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PRIVACY ACT STATEMENT

Pursuant to 5 U.S.C. 552a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93.579), the follow:
ing statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on NKRC Form
313. This information is maintained in a system of records designated as NRC-3 and described at 40 Federal Register 45334
(October 1, 1975).

1. AUTHORITY: Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U S.C. 2111 and 2201(b)),

2. PRINCIPAL PURPOSE(S): The information is evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30, 32, 33, 34, 35 and 40 to determine whether the application meets the requirements of the Atomic Energy Act of
1954, as amended, and the Commission’s regulations, for the issuance of a radioactive material license or amendment

thereof.

3. ROUTINE USES: The information may be (a) provided to State health departments for their information and use;
and (b) provided to Federal, State, and local health officials and other persons in the event of incident or exposure,
for their information, investigation, and protection of the public heaith and safety. The information may also be dis-
closed to appropriate Federal, State, and local agencies in the event that the information indicates a violation or potential
violation of law and in the course of an administrative or judicial proceeding, In addition, tH's information may be trans:
ferred to an appropriate Federal, State, or local agency to the extent relevant and necessary for an NRC decision or to
an appropriate Federal agency to the extent relevant and necessary for that agency's decision about you,

4, WHETHER DISCLOSURE 1S MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVID-
ING INFORMATION: Disclosure of the requested information is voluntary. [f the requested information is not furn.
ished, however, the application for radioactive material license, or amendment thereof, will not be processed. A request
that information be held from public inspection must be in accordance with the provisions of 10 CFR 2.790. Withhold:
ing from public inspection shall not affect the right, if any, of persons properly and directly concerned need to inspect
the document,

5 SYSTEM MANAGER(S) AND ADDRESS: U.S. Nuclear Regulatory Commission
Director, Division of Fuel Cycle and Material Safety
Oftfice of Nuclear Material Safety and Satequards
Washington, D.C, 20555
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Item 5.

Item 6.

Item 7.
Item 8.

Item 9,

a. Element and mass number - Not Applicable
b. Chemical and physical forms

AN-PYROTEC is a reagent, meant to be tagged with
radioactive Tc-99m by the user. It is not, itself,
radioactive. Each vial contains 12.0 mg sodium
pyrophosphate and 2.8 to 4.9 mg of stannous tin

as a chloride dihydrate. Additional details are
given in the package insert.

c. Maximum possession amount - Not Applicable.

Technetium Tc-99m Pyrophosphate (AN-PYROTEC)!after
technetium 99m tagging is used as a bone imaging
agent to show altered osteogenesis, a cardiac imaging
agent to show areas of myocardial infarction, and a
blcod pool imaging agent used for gated blood pool
imaging and for detection of gastrointestinal bleeding
sites.

Not Applicable.
Not Applicabdble.

Not Applicable.

Item 10.3.1. A copy of the FDA's, NDA approval is attached as

Attachment 1.

Item 10.3.2. As per paragraph 35.200, see Attachment 1.

Item 10.3.3. As per 32,72(a) of 10CFR32, we submit the

following information:

1. This reagent is intended to be tagged with
Technetium-99m from Technetium-99m pertechnetate.

2. The AN-PYROTEC kit is supplied as a set of 5
multi-use vials. Each contains 12.0 mg sodium
pyrophosphate and 2.8 to 4.9 mg stannous tin
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C DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

Awn i

NDA 19-039

CIS=US, Inc.
1983 Marcus Avenue
Lake Success, New York 11042

JN 30 1087

Attention: Herbert Malamud, Ph.D.

Manager
Regulatory Affairs

Dear Dr. Malamud:

Reforence is made to your new drug application dated May 19, 1983
submitted pursuant to section 505(b) of the Federal Food, Drug, and
Cosmetic Act for diagnostic radiopharmaceutical AN-PYROTEC (kit for
the preparation of technetium Te 99m pyrophosphate).

o acknowledge receipt of your additional communications dated

We als
January 21, February 28, July 2, October 27, 1986 and April 23,
April 27, May 1, and May 21, 1987 amending the application.

We have completed the review of this application including the
submitted draft labeling and have concluded that adequate
information has been presented to demonstrate that the drug product
is safe and effective for use as recommended in the submitted draft
labeling. Accordingly, the application is approved, effective as of
the date of this letter.

The final printed labeling (FPL) must be identical to the draft
labeling submitted May 1, 1987 and amended May 21, 1987. Marketing
the product with FPL that is not identical to the draft labeling may
render the product misbranded and an unapproved new drug. Please
submit twelve copies of the FPL to FDA as soon as available. For
administrative purposes this submission should be designated "FPL
to the approved NDA 19-039. Approval of this supplement

Supplement”
red before the labeling is used.

by FDA is not requi

Should additional information relating to the safety and
£fectiveness of this drug product become available prior to our
printed labeling, revision of that labeling may

{mal

receipt of the final
be required.

Please sutmit one market package of the drug product when it is
available.

Food and Drug Administration
Rockville MD 20857
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AN-PYROTECHX™
Kit for the Preparation of

Technetium Tc 99m Pyrophosphate

For Diagnostic Use

§ &




One 10 two howrs sher
N e

System Seciining 10 ape yito dpe Twenly-dour
™he WONETY BRLIBLON WAl SOSEVEd 10 be ADOVL 40 percent of Ihe admuy.

ecrage
10red AoMe aher 74 Nouny
AN-PYROTECH Bisc has an #thodty lor 1ed biood

The non
Golls. When SOMvusiered 0 munules DAOr 10 INE MUAVENOUS SOTMINSITENOR o

The imaging of pasts 3 S Oeper O BuCh H0C107S B8 e regeon Ol
IMAGING. [Ble BN vOlume O Ihe Dieed oficacy Of 1N labenng o Ihe red WooD te
00 nenness of iMAgng Dut 10 1hess 18CITY mages SAOUID De LAR N e uErtaly
Ve 8 Pariad Of 1ime Uil § POBLVE IMBQE B ODLIABE O CHNCH LONGLIONS WariBnt
1he HICONLNUANCE O N4 IFOCRIUE THE PO O 1M 101 COMCHNg (N Bges may
range up 1o M howrs

Technehom Te Prrophosp 1o a7 e non -«

AN-PYROTE 00 formuiated within bea (6] NOWS RIGY 10 CRWCH ube

CMrcinogeness Muisgeness imparmen 3 Feriay

NG FONY- 1T BNIME) BLuBses NIvE DEEN P 10T MED 10 B4 0/U8'E CAICAOGENE PEienia
o waeines T Te v Py PI0CI0n ANECIS 1ottty 8 mptey O
fomaies My Sludes Nart nO! DeeY Conduied

Pregnancy Category C

Arimal (85 03, "y o ¥ Sudres NEYE AO! Ber CONducied with Tech.
felum To 90m Pyrophosphate iMection 1 s 8Is0 Ne! LAoen whethe
Technglium Te I9m Pyrophosphale Inechion AN Couse 1610 Aaim ahen

WOICATIONS AND USAQE DOMIASIOrOT 10 & DAAGNAN| wOman o Can sHEC) rprOBuCl v CapRciy TechAelum
Techaetum 1 o Py tphate e 134 00N MagINg BQeNT Ued 10 dem- T6 99 Pyrophosphate inecion Shousd Be ver 10 § (egnanl woman only ¢ ciedr y
orstiale aresy of alered - el Wagng Spen! used &8 a0 eaded
B W ol ouié myccoartial arche Iaeaty weng s CLMT Ny ThOBE PieTl av 1N ABtue
AN-PYROTEC nomwﬂwmmnwbmm O & woman of ChASDRRNNG CaPAtHily SROU DR DerTrmed during The Loy few
DOGH ARG 801G 1OF T BMCHON O Wies Of s Wy When reconsii, o y 10) S8y 10O the 0Asal O menses
R e A PYTOger e ang dieed Wy 30 -
Pner 10 Ihe som 3™ P Te 9 appeon Sy .
wnately T6% of he iy o Y "IN DIOOI PODI Tec T 99 Py aie e B ELLI N RUman Mk Buiing acia
¢ HON. INETRIOTE. 1OMMUiS IBR0NG IOuT De BubSI! e 1or Brags! ipedng
ONTRAINDICATIONS
None Lnown Peaatne Use

Satety and eHECHYENERS 1N CRuIren Nave 70! been esiat $hed
WARNINGS
A 80 BEUNC! I he SUGNROES Of Conty med My oCarTial inlerction (ECG ang serum  ADVERSE REACTIONS
elymes ) the of lase nega mild.t‘Mhul SOME MyDersRAtIv Ty TEALIONS Rave DO Ao 1SS ®. N Dy OPPOSRAAE Use
percent Faise negatve mages can 480 ocow o POOr 10 24 Nowrs i the DOSAGE AND ADMINIS TRATION
COlutonary phase of Ihe Intarct o BNer & Gays In 1he resOlVUON Bhase i & imiled - A

—

Alter precaration wih ougani-liee SO3um Penechnotaie To B Inecion e

SUgesied 3088 TINge Of TRCANEhUm TC IBM Pyrophospniaie (nechor i ihe ver 2ge

ADULY patent (T0ag) s

Bone imaging 185 - 555 megabecquereis (5 15 mCi (1. 154 M
PO 0/ 4NN PrtphOSphate|

Cordhiac imaging - 370 - 543 magabecaue vl (10 1ML (4 - T mangramg

Of SN0 Dy OPROSPRALS | =
TRe Jugesed G088 rAnpe O the NON-TBIVICLVE IECONSLIVINS AN PYBOTECS -

sans it ' Wl bran scans vone g ' e average ADULT patient (70 4g) 4

PIOCEOUeE AN Aty & Drain maging apent such 88 T Te ¥ Pe 8100¢ Pow imegiry § - 154 mitgrams o $18ANGUS Oy IOPPOIP.ate
Injecion may be 58 - 740 megabecquereis (150 mC of Penecs
PRECAUTIONS nelate TS 9 inecion)

Genern Bore and Cardiac imaging

mwmuum"wncf: BA ARG D RIS Iered 10 Teshaetum To BOM PyrOphosphaie Inec!on & imec 90 U Bveroully ove’ 3 1010 20

I 8 100 Reconsttution) Any
whiCh CONLMIAS BR QUIGIING BRen) & ne!
rOCONENTASS with Sodiur mm‘
be Used within Bhours AN-PYROTE ¥

AN-PYROTECA Tonant o preservatives

VS 070 M0 uNO8: AUIDGEN B OF Sy ger o MATMIU 1S the Contents of he vl
870 the ndls ShoUS Aol be venird

The corpanents of the AN-FYROTECE Ble suppied Sierie 000 AOA-DyIOQeNE
ASCDIT POCROUVIES NITMATY ERDIOYE | N MANING BO0LONS 8nd wiNTawa'y 10
HEC R NG Ty TOPenT LOMBNE S SHOUID be g Sur NG SO0 LION Of Ihg pertechnetate
BOANIT BN e wIROTEWE Of Guses JOr PALEN! BBmInSLraliOn

BICONE pardd For eplMal "esudts. BUNe IMASING ShOWS D Cone ! 1t § Aowry
1oNowing 8Om ASIaTON  Ca/3.42 (Me5ng Showid be one 3019 90 midutes
BSMUNSUAOn  THhe BCUle MPOLAr W AIBITT COA DO vIsURIIEE 1Om D¢ houey io
Gays k ' oneet of symp Wi mEumem OCeLZaton Bl 68 )¢ TD nowes
Caroee A4 NG INOUIS Be Sone wilh 2 GeMmMma JLIALNBION Camerd
TECOMTENIET 1141 MAQES Dt MA0e OF 1N ANIE I 8T BA1010 DD ® 7T et AT
Prowcons

Bived Pooi

AN-PYROTECY B8 RCOMLIVIOS 91 RGN AOR-DYIOQENK BOINFC baRNe
COMBINAG N0 Preservelves A dose Of b io 1) € muhigrams May D admetagieied
Menously I Turvies pror 10 IN MU BVENOUS SIMmngLalon Of B5Y 10 D meg-
0ecqueres (15-20 mCi) Sodwm T2 90w inaction The npn g
WUve reLOnBilARe AN-PYROTES be igecied by 00! verupUACTe
FeDROININE COTRIN S rIems SN0 Do Svou0ed  Cardc (Tag 1 IHOWE be done |0
10 30 Munyies 10Hwag e 8AMADI aL0A of S0Gnsm Penechnelste TC 9B inecion

Srueiding o bE Vlinied when prepenag T Tc 9om Pyroph
wection

'nmmumwm.m\manmmMM
D P wih LAe BNG B00T00TAIE SATETY MEBSUIEY BROVIC DE uUsed 1o Mg
AIANON EXPISUTE 10 INE DANENI 877 CLMCH PATIONNE LONSBIEN! with Dropwer
DEen! maragement

TR $O/UHION SAVUIC A0 DE ST  CLOUdY GHICOIBES O IOURD 10 CONLEA PATTIC IRl
—ane

RO0:0 0N MAC ELL LAY INTUIT DE LIES DNy By DRYRTANS WO 378 QUANTed by traun.
A9 00 AR ence it Ihe 5210 U4 BNG NANGRG Of rASOnUCHOes.

TRNCE NG HENNG Rave DEEN AErOved Uy INE API/ODIIE JOVErAment agency
AN T8 10 BCenSe The Use OF TadONUC O
NO 4000 NANTNNG 1§ reQuaed 107 1N hON

drug product

VIAING § ICNEUSUON CAMETS MIRTTISAE |G BN SIECIIOLAIGIY 3N HANNG Sewecr

Pareniens: Orug Products SNCUIE BE MBDECIED visulily for PAY1 ulaie malier 880

BRCCONBHLA BrOY 16 BOM= A1 8100 WHEAIVE’ BOFLON BNE CONIE VT BTl

The Datent 3080 POV DE MEAL 0 by & B ADIE (3I-08SL Yy COLDALON Fralem
¥ Brr 10 00

Radisson Dosimetry

Bone 803 Cardiac imaging

The etiactive Rail-nie ons BEBumMed 10 Be Ihe PRyRca hall le lr 30 CaEWIBIeE

VEIUEs THE 08008 TAGMNLON SDRCI D0 SOMRS 12 a0 average AD U, T palea (Toag)

from an inirsvencul Injechen of 3 m o' 385 megabetguerein (15 mCy o

Technetium T FIm Fprophosphate imecion a0 shows i Tateo 4

Tebie d £ 4 Rps Dover
Bone imaging . Bone and Carduac imaging
Bo1h prior 10 and lolowing Technstium Tc B8m Pyrrophosphaie Injeclion Toch Te 9om Py
BOMUrAABtOn f MO COMIBNGICHIOd 107 The RENENTS SO0IEC CONION PalentS
VAOUIS B BACOUTAQRT 10 Brink flusds PALENS SAOE voud B8 O1eR a8 she 1N O OPAN N it
"o Technatium T¢ 9om By v " e Tota: Doy’ 22 on
erence ana SRR B trom " ihe biagde” ::"n ;' :;‘
ne Masrow LS ?
Cartias imaging Saeeion” LN on
M'ummmummwumm Baoow wa
procedure 2 howr voud we 18
IPReENCE OM Chat! wal 0N JuUCh B BRSS! IumOrs ANd Rt M lracivres 40 howr vl s 148
CAN DA Minim 20 DY BMDIOYING 1N TA 10 (eCOMMEndRd Drojections (See DOSAGE Teses
AND ADMINISTRATION £ aine-D081ive MG 1IN0 NEFalvE Myocar 8 BLANS Ay 2 hour voug 18 o
OEIUT INPEIOTE AR BGROBG O BEUIE MY 08 IMFECHON OEPETIN OF Ihe Dveat 48 how vow 22 on
S30035Men! Of BLORIOrY BNE CLNNCE NSNS o;m e
hour voun 14
Biocd Pool imaging 8 hour voud i 02

The nON (BOCECHYE RCO™ IS 2985! SROWT Do by Gerect venp, .

PECANN 28T CHIRRUT By HemS ShOUID B BYOied B8 IR eNCe wiih ted DiODD Col
BEPAG Wil resul CarGi pOO) Whagng INCUE DR e 18 10 30 minuies alter e
BOMNBIBLon Of Sogum Pertochnetaie T¢ 90 inecton

B DREN vOudS QU iy #1181 INE (BN I ACEUACE 1) BITARIRIOd I G0N
wiil Do reouTed
o Dose ot poent of Pughes! uplabe may Se Nigher by 4 lacier o W0



‘ & @ Ok~ 47233

‘ ’ v

BETWEEN: ! C. James Holloway, Chief
M License Fee Management Branch ulf ‘
Office of Resource Management Gaf ! ¥

John F. Glenn, Chief ‘ Jaf,
Nuclear Materials Safety & Safeguards Section B Z 22 /
Division of Radiation Safety and Safeguards
5757
LICENSE FEE TRANSMITTAL

o
A. REGION'L,~

1. APPLICATION ATTACHED r
Applicant/Licensee: CTS 1 L’S l
Application Dated: fZ'/]'JW/7]
Control No.: S ey
License No.: 0?0 '.)709/3 O2 MA |

2. FEE ATTACHED
Amount : gg

Check No.: (ﬂ
7
3.  COMMENTS

N\C .

Signed o

Date I-1.-37

B. LICENSE FEE MANAGEMENT BRANCH ﬂf
1. Fee Category and Amount: 5'/) LJQ;ZZ;)

2. Correct Fee Paid. _Application may be processed for:

Amendment \\\\V

Renewal

License

Sioned

Date

REGION 1 FORM 213 g
(MARCH 1987) '




