verifying that all organs and tissues are packaged
appropriately and in accordance with Policy ORG A13.000 Packaging and Labeling of
Organs and will ensure each recovery surgeon signs the Pre-Recovery Verification of
Donor Information Form (ORG-063) for each organ infended to be recovered prior to
recovery.

21.  Eachrecovery surgeon will sign a Deceased Organ Donor Operative Report (ORG-
021) for each organ intended to be recovered. A copy of the Deceased Organ Donor
Operative Report (ORG-021) will be left with the OR staff for the donor’s hospital
medical record.

22.  The ORC will nofify the Vital Link Donation Center of cross clamp time. This information
will be communicated to the OR staff. Appropriate blood tubes will be left with the
body for the eye and fissue bank recovery teams.

23.  The ORC will noftify one of the following or more upon completion of the recovery as
deemed necessary: the Coroner, Funeral Home, Tissue Team, Family Services
Coordinator (FSC), and/or appropriate hospital staff.

24.  The ORC will assist in the clean-up of the OR and in post-mortem care whenever
possible.

25. The ORC will make arrangements with the FSC to be with the family if they wish to see
their loved one after organ recovery.

26.  The ORC will document the exit OR time in the donor chart. This will be the fime the
hospital lists on their OR paperwork.

REFERENCES:

UNOS Policy 2.2, 2.8, 2.11,2.12.B, 2.12.E, 214.B, 16.8.A, 16.3, 16.4, 16.6, 16.6

ACPQ Standards CL.4D.2.4, 6.0-6.8.9

CMS Regulation 486.344, 486.346

Indiana Donor Network Policy ORG-A13.000 Packaging and Labeling of Organs
Indiana Donor Network Policy PI-A1.000 Deviatfion and Variance Reportfing
Indiana Donor Network Form ORG-013 Organ Recovery Surgical Supplies List Form
Indiana Donor Network Form ORG-021 Deceased Organ Donor Operative Report

ORG A11.000 PAGE3 OF 4
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Indiana Donor Network Form ORG-042 ABO Validation Form

Indiana Donor Network Form ORG-063 Pre-Recovery Verification of
Donor Information Indiana Donor Network Form ORG-078 Anesthesia
Guidelines

Indiana Donor Neiwork Form ORG-096 Organ Case Supply Utilization
indiana Donor Network Form ORG-105 Preservation Solution Worksheet
indiana Donor Network Form ORG-106 DCD Infraoperative Physician
Guidelines

DEPARTMENTS AFFECTED:

CMO

Family Services

Organ Services

Tissue Services

Vital Link Donation Center

ORG A11.000 PAGE4OF 4
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DONOR NETWORK REVISION: 21

EFFECTIVE DATE: 11/12/2018

DEPARTMENT: ORG
o3¢ INDIANA &3 ¢
POLICY: 13.000
®

TITLE: PACKAGING AND LABELING OF ORGANS
PURPOSE:

To provide a process for the uniform packaging and labeling of all organs to prevent
compromise of the specimens and o enhance patient safety.

POLICY AND STANDARD OF PRACTICE:

1. The Organ Recovery Coordinators (ORC) are responsible for ensuring that all
organs are packaged in accordance with UNOS/OPTN policies and AOPO and

CMS standards.
2. All staff handling organs and typing material will wear personal protective
equipment per Indiana Donor Network Policy ADM 13.000 Universal Precautions.
3. The ORC will ensure organs are packaged and labeled according to Indiana

Donor Network Work Instruction WI-ORG-057 Organ Packaging and Labeling and
WI-ORG-071 Packaging and Labeling in TransNet. Each label must be verified
according to the Verification of Labels on Blood Tubes, Typing Material, Vessels, &
Organs Work Instruction (WI-ORG-070j).

4. The ORC will ensure that the laterality of the kidney is correct, and that the ureter
of the left kidney has been tagged with a piece of suture per Indiana Donor
Network Work Instruction WI-ORG-057 Organ Packaging and Labeling.

5. Verification of kidney laterality will be documented in the "Ycomments” section of
the kidney anatomy page within the electronic medical record per Indiana
Donor Network Work instruction WI-ORG-057 Organ Packaging and Labeling.

6. The ORC is responsible for ensuring that the appropriate typing material and
blood accompany the organ according to Indiana Donor Network Policy ORG
A18.000 Serology and Tissue Typing Specimen Collection, Shipping, Reporting and
Storage and that the following information is complete and packaged with each
organ in a watertight container:

a. Copy of ABOs
b. Copy of serology results

7. Two qualified health care professionals {(one Indiana Donor Network ORC at
minimum) will ensure that organ packaging is verified using the TransNet labeling
system. If TransNet is unable to be used, the ORC must contact the AOC and
document the reason in case notes. The ORC will then use the Verification or

ORG A13.000 PAGE1 OF 2
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Accuracy of Documentation and Packaging of Transplantable Organs form (ORG-
097) to perform this verification.

8. The ORC is responsible for ensuring all organs, tissue, blood and typing material
are packaged according to UNOS policy and that all paperwork that
accompanies the organ(s), fissue, blood and/or typing material adheres to UNOS
policy.

9. The ORC will ensure the organ(s) is exported per Indiana Donor Network Policy
ORG B5.000 Export Packaging Label Verification.

10. Inthe event that an organ or vessels needs sterilely repackaged an ORC is
permifted 1o sterilely repackage the organ or vessels within the operating rooms
at the donor hospital or in the surgical recovery suites af the Indiana Donor
Network. The ORC will utilize Indiana Donor Network Work Instruction Wi-ORG-057
Organ Packaging and Labeling to ensure that the organ or vessels is labeled in
accordance with UNOS/OPTN policies and AOPO and CMS standards.

REFERENCES:

UNOS Policy 16.1 - 16.5

AOPO Standards CL 6.5, CL 6.6, CL 6.6.1, CL 6.6.2

CMS Regulation 486.344, 486.346

Indiana Donor Network Policy ADM 13.000 Universal Precautions

Indiana Donor Network Policy ORG A18.000 Serology and Tissue Typing Specimen Collection,
Shipping., Reporting and Storage

Indiana Donor Network Policy ORG B5.000 Export Packaging Label Verification

Indiana Donor Network Work Instruction WI-ORG-057 Organ Packaging and Labeling
Indiana Donor Network Work Instruction WI-ORG-070 Verification of Labels on Blood Tubes,
Typing Material, Vessels, & Organs

Indiana Donor Network Work Instruction WI-ORG-071 Packaging and Labeling in TransNet
Indiana Donor Network Form ORG-097 Verification of Accuracy of Documentation &
Packaging of Transplantable Organs

DEPARTMENTS AFFECTED:
CMO

Organ Services
Regulatory Compliance

ORG A13.000 PAGE2 OF 2
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