CHRISTIANA CARE HEALTH SYSTEM POLICY
Section of Nuclear Medicine

POLICY TITLE: Ordering, verification and administration of
therapeutic radiopharmaceuticals

DATE OF ORIGIN: 8/24/2011

DATE OF REVISION: 11/3/2011

POLICY: Christiana Care’s Nuclear Medicine physicians and technologists
will administer therapeutic radiopharmaceuticals safely, without errors, and
in accordance with state, NRC regulations, hospital standards and hospital
and section policies.

PURPOSE: To provide the nuclear medicine physicians and technologists
an overall policy for therapeutic radiopharmaceutical administrations
which will provide a high level of assurance that no inappropriate or
erroneous administrations will occur.

SCOPE: All staff in the Nuclear Medicine section (NM technologists,
physicians, nurses, and clerical staff) involved in arranging or performing
therapeutic nuclear medicine procedures.

PROCEDURE for requesting, scheduling, ordering, verifying, and
performing therapeutic procedures in nuclear medicine:

1. All requests for therapeutic procedures will be reviewed and approved by
a nuclear medicine physician prior to scheduling the procedure or ordering
a dose.

2. All therapeutic doses ordered will be ordered based on the nuclear
medicine physician’s order as set forth in this policy.

3. Thyroid therapy procedures (for both hyperthyroidism and thyroid cancer)
may be requested on a nuclear medicine section “Thyroid Study &
Therapy Request” form (Appendix A) (preferred), on the referring
physician’s own referral or prescription form, or may be requested verbally
during direct discussion between a referring physician and a nuclear
medicine physician. If a thyroid therapy procedure is requested by
prescription or verbal request, the details of the request will be entered on
a “Thyroid Study & Therapy Request” form by the nuclear medicine
physician. The nuclear medicine physician will write the therapeutic dose
of I-131 to be given on the Thyroid Study & Therapy Request form.

4. Therapeutic procedures other than thyroid may be requested by physician
prescription or written request or verbally by direct discussion between the




10.

11.

12.

referring physician and a nuclear medicine physician. If such a procedure
is requested verbally, the referring physician will be requested to submit a
written prescription confirming the therapy request.

For all non-thyroid therapy procedures, including therapeutic
administrations as part of clinical research protocols, a nuclear medicine
physician will complete a Therapeutic Radiopharmaceutical Request
form (Appendix B), including patient and referring physician information,
procedure requested, relevant clinical information and any special
instructions to the nuclear medicine staff. The particular therapeutic
radiopharmaceutical and dose to be administered are entered by the
nuclear medicine physician on the “Request to order therapeutic agent”
portion of this form.

The nuclear medicine physicians will give completed Thyroid Study &
Therapy Request or Therapeutic Radiopharmaceutical Request forms
(collectively “therapy request forms”) to clerical staff who will schedule the
procedure with the patient. When the procedure is scheduled, clerical
staff enter the procedure into the radiology information system (XIRIS) and
place the therapy request form, together with any supporting documents
not in the CCHS system, into the “pending procedures” file.

Nuclear medicine procedures scheduled in the XIRIS system are reviewed
daily by designated nuclear medicine technologists. When a therapeutic
procedure is scheduled, the technologist reviews the therapy request form
in the pending procedures file, and orders radiopharmaceutical and dose
prescribed on that form from the radiopharmacy.

Therapy doses are received as unit doses from an outside commercial
pharmacy. Upon receipt of a therapeutic radiopharmaceutical from the
radiopharmacy, after standard package receipt procedures, the
technologist will compare the patient name, radiopharmaceutical and dose
indicated on the shipping label and on the vial or syringe label with the
therapy request form for that procedure. In the event of any discrepancy,
the nuclear medicine physicians will be notified immediately.

The technologist will then: 1) assay the dose in the dose calibrator; 2)
print a dose sticker showing patient name, medical record number and
measured activity; 3) fill out a Homeland Security card; and 4) enter the
patient name on an appropriate consent form.

The technologist will confirm that the patient folder contains the therapy
request form and supporting documents, consent form, CCHS requisition,
Homeland Security card, pregnancy test result, if applicable, and patient
instruction pamphlet, if applicable. The technologist then gives the patient
folder to the nuclear medicine physician.

In the case of IV therapy, the technologist or a nurse will establish secure
IV access.

The nuclear medicine physician will review the patient folder, and confirm
that all documentation is correct and the radiopharmaceutical and dose
are in accordance with the therapy request form. In the case of treatment
with 3! >30mCi, the physician will prepare customized patient instructions



using the electronic Outpatient Release worksheet. The physician then
performs consultation with the patient, obtains informed consent, delivers
and documents the release instructions, and delivers the Homeland
Security card and any other necessary materials.

13.The nuclear medicine physician then prepares the written Directive for
Radiopharmaceutical Administration included in the combined Written
Directive / Radiopharmaceutical Quality Management Program (QMP)
form (Appendix C.) The nuclear medicine physician then returns the
patient folder to the technologist.

14.The technologist will then: 1) verify that the Written Directive contains all
required elements, and document on the Written Directive/QMP form; 2)
complete the pregnancy/breast feeding section of the form; 3) correctly
identify the patient with at least 2 separate identifiers and complete the
patient identification section of the form; 4) complete the forms/procedure
requirements section of the form.

15. The technologist, nuclear medicine physician, and patient will then take a
final “Time-out” to confirm patient identity, correct radiopharmaceutical,
correct dose, and to address any final patient or staff questions or
concerns. The technologist will document the “Time Out” in the Final
Time-Out section of the QMP form.

16. The technologist will then administer the dose to the patient per section
policy. In the case of orally administered agents, the administration is
performed by the technologist under direct supervision of the nuclear
medicine physician. Intravenous therapy administrations will be
performed by the nuclear medicine physician using secure IV access
established by a technologist or nurse.

17.For "*' doses >30mCi I-131, the technologist will perform a survey of dose
readings at 1.0m and 0.3m from the patient and record the results on the
Basis for Release worksheet for entry into the electronic outpatient release
database.

18. The technologist and physician then complete and sign the Dose
Administration Record on the QMP form.
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Timothy Manzone MD CHRISTIANA CARE HEALTH SYSTEM

Hung Dam MD NUCLEAR MEDICINE

Erin Grady MD Phone (302) 733-1530 Fax (302) 733-1518
Nuclear Medicine Physicians

(802) 733-1522 THYROID STUDY & THERAPY REQUEST

Patient Information

Name

sos |/ () ()

Phone Home Cell

Insurance

Pre-authorization required? (O YES (ONO  Auth#

Diagnosis:

7

N\ 7

DIAGNOSTIC STUDIES Nuclear Medicine
Use Only

O Thyroid 1 Uptake (6 & 24 hours) & Scan (CPT 78007)
(JThyroid Cancer 12 [ Whole-Body Survey (24 hr images) (CPT 78018)
(_JHypothyroid

() Thyrogen®
Dates of Thyrogen® / / / /
Please fax TSH level, pathology, & operative report  (302) 733-1518

N\

131
| THERAPY
Note: Serum pregnancy test required within 1 week prior to treatment
for all women age 10-50 unless surgically sterile.

. . 131
(O Hyperthyroidism Brief (2 or 6 hr) uptake & ~ | therapy (CPT 78000, 79005)
Please fax TSH & pregnancy test result (302) 733-1518

Ploase () Graves (15 mCi unless otherwise specified)
glark (1) Single Toxic Nodule (25 mCi unless otherwise specified)
ne
() Toxic MNG (25 - 30 mCi unless otherwise specified)
(O Thyroid Remnant Ablation & Post-Ablation Scan (CPT 79005, 78018)

(100 mCi B Unless otherwise arranged)

Please fax TSH & pregnancy test result, pathology report, op
report (unless done at CCHS) (302) 733-1518

\

((JHypothyroid
(O Thyrogen®
Dates of Thyrogen® / / / /
Referring Physician
Name Phone ( )
Signature Date / /
revised 4/5/2011
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NUCLEAR MEDICINE SECTION

@ CHSTIANACARE Therapeutic Radiopharmaceutical Request

{Comple® for all non-thy roid the rapeutic doses)

Hame

Patient Information

S ! :
Z Male
Diagnasis:

Gander

Arone

D Female

2 5527

Insurance

Fra-authorization raquired?

{1 YES

Ul Auth@

FRefernng Physcian

Reterring Physician

Shone

Crher physicians irvoleea:

Clnical Information

Procedure Requested
{3 Bone pain 58 Yataston
{3 Bone pain 93m Quzdrames
2 RIT for Lyt pnome~—7Z ewa
O #0 heratcloge
O Res. :mm hEABY Panc CA
{7 Res. mm haz0-1LL2 wTohoTa
(1 Res. RTOG 0623 ™ 8m Prosiale
I -1

Instructions to HM staff

{8

[ S

Radiopharmaceutical requesiad:

.

Dose requested milliCunes

To be given: : on ; ! (3 to be scheduled with patient
e od Fhwsican

) ! A

TRSET S A T

APPENDIX B
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NUCLEAR MEDICINE SECTION
- Radicpharmaceutical Quality Management Form

{Complete for all therapeutic dose s and diagnostic 1| dose s . 30uCil

Fatient Mame - o8
Radioprarmaceutical: Give miziCunes
Loza
Sy
il Hher
Auoreed User Dgle

»

Patient ide ntification

) Dawe of Bine

1D document Jicenzs, sic)
1 Sooal Security No

) Guardiar 1D

{3 1D Wristbaro

Wrinten Directive check
{check at least 2 methods} {all elements required) {complete for all female patients}
O Mame 71 Date ) CQuestionnaire completad

r ) Paiien name

{71 Radicprarmaceutizal

{1 Dose

) Foute of Admin

) Prosician (AL Signaturs

T ————————,
Pregnancy’ Breast feeding check

D female <10 or x50y
0 2t kad tubal Joaticnhy sterectomy
) MNegatve Serum B-HCSG

{1 Address
3 Othar

(1 Ptis NOT Braas: leading
(J 2t IS breast{esding
(J Breast feeding instructicns given

& it ) y.

Forms Procedure requirements—{complete for all patients)
21 Premcian consuf completad
O Patient instrections given
{J Sacbon nos applicable—diagnestc dose only

O Infarmed Consent Signed
) Homelana security case given
ZIMM Prysician present

Final Time-Out—{complets for ail therapy patienia BEFORE sdmimisiration)

[ Carrect patieny?
[ Corract racdiopharmacactical 7 (Check dose order request, dragtive, shiporng label

! )
Dose of mCi given by at___ an ¢ !
Licse EETED) TezvPhys nams T E
ook Sqraute
TR
Brys Sigrame oo Bl dovee sticker here.
) HETS
L9 #
= REY I 00l
l:” I T .FF P
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