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BUREAU OF RADIATION CONTROL

STATE OF FLORIDA
DEPARTMENT OF HEALTH

Pursuant to Chapter 404, Florida Statutes, and Chapter 64E-5, Florida Administrative Code (F.A.C.), and in reliance on statements and
representations heretofore made by the licensee designated below, a license is hereby issued authorizing such licensee to receive,
acquire, possess and transfer the radioactive material(s) designated below and to use such radioactive material(s) for the purpose(s)
tand at the place(s) designated below. This license is subject to all applicable r:ules, regulations and orders of the state of Florida,
! Department of Health now or hereafter in effect and to any conditions specified below.

RADIOACTIVE MATERIALS LICENSE
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Licensee
| name  SHANDS JACKSONVILLE

MEDICAL CENTER, INC.
d/b/a UF Health Jacksonvi

.| correspondence dated
| June 16, 2015.

3. License Number: 31571

| is hereby renewed in its entirety
- | with reference to application
| dated May 15, 2015, and

T POk b e ST )

Department of

Jacksonvxijlé.-‘, FL

Cud
Rad

1t of Radiology
655 West Eighth Street |

 Radioactive Material
- (clement and mass numh

‘ ; ﬁmum Quantity Licensee May :
oo A AnyOneTime | s
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B. Any radioactive material
described in section
64E-5.627(1) and (2),
F.A.C.

C. Any radioactive material
described in section
64E-5.630(1), F.A.C.

D. Any radioactive material
described in section
64E-5.632, F.AC.

B.

C.

D.

Any radiopharmaceuticalfor~ - B. 5 curies
diagnostic.use involving.imaging and
localization as described in section

B4E-5.627(1) and (2), F.A.C.

Any radiopharmaceutical for C. 5curies
therapeutic use as described in
section 64E-5.630(1), F.A.C.

Any sealed source for brachytherapy D. 2 curies
as described in section 64E-5.632,
F.A.C.

500 millicuries
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License Number: 31571
Amendment No.: 58
Control Number; 20150519-0795
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STATE OF FLORIDA
DEPARTMENT OF HEALTH
BUREAU OF RADIATION CONTROL
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(0 :N'I':axinium Qi;_?ntity Licensee May
- Possess At Any One Time

: ‘“Radloactlve Matenal
o -element and mass number) :
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E. Yittrium 90 as described E. SIR- Spheres® (Sirtex Medlcai E. 945 millicuries
in section 64E-5.664, Limited or ANSTO not to exceed 189
F.A.C. radiopharmaceuticals and industrials) millicuries per vial
resin microspheres
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F. Gadolinium 133 F. Sealed source (North American F. 6 sources: notto
Scientific Model MED 3601) exceed 360 millicuries
TR N LRy s each.

o

Authorized Use
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atment of mallgnant hepatic
_: n.FDA P! . r P9900 Sirtex Medical Limited Model SIR-
Spheres brachy’(herapy a_ -; i gton LLC
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F.  Forstorageonly. "
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10. The authorized place of use is the _censee s.fac:lllty |ocated at the address in Item 2.
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11.  Failure to comply with the provisions of this llcense |s a felony of the third degree pursuant to
section 404.161, Florida Statutes. Also, violations may warrant an administrative fine of up to
$1,000.00 per violation per day, pursuant to section 404.162, Florida Statutes.

License Number: 3157-1 LICENSEE COPY Category: [5B]
Amendment No.: 58
Control Number: 20150519-0795 Page 2 of 5 Page(s) Expiration Date:  6/30/2020
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~ STATE OF FLORIDA
~ DEPARTMENT OF HEALTH
BUREAU OF RADIATION CONTROL

T R e T T S TR ]

B R T T T T I
TR IOV T@Ys TEY . (B BV TN T@Ys

B R T e TS 7 L e e Sl S ot

\
12. A Radiopharmaceuticals which are prepared from generators and/or reagent kits shall be
either a FDA approved NDA, ANDA, IND, or pre$cr|bed by an Authorized User. The
following individuals or persons under their supervision are authorized for the materials
and uses as indicated:

Authorized Material and Uses as Names o
Described in Items 6_, 7,8and 9 Gt

64E-5.626(1), (2), 64E-5. 627(1) (2) -2~ H. Martin Northup, M.D.
and 64E-5.630(1) .~ Lawrence Edward Holder, M.D.
o ___Savas Ozdemir M.D.
" Barry. M. McCook M.D.
’_?;Martha Wasserman M.D.

USSR

B

' Patrlc}( JE.‘:N'atte‘r MD

WAL SISO

SIR- Spheres®

64E-5.630(1), 64E-5.632, an
64E-5.664 Y-90 SIR-Spheres

64E-5.630(1) and B4E-5.632 A . .

N -Na y P_ Meridenhall, M.D.
'-"RobertS Malyapa M.D., Ph.D.
iR. Char!es Nichols, Jr., M.D.
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'Julle Ann Bradley, M.D.

64E-5.632

64E-5.626(1), (2) and 64E-5.627(1), (2) Frederick S. Vines, M.D.
Derek J. Hamlin, M.D.
Daniel A. Siragusa, M.D.
Kristin Johnson Taylor, M.D.
Diana Lee Edgar, M.D.

Gregory C. Wynn, M.D.
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License Number: 3157-1 LICENSEE COPY Category: 58]
Amendment No.: 58 ; i
Control Number: 20150519 0795 Page 3 of 5 Page(s) Expiration Date:  6/30/2020

AN TR TAN IOV T AN TV, TN TN T@Vs TV T OV OV N TON- Y- TV IOV T8N (BN /BN A @V BV (Vi AN @Y. T8V, 78Y. 8N

A S e

@.7e

N BN TBY T (BN T8 TN i BV i Bt TRV TN (8Vi TR IV BN TaViTeN: B7am




U R U IO T R R e T TR T T T Y T P

R I R T AR A8 S

STATE OF FLORIDA
~ DEPARTMENT OF HEALTH
BUREAU OF RADIATION CONTROL -
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Continued:

Authorized Material and Uses as 'Names
Described in Items 6,7,8and9 .

R R T T T

64E-5.626(1), (2) and 64E-5.627(1), (2) Susar{ P. Snodgrass, M.D.
(except generators and reagent kits) Martin Zenni, M.D.
Douglas Chapman, M.D.
- Paul L. Wasserman, D.O.

L0 W) WA,

64E-5.626(1)and B64E-5. 627(1}

=3 P_éiriCR Antoun M.D.
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1 meter; or
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B.  The amount of radioaétiygilnﬁétéﬁia;l inthettent is less than 30 millicuries.
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16. Any dose of iodine 131 shall be received in capsule form only.

17. The licensee shall conduct an inventory at intervals not to exceed six months and a radiation

survey at intervals not to exceed three months, of brachytherapy sources as described in
section 64E-5.618, F.A.C.

8. The licensee shall not authorize release from confinement for medical care any patient
; administered a permanent implant until the dose rate from the patient is less than 5 millirem
(50 microsieverts) per hour at a distance of 1 meter.

License Number: 31571 LICENSEE COPY Category: [5B]
Amendment No.: 58 :
Control Number: 20150519 0795 ‘ Page 4 of 5 Page(s) Expiration Date:  6/30/2020 _
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: ‘STATE OF FLORID
o DEPA "-MENTOFHEALTH _ f~.
BUREAU OF RADIATION C@NTROL

19.  The licensee shall implement the quality management program (QMP) as stated in
Condition 20 and section 64E-5.611, F.A.C. ‘

20. A Except as specifically provided otherwise by this‘ license, the licensee shall possess and
use licensed material described in ltems 6, 7, 8 end 9 of this license in accordance with
statements, representations and procedures contained in the licensee's application
dated May 15, 2015, signed by Kevin Cuda Administrative Director, Department of
Radiology, and correspondence dated Tty |

June 16, 2015 (Kev n- Cuda certlfylng off:c:lal) sngned by Russell Armistead, CEO.

B. The hcensee shall co_ p thh_ all apphoable requlrements of Chapter 64E-5, Florida
‘and- 2 regulations. shall Supersede the licensee's statements in
Inle the statement are more restrlctlve than the
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For the Bureau of Radlatlon Control:
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Issuance Date:

Jo egfénsbﬁ /
EAvironmental Specialist il
4052 Bald Cypress Way — Bin C21
Tallahassee, FL 32399-1741
(850) 245-4545

A party whose substantial interest is affected by this order may petition for an administrative hearing pursuant to sections 120.569 and 120.57, Florida Statutes. Such proceedings are
governed by Rule 28-106, Florida Administrative Code. A petition for administrative hearing must be in writing and must be received by the Agency Clerk for the Department, within
twenty-one (21) days from the receipt of this order. The address of the Agency Clerk is: Agency Clerk, 4052 Bald Cypress Way, BIN # A02, Tallahassee, Florida 32399-1703. The
Agency Clerk’s facsimile number is 850-410-1448. A copy of the petition should also be sent to: Bureau Chief, Bureau of Radiation Cantrol, 4052 Bald Cypress Way, BIN # C21,
Tallahassee, FL 32399-1741. The Bureau Chief's facsimile number is 850-487-0435. Mediation is not available as an altemative remedy. Your failure to submit a petition for hearing
within 21 days from receipt of this order will constitute a waiver of your right to an administrative hearing, and this order shall become a "final order.” Should this order become a final
order, a party who is adversely affected by it is entitled to judicial review pursuant to Section 120.68, Florida Statutes. Review proceedings are governed by the Florida Rules of
Appellate Procedure. Such proceedings may be commenced by filing one copy of a Notice of Appeal with the Agency Clerk of the Department of Health and a second copy,
accompanied by the filing fees required by law, with the Court of Appeal in the appropriate District Court. The notlce must be filed within 30 days of rendition of the final order.

License Number: 3157-1 LICENSEE COPY Category: [5B]
Amendment No.: 58 ‘ ‘
Co'ntroi Number 201 5051 9-0?95
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