
-

CHARLES S,7.088 co.a mes
O# A*.ME0 5E;NICES

, . o .

|- q.libocE: ' WECNTIONS
WTEMENCE

Th3 fronfronts" Suite 310

's""n'd"M"' ilnittd $tates $tnatt ~" 'E~" ~ "'""
' * ~""

WASHINGTON, DC 20510-4603-

Emst: senator @robb. senate gov!

August 19, 1996

1

! Mr. Dennis K. Rathbun
! Director

Nuclear Regulatory Commission
Office of Congressional Affairs
Washington, DC 20555

Dear Mr. Rathbun:

Enclosed is correspondence I received in reference to a
matter involving your agency. Your assistance with the requests
and concerns expressed in this case would be greatly appreciated.

It would be very aelpful if you would reply in duplicate and.

return the enclosure. In your reply, please reference Tri-Med
Specialties, Inc.

Your correspondence should be mailed to my office at the
address indicated above.

Again, thank you for your assistance.

'

Sincerely,

Charles S. Robb
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1500 AVON STREET EXT'D
i CHARLOTTESVILLE, VA 22902

{ PHONE (804) 977-4711 FAX (804) 977-8760

i

i
:

i

{ July 24,1996
!

!
! Honorable Charic S. Robb

I 154 Russell Senate Office Bldg.

) Washington, DC 20510

|

| Dear Senator Robb,

1 .

t

|
I work with TivMad Specialties, Inc. a medical resserth and development company

j in Charlottesville. Several of my collcagues and I would like to meet with you to discuss a
probicm we have encountered with the Nuclear Regulatory Commission.i

| Tri-Med has developed a new medical diagnostic test, the Carbon 14 Urea Baarh Test
(PYtest), to diagnose a beeterial infection (Helicobacter pylori) which has been proven to cause:

|. stomach ulcers and ponibly gastric cancer. To perform this very simple test, the patient
swallows a capsule and to minutes later blows up a balloon. The breath sample is than analyzed
to determine if the patient has the bacterial infection. An antibiotic combination can then be

i administered to destroy the bacteria. The medical savings from this new method of treating

i ulcers is tremendous. A New Drug Application for this test is currently pending with the FDA:
! It was filed on May 12,1995. It is amicipated that approval will be granted by the cad of 1996.
j Due to the small amount of radioactivity in the capsule (less than that found in a smoke
j detector) this test is regulated by the NRC. In order for a physician to adrninister the test they

must have a license with the NRC. This license costs approximasely $4000 a year with untold5

i hidden administrative costs. We feel our test will be sold for approximately 550.00. 'Ihe cost or
j the license will restrict many physicians from performing the test.

! For this reason, Tri-Med Specialties,Inc., on August 23,1994, flied a petition with the
! NR.C for either a rule chanse or an exemption from licensing for the "C-urea swath Test

i (PYtest). An announcement of the pedtion filed with the NRC was published in the Federal

} Regisser on December 2,1994 along whh a squest for comments The comment period

| extended until February 10,1995. It is our understanding that 304 comments were received; 302
in favor and 2 opposed. On October 18,1995 tbc petition was discussed at the;

j ACMUI(Advisory Committee for the Matical Use of fsetopes ). It seemed, at that meeting that

| the committee came to a consensus that a special exemption for the test should be granted under

j the conditions that fmal approval from the FDA is grantqd and that the drug is prescribed by a
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j. physician. The committee recommended the exemption route versus a rule change because it
j

would be the most expeditious and the easiest maant oftasolving this issue.
i

When this pecess was begun, we were advised by the NRC that the entire process wouldI
take approximately one year. In December of 1995 in a conversation with John Glenn, (Branch
Chief for the NRC) I was told the Snal ruling would take place as early as July,1996 or no later

-

than De' ember.1996. Last week, I again spoke with John Glenn to get an update on the progress
j e

.

j
of our application. Mr. Glenn inferrned me that the application was not yet close to a ruling. I
asked him to explain to me the steps remaining ir the process. Fcilowing is a list of those staps.;

4 1. Finish the " rule plan" He stased this should take about another month.

2. The plan is then sem to the NRC- specifically to the 5 commissioners (these 5 people are
appoised by the President),

}- 3, ifIbe comtnissioners approve the tule plan, the rule is then sent to the 29 agreement states for
j

their approval. They have 45 days to respond. If any of the states suggest a change, the rule
!

plan has to be revised ard re-approwd by the cornmlasioners. '

4. Once the rule plan is approved they actually write the rule (we know from past experience
that this can take 6 months) The rule is then published'in the Federal Register. There is e set

; 75 day comment period.

I 5. If there are no oegative comments they can then make the decision to accept the rule. (note
j that even ONE negative comment can stop the whole process)
4

I was also told by Mr. Glenn that this applicafon is not considered a prierity because the NRC is
not preventing physicians who have a license with the NRC from obtaining the test. Therefore

'

the NRC is not prohibiting patients frotn rocciving the test by delaying or not granting the,

) waiver.
! Looking at the steps listed above it is obvious that a ruling will not be made by the end of 1996
i

it has already been 2 years since the submission ofour application and a final ruling is nowherei

| in sight. The NRC advisory committee recommended ap;iroval of this application almost a year
i ago. Bod the NRC Advisory Committee and the FDA Advisory Pars! Committee (February 96)
I haw concluded that this is a safk test.
> .

i We currently have a meeting scheduled with the FDA at 9:30 am on August 1". Another meeting
| is also scheduled on Capithi Hill et 2:30 PM on August 18 Each of these moctings should take
! appmmimately i K hours, if you have any time available on July 31* or August I we would
! greatly appreciate the oppommity to meet with you to discuss the situation. If you have any
! questions please feel Gee to contact me at 804-977-3711.
1

i
j Sincersly,

i mEL [ |mW
j Susie R.Hoffman RN BSN
4

Product Development Coordinator
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U.S. SENATOR CHARLES ROBB
COMMONWEALTH OF VIRGINIA

FAX TRANShDSSION

.

I O I I E. MAIN STREET, SUfTE 3 i O
THE IMONFRONTS

RICHMONo, VIRGINIA 23219
604-77 | -22 2 i

fax: 804-771-8313

TO: b DATE: /
fax #: PAGES: fNCLUDING THIS COVER,

SHEET.FnoM: SHELLEY DUQUlO SPEARS,
REGIONAL REPRESENTATIVE

SUBJ:

URGENT As DISCUSSED PLEASE HANDLE PLEASC CALL ME

f
I IMESSAGE: , 5'

e,

d D /,

-

,eg. w d~& -

g pp g'co,6 Au'

r p kevne -
%

This COMMUNICATIOpe IS CosertDENTIAL AND IS INTEMOED TO SE PRfVIL.EGED. IF THE READOt CF THIS MES$ AGE IS NOT
THE lef7 ENDED RECIPIENT, CN4 THE EMPLOTEE OR AGENT RESPONSIBLE TO OEUVE t ff TO THE p(TENDED RECistDff.

YOU ARE HEREaY NOTirtED THAT ANY OtsaEM. NATION OH COPYlNO OF THis COMMUNICATIONS IS STMICTLY PRCHISITED.
IF YOU HAVE ACQUIRED THis COMm4UaftCAT10N IN CRRopt, PLEASE IMMEDIATELY NOT1rY US SY TtpONE, AND RETURd

THE OR804 MAL MESSAOC T Us AT THE ABOW. ADORE 88 SY TFC U.S. POSTAL SERV 1CE.
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| CONGRESSIONAL CORRESPONDENCE SYSTEM
'

DOCUMENT PREPARATION CHECKLIST

'
Ihis check list is to be submitted with each document (or group of Qs/As) sentfor processing
into the CCS.

1. BRIEF DESCRIPTION OF DOCUMENT (S) b L- ~4
. ,

2. TYPE OFDOCUMENT X CORRESPONDENCE HEARINGS (Qs/As)
1

3. DOCUMENT CONTROL SENSITIVE (NRC ONLY) X NON-SENSITIVE ,

4. CONGkESSIONAL COMMITTEE AND SUBCOMMIITEE (if applicable)
Congressional Committee

Subcommittee
4

S. SUBJECT CODES
(A)

(B)
'

(C)

6. SOURCE OFDOCUMENTS
(A) 5520 (DOCUMENT NAME )

(B) SCAN (C) ATTACHMENTS

(D) OTHER

z SYS ngq DATES
(A) , . h.UVDATA OCA SENT DOCUMENT TO CCS.

(B) DATE CCS RECEIVED DOCUMENT

(C) DATE RETURNED TO OCA FOR ADDITIONAL INFORMATION

(D) DATE RESUBMITTED BY OC4 TO CCS

(E) DATE ENTERED INTO CCS BY

(F) DATE OCA NOTIFIED THATDOCUMENT IS IN CCS
!
|

| COMuENTS:
:

.

| RELEASE TO PDR
i
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