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) .NSTRUCTIONS: SEE THE APPROPRI ATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION. SEND TWO COPIES
OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW,
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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 NHC 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 health 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, tMIs 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 IS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVID.
ING INFORMATION: Disclosure of the requested information is voluntary, if 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
Of fice of Nuclear Material Safety and Safeguards
Wash |ngton, D.C. 20555

_

UNITED STATES ,gf,*,5["''y,,

NUCLEAR REGULATORY COMMISSION us.ec

WASHINGTON. O.C. 206% ,jf[, 'g

OFFICIAL BUSINESS
FENALTY FoR PRiv ATE uSt. 5300

_ . - - -
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Item 5. 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 ein
as a chloride dihydrate. Additional details are
given in the package insert.

c. Maximum possession amount - Not Applicable.

Item 6. Technetium Tc-99m Pyrophosphate ( AN-PYROTEC) af ter
technetium 99m tagging is used as a bone 1'maging
agent to show altered osteogenesis, a cardi ~ac imaging
agent to show areas of myocardial infarction, and a
blood pool imaging agent used for gated blood pool

(_ ) ig. aging and for detection of gastrointestinal bleeding
sites.x-

Item 7. Not Applicable.

Item 8. Not Applicable.

Item 9. 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 b'e tagged with
Technetium-99m from Technetium-99m pertechnetate,

,,,) 2. The AN-PYROTEC kit is supplied as a set of 5 i'~'
multi-use vials. Eech contains 12.0 mg' sodium
pyrophosphate and 2.8 to 4.9 mg stannous tin
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Solr$E8,EAd 30
(617)275 7120

O

as stannous chloride dihydrate. The pH is adjusted
to between 5.3 and 5.7 with hydrochloric acid
before lyophilization.

.

3. A sample of the packaging box ris included as
Attachment 2.

Item 10.3.4 Copies of sample labels and of the package insert
are included as Attachment 3. .

Item 11 Not Applicable

.
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! DEPARTMENT OF HEA'LTil & !!UMAN SERVICES Public Health Service

i .

Food and Drug Administration'

,'_ Rockville MD 20857
,

j

NDA 19-039

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

JUN 3 01987Attention: Herbert Malamud, Ph.D.
Manager
Regulatory Affairs

Dear Dr. Malamud:

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

k'c also acknowledge receipt of your additional communications dated
January 21, February 28, July 2, October 27, 1986 and April 23,

p April 27, May 1, and May 21, 1987 amending the application.
^

U
k'c have completed the review of this application including the
submitted draft labeling and have concluded that adequate
infor=ation 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'ictter.

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. Picase,

submit twelve copics of the FPL to FDA as soon as availabic. For |

administrative purposes this submission should be designated "FPL
Supplement" to the approved NDA 19-039. Approval of this supplement
by FDA is not required before the labeling is used. j

Should additional information relating to the safety and
effectiveness of this drug product become availabic prior to our i

receipt of the final printed labeling, revision of that labeling may |
|be required.

Please submit one market package of the drug product when it is
availabic,

q
v
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Page 2 NDA 19-039Q ,

We remind you that you must comply with the requirements set forth
under 21 CFR 314.80 and 314.81 for an approved NDA.

Sincerely yours,

geb. -1.Gh
John F. Palmer, M.D.
Director

" Division of Oncology and
Radiopharmaceutical Drug Products
Office of Drug Research and Rev!.cw
Center for Drugs and Biologics
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* AN PYROTEC$ i

,

KIT FOR THE PREPARATION OF !

TECHNETIUM Tc 99m PYROPHOSPHATE
.

CAUTION. Federal (U S A ) law proh.Dets dispens.ng
.mout prescr.pe.on I

u.a s.a a no o =.t ma e,,

ICIS-US. INC. SYNCOR INTERNATIONAL CORPORATION
5 beAngelo Drive 20001 Prairie Street
Bedford. MA 01730 N t* " th' " '21311

se
. w.v e e.g.a.v

co=n rs . -.
. s a.*um ,e

--. ~. ~ .. ~ .
nae ~.. .c.,. g |,= ,s c. ._

RM 2A O22 . 1-= e a. o . e = , 3
{ REV. 9/37 5'08'E ".f *S 'aca * D A' 'S wc E

si .smcu . - n - e. ,
_

4PO f A t cas g. t S., .u. 6o o. , e, e,.e mm
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BETWEEN:' C. James Holloway, Chief ? ;? y ,,,f*
. License Fee Management Branch a ; , r-

[*[L||/' : | lOffice of Resource Management
"'

John E. Glenn, Chief
Nuclear Materials Safety & Safeguards Section B .B 3 1_ j YDivision'of Radiation Safety and Safeguards

'
LICENSE FEE TRANSMITTAL .

r
REGIONpA.

1. APPLICATION ATTACHED

'

Applicant / Licensee: ,

Application Dated: h-N-[O
Control No.: i fy p,q p ,q ;

License No.: [ [) ' 2 O h h d 2 / T)
2. FEE ATTACHED

dAmount:

Check No.:

3. COMMENTS

Signed SkT
Date 0-||,,~b

_ ~

B. LICENSE FEE MANAGEMENT BRANCH

1. Fee Category and Amount: .3/) f
2. Correct Fee Paid. Application may be processed for:

Amendment

Renewal O
,

'

License ig y . , ,, , ta

/h Q1 t;.Signed -

. , ,/ SDate n
.-

.

REGION I FORM 213 *<Y-
,

(MARCH 1987) ' , >
'


