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Katanic, Janine

From: David Theel <intermountainenterprises@gmail.com>
Sent: Monday, December 28, 2020 4:39 PM
To: Katanic, Janine
Cc: IntermountainEnterprises
Subject: [External_Sender] Lutathera Program Rewrite
Attachments: Lutathera Procedure.pdf

Follow Up Flag: Follow up
Flag Status: Completed

Hello Dr. Katanic, 
 
I hope that you have had a pleasant and relaxing holiday season, and that you have maintained your health. 
 
Just wanted to keep you up to date. 
 
We have completed the rewrite of the Lutathera Procedure and are sending it out to the Radiation Safety Committee for 
review and comment. If you see anything that you would recommend changing, let me know. 
 
Thank you and I look forward to hearing from you. 
 
David Theel 
Mountain View Hospital 
Idaho Falls, Idaho 
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Lutathera (Lu-177 Dotatate) 
 

Indications: Treatment of somatostatin receptor positive gastroenteropancreatic neuroendocrine 
tumors (GEP-NETs), including foregut, midgut and hindgut neuroendocrine tumors in adults. 
 
Principle:  Lu-177 Lutetium Dotatate binds to somatostatin receptors with the highest affinity for 
subtype 2 receptors (SSRT2).  Upon binding to the somatostatin receptor expressed cells, including 
malignant somatostatin receptor positive tumors, the compound is internalized.  The beta emission from 
Lu-177 induces cellular damage by formation of free radicals in somatostatin receptor positive cells and 
in neighboring cells.   
 
Radiopharmaceutical: 

Name of Pharmaceutical:  Lutathera 
Name of Isotope:     Lutetium-177 Dotatate 
Radiation Emission:   Betas:      490 keV 
        Gammas and X-rays:  113 keV (6%) 
               208 keV (11%) 
Half-Life:      Physical:     6.78 days 
        Biological (GI):   24 hrs. 
        Effective (GI):    21.6 hrs. 
Gamma Ray Constant:   (  ):         0.1810 R cm2 / mCi h 
Excretion Pathways:   Urine, Stool, Vomit, Saliva 
Warnings:  Lutetium-177m contaminate has a half-life of 161 days 

requiring special considerations for low-level 
radioactive waste. 

 
Safety Labs: 

A. (CBC, CMP, PTT/Pregnancy if required) should be performed  72 hours pre Treatment 
B. Peripheral blood cell counts should be followed every other week to document degree of platelet 

count and WBC count suppression. 
 
Dosage/Standard Procedure:   

A. Lutathera is prescribed by standard patient unit dose. Administer 7.4 GBq (200 mCi) every 8 
weeks for a total of 4 doses. (Lutathera Pkg Insert 2.2) (Prepared dose to be no more than +/- 5%) 
Administration may be dose reduced or delayed for up to 16 weeks based on reactions. 

B. Continue long-acting octreotide 30 mg intramuscularly every 4 weeks after completing Lutathera 
until disease progression or for up to 18 months following treatment initiation. (2.3)  

C. See package insert for Table 2. Recommended Dose Modifications for Lutathera for Adverse 
Reactions. (2.4) 

D. Do not reduce dose of amino acid solution even if Lutathera dose is reduced. (2.3)  
E. 10 – 20% of patients will experience a brief increase in pain (flare pain) for 2 – 3 days following 

the injection. Self-limiting (managed by increasing pain meds) 
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Drug Interactions:  
A. Somatostatin Analogs: Discontinue long-acting analogs for at least 4 weeks and short-acting 

octreotide at least 24 hours prior to each Lutathera dose. (2.3, 7.1)  
 
Warnings: 

A. Myelosuppression: Monitor blood cell counts. Withhold, reduce dose, or permanently 
discontinue based on severity. (2.4, 5.2)  

B. Secondary Myelodysplastic Syndrome (MDS) and Leukemia: Median time to development: 
MDS is 28 months; acute leukemia is 55 months. (5.3)  

C. Renal Toxicity: Advise patients to urinate frequently during and after administration of 
Lutathera. Monitor serum creatinine and calculated creatinine clearance. Withhold, reduce dose, 
or permanently discontinue based on severity. (2.3, 2.4, 5.4) 

D. Hepatotoxicity: Monitor transaminases, bilirubin and albumin. Withhold, reduce dose, or 
permanently discontinue based on severity. (2.4, 5.5)  

E. Neuroendocrine Hormonal Crisis: Monitor for flushing, diarrhea, hypotension, 
bronchoconstriction or other signs and symptoms. (5.6)  

F. Embryo-Fetal Toxicity: Lutathera can cause fetal harm. Advise females and males of 
reproductive potential of the potential risk to a fetus and to use effective contraception (5.7, 8.1, 
8.3)  

G. Risk of Infertility: Lutathera may cause infertility. (8.3)  
 

To report SUSPECTED ADVERSE REACTIONS, contact Advanced Accelerator Applications 
USA, Inc. at 1-844-863-1930 or us-pharmacovigilance@adacap.com, or FDA at 1-800-FDA-1088 or 
www.fda.gov/medwatch.  
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Consult: 
A. Following referral from Medical Oncologist, the patient will consult with the Radiation 

Oncologist and determine whether to proceed with Lutathera evaluation and treatment. 
B. The Radiation Oncology Nurse/Medical Assistant will give the patient the Lutathera procedure 

and educational materials: 
1. Lutathera vendor ”What you can expect before, during, and after treatment with 

Lutathera” 
2. TCIRO Lutathera Patient Education Handouts 
3. The Radiation Oncology Nurse/Medical Assistant will document the giving of materials 

to the patient in ARIA/EMR Questionnaire. 
C. The Oncologists will evaluate the patient to see if Lutathera is appropriate: 

1. Inclusion Criteria  Y/N 
___ Presence of metastasized or locally advanced abdominal neuroendocrine tumor, 

inoperable at enrollment time (curative intent), or patient refuses surgery.  

___ Ki67 index  20%.  (Path report that shows lower grade of tumor. “The Power 
Against Progression” Pg 6.) 

___ Patients progressive during or after SSA (any dose) at the time of enrolment.  

___ Patient’s 18 years of age.  

___ Target lesions overexpressing somatostatin receptors according to an appropriate 
imaging method (e.g. 111In-pentetreotide (Octreoscan) imaging or 68Ga-DOTA0-
Tyr3-Octreotate (or 68Ga-edotreotide) imaging)  

 
2. Exclusion Criteria  Y/N 
___ Either serum creatinine >150 mol/L (>1.7 mg/dL), or creatinine clearance <50 

mL/min calculated by the Cockroft Gault method, eventually confirmed by measured 
creatinine clearance (or measured glomerular filtration rate (GFR) using plasma 
clearance methods, not gamma camera-based) <50 mL/min (the measured creatinine 
clearance / GFR is required only as confirmatory exam).  

___ Before 1st Administration Hb concentration <5.0 mmol/L (<8.0 g/dL);                  
WBC <2x109/L (2000/mm3); platelets <75x109/L (75x103/mm3).  

___ Total bilirubin >3 x ULN.  

___ Serum albumin <3.0 g/dL unless prothrombin time is within the normal range.  

___ Patient is Pregnant or Lactating (Breast Feeding).  

___ Patients who are not using an effective, non-hormonal means of contraception in 
conjunction with spermicidal gel. [Female patients of childbearing potential (defined 
as < 2 years after last menstruation and not surgically sterile) / Male patients, who are 
not surgically sterile or with female partners of childbearing potential].  
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___ Any surgery, radioembolization, chemoembolization, chemotherapy and 
radiofrequency ablation within 12 weeks prior to enrolment. 

___ Interferons, Everolimus (mTOR-inhibitors) or other systemic therapies within 4 
weeks prior to enrolment.  

___ Known brain metastases, unless these metastases have been treated and stabilized.  

___ Uncontrolled congestive heart failure (NYHA II, III, IV).  

___ Uncontrolled diabetes mellitus as defined by a fasting blood glucose >2 ULN.  

___ Any patient receiving treatment with short-acting Octreotide, which cannot be 
interrupted for 24 h before and 24 h after the administration of 177Lu-DOTA0-Tyr3-
Octreotate, or any patient receiving treatment with Octreotide LAR, which cannot be 
interrupted for at least 4 weeks before the administration of 177Lu-DOTA0-Tyr3-
Octreotate, unless the tumor uptake on target lesions is at least as high as normal liver 
uptake.  

___ Patients with any other significant medical, psychiatric, or surgical condition, 
currently uncontrolled by treatment, which may pose a risk to the patient safety  

___ External beam radiation therapy to more than 25% of the bone marrow within the last 
10 years. 

___ Current spontaneous urinary incontinence making impossible the safe administration 
of the radioactive IMP.  

___ Other known co-existing malignancies except non-melanoma skin cancer and 
carcinoma in situ of the uterine cervix, unless definitively treated and with no 
evidence of recurrence.  
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D. Nurse/Radiation Oncology staff Patient Interview evaluation criteria 
1. Criteria for the evaluation via the Patient Interview 

a) Review of comorbidities (chronic kidney disease, chronic liver disease) 
b) Assess urination, urgency, use of attends, incontinence or self-catheterization 
c) Assess diarrhea 
d) Review patient’s lab results (Creatinine, Bilirubin, CBC, CMP, Pregnancy test) 
e) Assess the patient’s ability to ambulate to the bathroom 
f) Assess IV access if the patient can’t have a PICC line 
g) Clearance during previous Lutathera administration 

 
E. Nurse/Radiation Oncology staff Patient Interview evaluation delineation 

1. LOW RISK Patients:  
a) No Incontinence 
b) Ability to ambulate to the bathroom 
c) No chronic kidney disease 
d) No chronic liver disease 
e) Creatinine < 1.0 
f) Bilirubin < 1.0 

2. MEDIUM RISK Patients:  
a) No Incontinence 
b) Ability to ambulate to the bathroom with minimal assistance 
c) No chronic kidney disease 
d) No chronic liver disease 
e) 1.0 < Creatinine < 1.3 
f) 1.0 < Bilirubin < 1.2 

3. HIGH RISK Patients:  
a) Incontinence 
b) Requires full assistance to ambulate to the bathroom 
c) Chronic kidney disease 
d) Chronic liver disease 
e) Creatinine > 1.3 
f) Bilirubin > 1.2 
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F. Handling of Patient Risk Group 
1. LOW RISK Patients: patients that the Radiation Oncology Nurse/Medical Assistant have 

designated not to be a clearance risk based on the interview and lab values, and patients 
that have cleared previous administrations within the standard 4 hour post infusion time 
frame. These patients will be scheduled to receive their administration at Teton Cancer 
Institute Radiation Oncology with no other precautions. 

a) Mountain View Hospital nursing will be contacted and informed that the patient 
may require admission for Observation and continued administration of Lasix to 
assist with clearance of Lutathera for patient safety. 

2. MEDIUM RISK Patients: patients that the Radiation Oncology Nurse/Medical Assistant 
have designated as Medium clearance risks based on the interview, lab values and/or 
patients that have not cleared previous administrations within the standard 4 hour post 
infusion time frame. These patients will be scheduled to receive their administration at 
Teton Cancer Institute Radiation Oncology plus or minus the Lasix administration 
protocol. 

a) Lasix is prescribed out of Medical Oncology and typically administered 
intravenously in order to best control start and duration of the Lasix. 

b) The dose will be delivered to pharmacy in Medical Oncology for availability on 
morning of Lutathera administration. 

c) Mountain View Hospital nursing will be contacted and informed that the patient 
may require admission for Observation and continued administration of Lasix to 
assist with clearance of Lutathera for patient safety. 

3. HIGH RISK Patients: patients that the Radiation Oncology Nurse/Medical Assistant 
have designated as High clearance risks based on the interview, lab values and/or 
patients that have not cleared previous administrations within the standard 4 hour post 
infusion time frame. These patients will be scheduled to receive their administration at 
Teton Cancer Institute Radiation Oncology plus or minus the Lasix administration 
protocol or at Mountain View Hospital once the facility has been added to the 
Radioactive Materials License. 

a) Lasix is prescribed out of Medical Oncology and typically administered 
intravenously in order to best control start and duration of the Lasix. 

b) The dose will be delivered to pharmacy in Medical Oncology for availability on 
morning of Lutathera administration. 

c) Mountain View Hospital nursing will be contacted and informed that the patient 
may require admission for Observation and continued administration of Lasix to 
assist with clearance of Lutathera for patient safety. 
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Authorization and Financial Aid: 

A. Radiation Oncology Medical Assistant will notify Prior Authorization and Financial Counselors. 
1. Prior Authorization specialist will work with Lutathera Authorization specialists for 

commercial insurance, no assistance is offered for Medicare or Medicare supplements. 
2. For patients with Medicare only or Medicare supplements, Financial Counselor will meet 

with patient to inform them of their cost, and to work on financial agreement.  
B. Once prior authorization is obtained, and financial agreements are in place, Prior Authorization 

Specialist will notify Radiation Oncology MA that we are okay to order. 
C. Radiation Oncology Medical Assistant or Technologist will begin the ordering process for 

Lutathera through Advanced Accelerators Applications.  E-mails will be sent to Nurse, TCI 
Pharmacy and the appropriate Schedulers with the anticipated date of infusion.   

 
Scheduling: 

A. Considerations for scheduling:   
IMPORTANT:  There is a 2 week lead time on Lutathera orders 

1. At this time Lutathera will only be given on Thursdays to conform to the PET/CT 
schedule. 

2. Radiation Oncology medical assistant will send an e-mail to Nursing staff, TCI Pharmacy 
and appropriate Schedulers with anticipated date of infusion. 

a) Nursing staff will make sure that a nurse is scheduled for Radiation Oncology on 
the date of procedure.  

b) Schedulers will get patient scheduled for PICC line for the day prior to the 
Lutathera infusion. 

c) Pharmacy staff will get amino acids, antiemetics and Lasix, if necessary, ordered 
to be delivered to Radiation Oncology on the date of infusion. 

3. RSO will be notified of date and time of infusion. 
4. Radiation Oncology Medical Assistant or Technologist will verify if the infusion will be 

done in Radiation Oncology or at Mountain View Hospital.  If at the hospital, ensure that 
an appropriately isolated patient room will be available. 

B. Radiation Oncology Medical Assistant or Technologist will contact the patient to verify date and 
time of procedure. 

C. Radiation Oncology Medical Assistant or Technologist will print the Written Directive, enter the 
patient information on it, and assist the physician in completing the order portion. 

D. Radiation Oncology Medical Assistant or Technologist will notify the MVH medical floor 
manager of procedure date for administration and on all patients. 
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Pre-Administration: 
A. Documents: 

1. Partially completed Written Directive 
2. Pre-Administration Radiation Safety Instructions and Acknowledgement 
3. Sign for Radiopharmaceutical Bathroom 
4. Printed Consent Form from Aria 
5. Lutathera Checklists 

a) Pre-Administration Checklist 
b) Administration Checklist 
c) Post Administration Checklist 

B. Preparation of Tech Equipment: 
1. Run daily QA on Hot Lab equipment as per the “Hot Lab” policy. 
2. Check the Survey Meter calibration value and battery charge. 

C. Preparation of Lutathera Dose: 
1. Receive the dose from the courier as per the “Radiation Package Receipt” policy. 
2. Ensure that the dose is appropriately labeled with 

a) Correct Patient Name 
b) Correct Drug 
c) Correct Isotope 
d) Correct Treatment Site 
e) Correct Route of Administration 
f) Correct Dosage/Activity (+/- 5%) [5% of a 200 mCi unit dose = 10 mCi] 
g) Correct Calibration Date 
h) Fill in the appropriate information on the Written Directive and the Nuclear 

Medicine software 
i) Place/keep dose in lead container, ready to move to the Uptake Room when the 

Authorized User is ready to begin the administration. 
D. Preparation of Isolated Bathroom: 

1. Tape absorbent paper around toilet. 
2. Cling wrap on door handles, faucet handles and toilet handle. 
3. Absorbent paper ready for covering toilet during flushing. 
4. See Reference Photo B.4 

E. Preparation of Selected Uptake Room: 
1. Absorbent Chux pad on infusion chair. 
2. Absorbent paper on side table of chair. 
3. Absorbent paper under patient’s arm on side that PICC line is placed. 
4. See Reference Photo C.4 

F. Infusion and Nursing Preparation: 
1. Saline solution 9mg/ml NaCl, 500 mL 
2. Saline for priming the lines 
3. Amino Acid (lysine and arginine) solution bag (which amino acids) 
4. Anti-emetics for IV infusion 

G. Complete the “RO Consent for Lutathera” from Aria and scan into Aria/EMR prior to the first 
administration. 
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H. Complete the “Patient Acknowledgment of Instructions” form: 
1. Review the Patient Instructions with the patient, ensure they understand the instructions, 

ensure they agree to comply with the instructions, have the patient sign the 
Acknowledgement form, sign the form as the staff member presenting the instructions, 
scan the document and upload it to Aria/EMR. 

 
Administration Set Up: 

A. The Nurse/Radiation Oncology staff will evaluate venous access (either PICC Line or peripheral) 
first for the amino acids, and a second separate line for the Lutathera. (e.g. other arm, second 
lumen) 

1. Ensure that the PICC line has good blood return and is appropriate for administration. 
2. Identify secondary venous access route in case the primary access for Lutathera is 

compromised. 
B. The Nurse/Radiation Oncology staff will deliver anti-emetics as prescribed. 
C. The Nurse/Radiation Oncology staff will spike the amino acids and prime the tubing set. 
D. The Nurse/Radiation Oncology staff will set the flow rate to 250 cc/hr, open patient line, and 

begin amino acid administration. 
1. If the patient can tolerate 250 cc/hr, continue for 30 minutes. 
2. If the patient becomes nauseous, titrate the flow rate down, not going below 50 cc/hr. 

E. The Nurse/Radiation Oncology staff will prepare the Lutathera line and will open 500 cc saline 
bag, prime IV pump and tubing set, and program for 50 cc/hr. 

F. IMPORTANT: The Nurse/Radiation Oncology staff will have the patient use the bathroom 
prior to beginning the Lutathera administration. 

G. The Nurse/Radiation Oncology staff will prime the m/m patient line with sterile saline in syringe-
use 2 way stopcock to attach saline to line. 

H. The Nurse/Radiation Oncology staff will lay out the 18 gx 1” needle and the 18 gx 3.5” needle. 
I. The Nurse/Radiation Oncology staff will lay out the Authorized Users gloves. 
J. The Nurse/Radiation Oncology staff will ensure that the staff and Authorized User are wearing 

their badges. 
K. The Radiation Oncology staff will bring the Lutathera dose from the Hot Lab to the Uptake 

Room in the lead container, and radiation monitoring will be done on anyone/anything leaving 
the room from this point until the Lutathera container has been returned to the Hot Lab, and the 
pads, needles and tubing used for the Lutathera administration have been collected and removed. 

L. The Radiation Oncology staff will place a few 2x2 pads under the Lutathera vial inside the lead 
container to improve visibility of the air gap at the top of the Lutathera vial. 

M. The Nurse/Radiation Oncology will draw a line marking the fluid level in the Lutathera vial. 
N. The Nurse/Radiation Oncology will flush the patient’s access catheter.  
O. The Authorized User will connect the short needle to the saline tubing. 
P. The Authorized User will place the short needle into the vial septum barely passing through the 

septum.  
Q. WARNING: the short needle cannot touch the solution in the vial. 
R. The Authorized User will connect the patient line to the patient catheter and ensure the patient 

line is closed. 
S. The Authorized User will connect the m/m tubing to the Long 18 gx needle. 
T. The Authorized User will place the long needle into the vial at an angle and through the outside 

edge of the septum and advance the needle to the bottom of the vial; pulling back very slightly to 
ensure the needle isn’t jammed against the vial wall. 
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Administration: 
A. The Nurse/Radiation Oncology staff will use a survey meter to survey the top of the Lutathera 

vial (close to but not touching) to obtain a baseline measurement of exposure rate. 
B. The Nurse/Radiation Oncology staff will obtain baseline vitals. 
C. The Nurse/Radiation Oncology will open the Saline line. 
D. The Authorized User will open the Patient line. 
E. The Authorized User will confirm the IV Pump is set to 50 cc/hr and the Nurse/Radiation 

Oncology will start the pump. 
F. After 5 minutes of administration the Radiation Oncology staff will survey the patient catheter to 

confirm flow of Lutathera into the patient. 
G. IMPORTANT: The Authorized User/Radiation Oncology staff will ensure that the air gap at the 

top of the Lutathera vial remains unchanged. 
1. If the air gap at the top of the Lutathera vial is lost or getting smaller: 

a) Pause the IV Pump 
b) Determine if tubing system has high pressure or blockage 
c) Use a 10 cc syringe to introduce air into the vial via the port 

on the saline tubing. 
H. If after 2 to 3 minutes, the patient catheter is confirmed to contain Lutathera 

and the air gap at the top of the Lutathera vial remains unchanged, and if 
the patient is comfortable, the Nurse/Radiation Oncology staff may 
increase the flow rate to 100 cc/hr. 

I. The Authorized User/Radiation Oncology staff will continue to monitor the 
air gap at the top of the Lutathera vial for 2 to 3 minutes, and if the air gap 
remains unchanged and if the patient is comfortable, the Nurse/Radiation 
Oncology staff may increase the flow rate to 300 cc/hr over approximately 
30 minutes. 

J. If the air gap at the top of the Lutathera vial is lost or getting smaller, refer 
to G above. Slowly increase the flow rate of the IV Pump up to the value 
slower than the one that compromised the air gap. 

K. Once the Authorized User has verified normal infusion without concerns, 
he may turn the infusion over to a Trained Radiation Oncology Staff 
Member. The Authorized User must remain readily available within the 
department should any concerns arise. 

L. The Radiation Oncology staff will document the administration until the 
Authorized User returns or the administration is concluded. 

M. After 35 minutes, the Nurse/Radiation Oncology staff will survey the top of 
the Lutathera vial (close to but not touching) and compare it to the baseline 
value obtained prior to the patient administration and confirm that the vial 
is nearly empty of Lutathera. 

N. After 40 minutes, and every 5 minutes thereafter, the Nurse/Radiation 
Oncology staff will survey the top of the Lutathera vial. A reading will be 
declared stable when the value changes no more than 5%. (table to right) 

O. Once the survey reading is stable: 
1. The Nurse/Radiation Oncology staff will increase the IV Pump flow 

rate to 500 cc/hr for 2 to 4 minutes, insuring the air gap. 
2. The Nurse/Radiation Oncology staff will stop the IV Pump, close 

the saline line, and flush the vial with 10-15 cc of air via the port on 
the saline tubing. 
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P. The Nurse/Radiation Oncology staff will disconnect the Lutathera infusion from the patient: 
1. Clamp the patient line 
2. Disconnect the tubing from PICC line and cap the line and the patient catheter. 

Q. The Radiation Oncology staff will measure the residual activity of the Lutathera vial in the dose 
calibrator and record the activity on the Written Directive. 

R. The Radiation Oncology staff will transport all materials to the Hot Lab to be disassembled 
including absorbent pad under the patient’s arm, Lutathera Vial, lead container, all IV tubing and 
saline bag, or any other materials that may have become contaminated. 

1. The Radiation Oncology staff will disconnect the saline tubing from the saline bag. 
2. Carefully remove the long needle with the tubing remaining attached from the Lutathera 

vial. 
3. Carefully remove the short needle from the Lutathera vial. 
4. After disassembly, the materials will be surveyed and placed in proper storage containers 

for decay and/or storage. 
 
Post Administration: 

A. The Nurse/Radiation Oncology staff will have the patient use the bathroom every 45 minutes and 
will inquire whether a stream of urine and average output was achieved by the patient. If there is 
any concern with the ability of the patient to appropriately clear the Lutathera activity through 
urination: 

1. Provide the patient with increased hydration support in order to increase urine output. 
2. Provide the patient with a urinal to measure the output in order to keep up with post 

administration hydration and clearance and to prevent abnormal tissue retention. 
3. Provide the patient with IV Lasix in order to assist with fluid clearance. 

B. After 4 hours of post administration infusion of amino acids with the possible addition of 
hydration, the Radiation Oncology staff will begin monitoring the patient’s exposure rate at 1 m 
from the umbilicus. Document this exposure rate to indicate whether the patient should be 
enrolled into the Lasix and Hydration Protocol for their own safety. 

1. Less than 4 mR/hr: patient is in expected range 
2. Greater than 4 mR/hr: concern for the patient’s internal dosimetry dictates placing the 

patient on the Lasix and Hydration Protocol for their own safety. 
3. Greater than 8 mR/hr: concern for the patient’s internal dosimetry dictates admitting the 

patient so that continuous Lasix and Hydration Protocol may be performed for their own 
safety. 

C. After four hours post administration, the Nurse/Radiation Oncology staff will administer the long 
acting Sandostatin. 

D. The Nurse/Radiation Oncology staff will remove the PICC line and add it to the radioactive 
waste that was previously collected for decay and/or storage. 

E. The patient may be released according to NRC 10 CFR 35.75 as calculated according to NRC 
Regulatory Guide 8.39 based on ADMINISTERED DOSE/ACTIVITY. The exposure rate 
readings are for patient safety concerns only. 
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Misadministration/Medical Event/Reporting: 
A. A Medical Event for RadioIsotope Administration results when: 

1. Administration to the Wrong Person or via the Wrong Route. 
2. Administration of the Wrong Drug or the Wrong Radionuclide. 
3. The Dose Delivered differs from the Prescribed Dose by more than 5 rem. 
4. The Dose Delivered differs from the Written Directive by 50 rem or 50%. 
5. The Dose Delivered differs from the Prescribed Dose by 20% or more. 

B. The Medical Event will be reported to the NRC no later than the next calendar day. 
C. Method of Contact and details: see Misadministration of a Radiopharmaceutical policy or NRC 

10 CFR 35.3045. 
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Oncologists Criteria for Lutathera Appropriateness 

1. Inclusion Criteria  Y/N 
___ Presence of metastasized or locally advanced abdominal neuroendocrine tumor, 

inoperable at enrollment time (curative intent), or patient refuses surgery.  

___ Ki67 index  20%.  (Path report that shows lower grade of tumor. “The Power 
Against Progression” Pg 6.) 

___ Patients progressive during or after SSA (any dose) at the time of enrolment.  

___ Patient’s 18 years of age.  

___ Target lesions overexpressing somatostatin receptors according to an appropriate 
imaging method (e.g. 111In-pentetreotide (Octreoscan) imaging or 68Ga-DOTA0-
Tyr3-Octreotate (or 68Ga-edotreotide) imaging)  

 
2. Exclusion Criteria  Y/N 
___ Either serum creatinine >150 mol/L (>1.7 mg/dL), or creatinine clearance <50 

mL/min calculated by the Cockroft Gault method, eventually confirmed by measured 
creatinine clearance (or measured glomerular filtration rate (GFR) using plasma 
clearance methods, not gamma camera-based) <50 mL/min (the measured creatinine 
clearance / GFR is required only as confirmatory exam).  

___ Before 1st Administration Hb concentration <5.0 mmol/L (<8.0 g/dL);                  
WBC <2x109/L (2000/mm3); platelets <75x109/L (75x103/mm3).  

___ Total bilirubin >3 x ULN.  

___ Serum albumin <3.0 g/dL unless prothrombin time is within the normal range.  

___ Patient is Pregnant or Lactating (Breast Feeding).  

___ Patients who are not using an effective, non-hormonal means of contraception in 
conjunction with spermicidal gel. [Female patients of childbearing potential (defined 
as < 2 years after last menstruation and not surgically sterile) / Male patients, who are 
not surgically sterile or with female partners of childbearing potential]. 

___ Any surgery, radioembolization, chemoembolization, chemotherapy and 
radiofrequency ablation within 12 weeks prior to enrolment. 

___ Interferons, Everolimus (mTOR-inhibitors) or other systemic therapies within 4 
weeks prior to enrolment.  

___ Known brain metastases, unless these metastases have been treated and stabilized.  

___ Uncontrolled congestive heart failure (NYHA II, III, IV).  

___ Uncontrolled diabetes mellitus as defined by a fasting blood glucose >2 ULN.  



 
Lu-177 Dotatate Procedure 

Page 14  
 

Oncologists Criteria for Lutathera Appropriateness (cont) 

___ Any patient receiving treatment with short-acting Octreotide, which cannot be 
interrupted for 24 h before and 24 h after the administration of 177Lu-DOTA0-Tyr3-
Octreotate, or any patient receiving treatment with Octreotide LAR, which cannot be 
interrupted for at least 4 weeks before the administration of 177Lu-DOTA0-Tyr3-
Octreotate, unless the tumor uptake on target lesions is at least as high as normal liver 
uptake.  

___ Patients with any other significant medical, psychiatric, or surgical condition, 
currently uncontrolled by treatment, which may pose a risk to the patient safety  

___ External beam radiation therapy to more than 25% of the bone marrow within the last 
10 years. 

___ Current spontaneous urinary incontinence making impossible the safe administration 
of the radioactive IMP.  

___ Other known co-existing malignancies except non-melanoma skin cancer and 
carcinoma in situ of the uterine cervix, unless definitively treated and with no 
evidence of recurrence.  

 
 
Oncologist Comments:  _________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

 
 
 
Oncology Staff: _______________________________ Date/Time: ________________________ 
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Nursing Criteria for Lutathera Risk Assessment 

Considerations should include: Review of inclusion / exclusion criteria 

• Review of comorbidities (chronic kidney disease, chronic liver disease) 
• Assess urination, urgency, use of attends, incontinence or self-catheterization 
• Assess diarrhea 
• Lab results (Creatinine, Bilirubin, CBC, CMP, Pregnancy test) 
• Assess the patient’s ability to ambulate to the bathroom 
• Assess IV access if the patient can’t have a PICC line 
• Clearance during previous Lutathera administration 

 
 
Oncologist Comments:  ____________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

____________________________________________________________________________________ 

 

Oncology Staff: _______________________________ Date/Time: ________________________ 

 

Evaluated Risk For Post-Infusion Clearance:   LOW    MEDIUM    HIGH 
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LUTATHERA Pre-Administration Form 

Items Required for Lu-177 Dotatate Administration:  
 

 Patient prescription for Lu-177 Dotatate (signed Written Directive) 
 Lutathera Patient Discharge Instructions  
 Signed Consent form 
 Geiger-Mueller (GM) contamination meter 
 Spill kit/Rescue kit 
 Contamination protection to be applied to bathroom and side table 

 
 
Have the following items available: 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

Pharmaceuticals 
 

 1 100 mL 0.9% sterile sodium chloride 
solution. 

 1 500 mL 0.9% sterile sodium chloride 
solution. 

 3 1000 mL 0.9% sterile sodium 
chloride solution. 

 10 mL NS filled syringes, approx. 10 

 Amino Acid solution bag  

 Anti-emetics for premedication 

 Sandostatin injection 

 Lu-177 Dotatate in lead container 

 

 

    Equipment 
 

 Tongs/forceps to handle the vial 

 Long needle; 90-100 mm long; 18 G 

 Short needle; 3cm,18 G 

 10 cc syringe 

 Sterile gloves 

 Gauze 

 Waste container for contaminated items 

 2 Infusion pumps on a pole 

 Dinamap 

 Alcohol swabs 

 6 sterile tubing sets 

 1 0.2 micron filter 

 Pack of 4x4’s  

 Coban 

 Bandaid 

 Computer for documentation 

 Gloves 
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LUTATHERA Pre-Administration Form (cont.) 

 Review Patient Interview form for infusion considerations 
 Lay down the appropriate absorbent items and wrap the appropriate handles as described in this 

policy under “Pre-Administration D and E” and photo D.4 and E.4. 
 Typical patient will have a double lumen PICC line in place prior to arrival for Lu-177 Dotatate. 

Assess each lumen for blood return and flush with one (1) 10 ml normal saline syringe in each 
lumen. If no blood return is noted from either PICC line lumens, access peripherally to replace 
each compromised line per protocol. 

 Open one (1) sterile tubing set and spike 100 ml 0.9% sterile sodium chloride solution; prime 
tubing set. Prepare anti-emetics as prescribed in the primed 100 ml 0.9% sterile sodium chloride 
bag. Administer anti-emetics over thirty (30) minutes (one (1) hour prior to Lu-177 Dotatate 
infusion). 

 Open one (1) sterile tubing set and 0.2 micron filter tubing. Attach filter tubing to end of sterile 
tubing set. Spike the bag containing amino acids; prime tubing set.  

 After anti-emetics have infused for thirty (30) minutes, start amino acid infusion at the rate of 
250 ml/hour for thirty (30) minutes. Amino acids are to be infused thirty (30) minutes prior to 
Lu-177 Dotatate infusion. Notify Technologist the amino acids have begun.  

 Prepare for Lu-177 Dotatate infusion line set with 500 ml 0.9% sterile sodium chloride solution. 
Open one (1) sterile tubing set and spike 500 ml 0.9% sterile sodium chloride bag; prime tubing 
set.  

 IMPORTANT: Assist patient to the restroom ten (10) minutes prior to infusion.  
 Once the Lutathera dose is brought to the infusion area all personnel and items leaving the 

room will be checked for radiation contamination. 
 Prior to beginning the Lutathera administration, the Technologist will survey the top of the 

Lutathera vial and document the baseline exposure measurement. 
 Attach blood pressure cuff and pulse oximeter to the patient. Take a baseline set of vitals just 

prior to Lu-177 Dotatate infusion start time.  
 The Technologist will verify that all staff present are wearing their assigned radiation badges. 
 The Technologist will inform the physician of the assayed activity of the Lutathera dose that was 

received, will ensure the prepared dose is +/- 5% of the prescribed dose, and the Authorized User 
will determine how to proceed. 

 Assist physician with handing the NS 500 ml line for attachment to short needle. 
 Physician will connect the patient line (white end of m/m) to patient catheter and ensure patient 

line is closed 
 Physician will connect the blue end of the m/m tubing to the long, 18 G needle. 
 Physician will place the long needle into the vial at an angle and through outside edge of septum 

and advance to bottom of vial; pulling back very slightly to ensure needle isn’t jammed against 
the vial 

 Physician will place the short needle into the septum, barely passing through the septum. 
WARNING: the short needle cannot touch the solution in the vial. 

 
Oncology Staff: _______________________________ Date/Time: ________________________ 
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LUTATHERA Administration Form 

 Assist physician with confirming the IV Pump is set at 50 cc/hour, opening the saline line, 
opening the patient line, and starting the IV Pump.  

 IMPORTANT: Maintain the air pocket 
 Once the Lu-177 Dotatate IV infusion has begun:  

 After two (2) minutes, the Nurse/Technologist will survey the Lutathera line and verify the 
radiopharmaceutical is being delivered to the patient. 

 Once the Lutathera flow is confirmed, increase IV pump rate to 100 ml/hour for two (2) 
minutes per physician command.  

 After two (2) minutes of infusion time, increase IV pump rate to max of 300 ml/hour per 
physician command for remaining infusion time. (about forty (40) minutes).  

 Throughout entire Lu-177 Dotatate infusion, monitor the air gap at the 
top of the Lutathera vial. If the air gap diminishes/changes, stop the IV 
Pump, use a 10 cc syringe to introduce air into the vial via the saline 
tubing, then carefully continue the infusion. 

 Throughout entire Lu-177 Dotatate infusion, monitor the patient for any 
infusion related symptoms and treat per physician order.   

 Monitor the patient’s vitals every 3-5 minutes during the ramp up stages 
of Lu-177 Dotatate infusion. Once at the max ramp stage of 300 
ml/hour, monitor the patient’s vitals every 5-10 minutes.  

 After 25 minutes of Lutathera administration, the Technologist will 
survey the top of the Lutathera vial, compare the survey to the baseline, 
and confirm the administration is nearly complete. 

 After 30 minutes of Lutathera administration, if the patient has a PICC 
line, and if desired by physician, increase IV pump rate to 500 ml/hour 
for four (4) minutes to flush the line. This time may need to be extended 
if flow rates were reduced during the infusion for any reason. 

 Survey the top of the Lutathera vial every 5 minutes. When survey 
is stable (+/- 5%), the infusion is completed. 

 Remove all items contaminated with Lu-177 Dotatate to the Hot Lab for 
disassembly, sorting, and appropriate disposal. 

 The Technologist will measure the Lu-177 Dotatate vial for residual 
activity and document this value on the Written Directive. 

 Confirm that the residual is less than 5% of the original assayed 
value and/or evaluate the need for continued infusion. 

 Once the Lutathera vial and contamination are removed and the 
personnel have been checked for contamination, additional routine 
surveys upon entry/exit for radiation contamination may be 
discontinued. 

 
 
Oncology Staff: _______________________________ Date/Time: ________________________ 

Survey Meter 
Reading Equivalency 
Meter 
Read - 5% 

+ 
5% 

13.0 12.4 13.7 
12.5 11.9 13.1 
12.0 11.4 12.6 
11.5 10.9 12.1 
11.0 10.5 11.6 
10.5 10.0 11.0 
10.0 9.5 10.5 

9.5 9.0 10.0 
9.0 8.6 9.5 
8.5 8.1 8.9 
8.0 7.6 8.4 
7.5 7.1 7.9 
7.0 6.7 7.4 
6.5 6.2 6.8 
6.0 5.7 6.3 
5.5 5.2 5.8 
5.0 4.8 5.3 
4.5 4.3 4.7 
4.0 3.8 4.2 
3.5 3.3 3.7 
3.0 2.9 3.2 
2.5 2.4 2.6 
2.0 1.9 2.1 
1.5 1.4 1.6 
1.0 1.0 1.1 
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LUTATHERA Administration Form (cont.) 
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LUTATHERA Post-Administration Form 

 At completion of Lu-177 Dotatate infusion, decrease the amino acid infusion rate to 200 ml/hour 
for the remaining volume of the bag, this will complete in approximately 3-4 hours.  

 Open one (1) sterile tubing set and spike one (1) 1000 ml 0.9% sterile sodium chloride solution 
bag; prime tubing set. Administer saline bag over one (1) hour. May repeat this step times two 
(2) as needed to assist in flushing out the Lu-177 Dotatate through patient urination.  

 If patient is requiring Lasix to aid in elimination of Lu-177 Dotatate, give at this time. 
Administer Lasix (dose per medical oncologist order) intravenous push over 2-4 minutes.  

 Assist patient to the restroom at least every hour, preferably every 30-45 minutes.  
 Four (4) hours after the completion of Lu-177 Dotatate the Nurse will: 

 Administer Sandostatin 30 mg intramuscular (or dose prescribed by medical oncologist). 
 Flush each lumen on PICC line with one (1) 10 ml normal saline syringe. Remove PICC line 

per protocol and give it to the Technologist to discard appropriately.  
 Survey the patient at 1 m from umbilicus and document for clearance assistance ONLY. This 

measurement has NO bearing on the release criteria of the patient. 
 Assist patient with belongings for discharge.  
 Complete documentation for entire procedure.  

 
2. Patient Release 

 Lutathera patients are released based on administered activity of less than 300 mCi patient unit 
dose and the TEDE calculations are available for review from the Radiation Safety Officer. 

 
3. Cleanup and Waste Disposal 

 Use GM contamination meter to check for contamination on the cart, lead pot, equipment, and 
the areas under the cart and bathroom. 

 Decontaminate and/or dispose/store of items as appropriate. 
 
 
 
 

 
Oncology Staff: _______________________________ Date/Time: ________________________ 
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Lutathera Patient Discharge Instructions 
 
Thank you for choosing Mountain View Hospital as you care provider for your                 
Lutathera (Lu-177) infusion therapy.  In choosing this therapy, you have also agreed to comply 
with the following discharge instructions that provide for the safety of your loved ones, care 
providers, and the public that you may come into contact with in the weeks following your 
infusion. 
 
For the next 48 hours: 

1. Maintain a distance of 6 feet – between yourself and any visitors when the duration of 
the visit exceeds 5 minutes. At a distance of 6 feet, any duration of visit is permitted. 

2. Only use the designated restroom - within the home that is not used by anyone else. 
3. Urinate hourly – making sure to drink enough water to avoid possible damage to the 

urinary tract. Men must sit when urinating, and tissue paper must be used to absorb any 
remaining urine. Hands must be washed immediately following urination in order to 
avoid contaminating other surfaces. 

4. Move your bowels daily - using a gentle laxative if necessary, to avoid possible damage 
to the lower bowel and rectum. 

5. Shower or bathe daily - being sure to thoroughly rinse the genitals and anus. 
6. Use flushable wipes - to clean up any spilled body fluids such as urine, feces, and vomit. 

If a non-flushable absorber is used, it should be immediately machine washed. 
7. Sleep alone – in a room separate from other family or care providers by at least 6 feet. 
8. Do not use mass transit – as you will expose others who sit closer than 6 feet, and you 

may trigger radiation detection equipment in public transportation terminals. 
9. Do not take non-essential long trips – by automobile this could put family and care 

providers at risk for health problems. This excludes trips seeking medical care, etc. 
10. Use dedicated or disposable utensils – when eating and do not share utensils, food or 

drinks with anyone else. 
11. In the event of a low blood pressure episode within 24 hours of receiving Lutathera: 

Communicate clearly with all medical professionals that you have received a radionuclide and that 
the therapy has the remote potential to cause low blood pressure events. This can be treated with the 
administration of Sandostatin until the blood pressure stabilizes.  
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Lutathera Patient Discharge Instructions (cont.) 
 
For the next 7 days: 

1. Limit your contact with Pregnant Women and Children (<18 years) – to visits that 
maintain a distance of 6 feet or more and for durations of less than two hours. 

 
For the next 45 days: 

1. Do not Breastfeed. 
 
For the next 70 days: 

1. Wash your underwear, pajamas, sheets, and any clothes that contain urine or feces 
– separately from the rest of the house laundry and run them through a second wash cycle 
using a standard washing machine. 

2. Keep trash that contains urine or feces that cannot be flushed down a toilet – such as 
sanitary pads and bandages) in a separate plastic trash bag, away from people and pets. 
Once the 70 days has elapsed, the trash may be disposed of as usual. 

3. In the unlikely event that the patient passes away within 3 months of treatment – 
contact the Radiation Safety Officer prior to final arrangements. 

 
For the next 6 months: 

1. Do not become Pregnant. Use Highly Efficient Birth Control. 
2. Carry your Discharge Card and Letter – that describes your procedure and contact 

numbers for your radiation providers should questions or concerns arise. 
3. If the patient passes away – contact the Radiation Safety Officer prior to final 

arrangements. 
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In the event that a patient arrives at your facility, find below a list of precautions and information 
that you may find helpful in caring for these patients. 
 
The patients may have exposure rates higher than background. The patients are released from 
Teton Cancer Institute in compliance with NRC RG 8.39 based on the Administered Activity of 
Lu-177 with instructions based on an Occupancy Factor of 0.25. The corresponding patient 
education and documentation will be provided to each patient upon release. 
 
The Lu-177 can contaminate the patient and their surroundings through the excretion pathways 
of urine, stool, vomit and saliva, though any unbound Lutathera is quickly excreted primarily via 
urination. Following the administration, a patient typically will excrete 40% of the administered 
activity as unbound radioisotope, though occasionally a patient will need medical support with 
hydration and diuretic. 
 
Medical waste such as blood draws and IV tubing may require lengthy decay prior to disposal or 
shipment to a low level radioactive waste company due to the possible contamination of 
Lutetium 177m. Patient excretion may be handled as standard radioactive waste with appropriate 
storage, decay, and disposal. 
 
For facility decontamination, utilize typical methods for cleanup and sequestration. 
 
 
 
 
If you should have any questions regarding the Lutathera radiotherapy, please contact us. 
 
Lisa Anderson            David Theel, DABR 
Manager, Teton Cancer Institute       Radiation Safety Officer 
1957 East 17th Street          1550 Hoopes Avenue 
Idaho Falls, Idaho 83404         Idaho Falls, Idaho 83404 
208-523-1100            208-542-7220 
 
 

 






