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New England Deaconess Hosptal Af hhated With NEDH Cort
185 IMgram Road
Boston. Massachusetis 02:15
Iel?) 732-7000

22 May 1991

United States Nuclear Regulatory Commission
Region I
475 Allendale Road
King of Prussia, Pennsylvania 19406

License lio. 20-00289-07

Gentlemen:

The tiew England Deacor.ess Hospital Corporation requests to amend
our NRC Licence. Enclosed is a check for S 290.00 to cover the
cost of this amendment.

We have received a RENALYZER PRX 90 from Provalid AB in Lund,

Sweden to be used for measurement of glomerular filtration rate.
This unit contains two 100 mci sources of Am-241.
I have enclosed the information on the analyzer from the company.

If you need additional information, please call me at

617-732-8509.

Thank you.

cerely, '

?y.

-

Philip Cobb
Radiation Safety Officer
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Anatomy and function in a slii esess
The renalyzer is a' comp 5ct,j>ogbie" 7ef,- g'
measuring glomerula'r filtration,ragg 'Q-
puterized analysis of the, contrast medi t

plasma samples. y g [D
This means,that diagnos,ti,cylio.o

be combined in a single ~ session;withYe'gyra
n

nd ran

analysis. The same non-radioaktiv%ry%fdd
used for urography, angiggraljij or cp*yyptegt r
graphy is used as a GFR marker bp the Re u9

'

-
_

'.;;,,K,ghPRX 90. ,<

Highly accu.s.c.srate 3
-

. .

'

eneratelE
-

The accuracy of the renal clearance va ues g$ deiby the Renalyzer is fully comparabis nitidh
obtained from techniques' based'6d"r$Eilo~a#8t"i$ar

y

ers, such as '*1 Cr EDTA orNNU[ ,

'

' '$ffh.
Reduced volume of contrast medium . I--'

The Renalyzer can operate with srS31Ee77ofu~rEes*
contrast media than those no'rmE11y [d7o .g ;'

u,rography. Dosage of contrast medtunt,canhp
duced by 50-80% if radiolugical investigation is not , ,
indicated. #$ YI'b~ ,3.

Time sav ng ] . ~ N, s.gf[K
- - . .

y

The plasma sample is inserted direcdy in the instru-: 0,9(~gy,M!$J5 av
.

,

.

ment and analysis parameters are keyed in. No ";

sample preparation is required. Qiplyf.2 al [ ,

The sample is not destroyed during analysis, * 7.f .S5 -5 ~

E' m"~f%
~

swhich means that results can be verified repeatedly . c ~'

~$ E'

without taking a new sample, ,

.- -@ e.4.

User-friendly, self-contained systen. --
.

As soon as the plasma sample has been analyzed -

within the instrument, the results are displayed on a
screen and printed out on a built-in printer.

- No external equipment or laboratory facilities
are required, and the Renalyzer can be operated by
personnel with no laboratory training.

? -
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The Renalyzer PRX 90 was developed in close connection with research on \[ de

non-ionic contrast media between 1978 and 1986 at the University of Lun'd 4,.: I ; [ i.
^

'

( ,
and the Departments of Radiology at hospitals idlip.7 9p

. d$%fd$j
,

Malmoe and Lund in Sweden.*7'io' tested during'j'.
I* 3

The Renalyzer system Eas al
, '

this period at the Urological' Unit of.'Shpin(Hi
' ~N -

C ,y

Hospital in Stockport, England, the Department.ofgg
-

.

!.
_

4 surgery of Texas Medical Center in Houston, Texas,,
,

the Departments of Radiology at hospitals ~ ingy,,
~

f.

. Gothenburg and Umed, Sweden', and the Department % dig
,

-
:- ,

' , of Radiology at the Oslo Hospital in Norway. .:j3j{fpfA.jjj7 ' {
.

- The Renalyzer is marketed world-wide by j.pyn,kk .
-

-
- Provalid AB, a medical technology company.: " fir'Q4:|g
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CON 00FO'NG WF RA00ACTRM SOUAcFS IN THF RENAt v72R oOYoo

The RENA!.YZER PRX90 has been approved by the Swedsh Nasonal Institute of
Radacon Proteculon (end.1) conteining 2 x 100 rnCJ (2 x 3J GBq) Am-241 from
Amersham Intamanonal plc. U.K.

Due to rules and regulations in several Europoon countries the total amount of
radioactivity has been lowered by 1/3,l.a. 2 x 30 MCI (2 x 1.11 GBq).

. source code : AMC 65 (end. 2)

. capsule : X.11
ftis s*J:1 the sama nuc5de : Arn-241

No changes in the radiation shleids has beer, performed.

The lowered act '4ty levei is reported to and accepted by the Swedah National Institute
of Radado Protection.

,

bnd February 19,1990
F ROVAllo AB
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Docket Nos, 030-01808 License Nos. 20-00289-07
030-17696 20-00289-10

4

New England Deaconess Hospital Corporation
ATTH: Joyce B. Tower

Senior Vice President
185 Pilgrim Road
Boston, Massachusetts 02215

Dear Madam:

Subject: Combined Inspection Nos. 030-01808/91-001 and 030-17696/91-001

Thi, refers to your letters dated April 1,1991 and May 1 1991 in response-to
our letter dated March 11, 1991.

Thank you for informing us of the corrective and preventive actions documented
-in your letter. These actions will be examined during'a future inspection of
your licensed program.

Your cooperation with us is appreciated.

Sincerely,

Original Signed By:
Jean Greaick-Schugsta-

/ Mohamed M. Shanbaky, Chief.

[ Nuclear Materials safety Section A
Division of Radiation Safety-

and Safeguards

cc:
_.

Public Document Room (POR)
Nuclear Safety-Information Center (NSIC)
Commonwealth of Massachusetts

' Philip Cobb, Radiation Safety Officer

f
0FFICIAL RECORD COPY RL NEW ENGLAND - 0001.0.0

1}$O 9528 05/06/91
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New England Deaconess Hospital Corp. 2
.

;

bec:
Region I Docket Room (w/ concurrences)

,

.

Rk0 thRI:0RSS
*J . /bj _ Shanbaky

I4/|(s/91 V0[/p/91
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License No. 20-00289-07
Docket No. 030-01808
Control No. 114728

New England Deaconess Hospital
ATTN: Joyce B. Tower

Senior Vice President
185 Pilgrim Road
Boston, Massachu etts 02215

Dear Ms. Tower:

Please find enclosed an amendment to your NRC Material License.

Please review the enclosed document carefully and be sure that you understand
all conditions. 'If there are any errors or questions, please notify the
Region I Material Licensing Section, (215) 337-5093, so that we can provide
appropriate corrections and answers.

Please be advised that you must conduct your program involving licensed
radioactive materials in accordance with the conditions of your NRC license,
representatior,s made in your license application, and NRC regulations. In
particular, please note the items in the enclosed, " Requirements for Materials
Licensees."

Since serious consequences to employees and the public can result from failure
to comply with NRC requirements, the NRC expects licensees to pay meticulous
att'ention to detail and to achieve the high standard of compliance which the
NRC expects of its licensees.

You will be periodically inspected by NRC. A fee may be charged for
inspections in accordance with 10 CFR Part 170. Failure to conduct your
program safely and in accordance with NRC regulations, license conditions, and
representations made in your license application and supplemental correspondence
with NRC will result in prompt and vigorous enforcement action against you.
This could include issuance of a notice of violation, or in case of serious
violations, an imposition of a civil penalty or an order suspending, modifying
or revoking your license as specified in the General Policy and Procedures for
NRC Enforcement Actions, 10 CFR Part 2, Appendix C.

.

AL RECORD COPY ML 20-00289-07/LTR - 0001.0.0

['4%[@[ -hk b /m///7
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* New England Deaconess Hospital 2

,

We wish you success in operating a safe an'd effective licensed program.

Sincerely,

Original Signed By:
Jenny M. Johansen

Jenny M. Johansen, Chief
Nuclear Materials Safety Section D
Division of Radiation Safety

and Safeguards

Enclosures:
1. Amendment No. 30
2. Requirements for Materials Licensees

.

.

ORSS:RI DRSS:RI
verhart/EB Johans

/l1/91 06/pd/
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LICENSE No.

| 00CKET No.
CONTROL No..

f
*

N AME deco It0GlareJ r> rw cor xrgs hKP iM '
d

Qg;,gy,p 0 QATTN:

(Qg- g g g p m Q gAOCRESS

Sec rv M M Os'IT
GENTLEMAN,

/ / THIS Is TO CONFIRM T H E T E L E P H O N E C O N V E R S AT I O N O N ,,,h,,,*,h,*,,
,, ,,,,

;,,,h, Elz,ff;,A;;C4,E O F T H I S O F F I C E .BETWEEN YOURSELF ANO
M
/ /

THIS I$ TO CONFIRM OUR TELEPHONE CONVERSATION ON ..............

THE INFORMATION NEEDED TO CONTINUE REVIEW 0F YOUR

APPLICATION D A T E D ,,,,,,,,,,,,,,,,,,,,,,,,,, ,,,, W A S D I S CU S S E D .

THESE IT EMS ARE REST ATED BELOW:

1.
Feo % G c(nW/

2.

3.
.

IF VE D3 NOT RECEIVE A REPLY FROM YOU WITHIN 30 CALENDAR DAYS

FROM THE D ATE OF THIS LETTER, WE SHALL ASSUME THAT ~ YOU DO NOT

WISH TO PURSUE YOUR APPLICATION.

NCE - j.

U
LEAR MATERI ALS SAFETY SECTION- ,,,

NUCLEAR MATERIALS SAFETY BRANCH

.
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