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August 19, 1996

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 .n this case would be greatly appreciated.

It would be very 1elpful 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

CSR/sds
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July 24, 1996

Honorable Charles S. Robb
154 Russc!| Senate Office Bldg.
Washungron, DC 20510

Dear Senator Robb,

1 work with Tr-Med Specialties, Ioc. 8 medical research and development company

in Charlottesville. Several of my collcagues and | would like to meet with you to discuss &
problem we have encountered with the Nuclewr Regulatory Commission.

Tri-Med has developed a new medieal diagnostic test, the Curbon 14 Ulrea Breath Test
(PYtest), w diagnose a bacterial infection (Helicobacter pylori) which has Seen proven to cause
stomach ulcers and possibly gaseric cancer. To perform this very simple test, the patient
swallows 3 capsule and 10 minutes later blows up a balloon. The breath sample is then analyzed
to determine if the patient has the bacteria! infection. An antibiotic combination can then be
administered to destroy the becteria. The medics] savings from this new method of weating
ulcers is remendous. A New Drug Application for this test is currently pending with the FDA
It was filed on May 12, 1995, It is anvicipated that approval will be granted by the cnd of 1996.

Due 1o the small amount of radioactivity in the capsule (less than that found in a smoke
detector) this test is regulated by the NRC. in order for & physician to administer the test they
must have a license with the NRC. This license costs approximarely $4000 » year with untold
hidden sdministrative costs. We feel our test will be sold for approximatcly $50.00. The cost of
the license will restrct many physicians from performing the test.

For this reason, Tri-Med Specialties, Inz., on August 23, 1994, filed a petition wath the
NRC for sither & rule change or an exemprion from licensing for the '“C-urea Breath Test
(PYtest). Anannouncement of the petition filed with the NRC was published ia the Federal
Register on December 2, 1994 aloag with a request for comments. The comment period
extended until February 10, 1995, It is our understanding that 304 comments were received; 102
in favor and 7 opposed. On October 18, 1995 the petition was discussed at the
ACMUT(Advisury Commitiee [ur (he Medical Use of Isotopes ). [t seemed, ar that meeting tha
the committee came to & consensus that & special exemption for the rest should be granted uncer
the conditions that finul approval from the FDA is granted and that the drug is prescribed by a

L inward\irimo@arc vobb duc, “26M94¢ |



é"/zﬁl!!ﬁ 12:17 BB4eS778768 TRI-MED SPECIALTIES PAGE @3

physician. The commitiee recommended the exemption route versus a rule change becauss i1
would be the most expeditious and the easiest means of resolving this issue.

When thicmmm.wmudvimlbydumm&xmﬁm process would
take approximatety onc year. In December of 1995 ina conversation with Johr. Glenn, (Branczh
Chief for the NRC) | was told the fimal ruling would ke place as early as July, 1996 or no later
than December.1996. Last week, | again spoke with Jahn Glenn to get an update on the progress
of our applivation. Mr. Glenn informed me that the spplication was not yet close to a ruling, |
ukedhimmexpldnwmtheupsmmir the process. Fcllowing is & Jist of those sieps.
I Finish the “rule plan™ He stated this should take about another moath.

2. The plan is then sent to the NRC- specifically to the S commissioners (these 5 people are
appointed by the President)

3. If the commissioners approve the rule plaa, the rule is then sent 1o the 29 sgreemeat states (or
thetr approval. They have 45 days 1o respond. If any of the states suggest a change, the rulc
plan has to be revised ard re-approved by the commissioners.

4. Once the rule plan is approved they actunlly write the ruls (we know from past experience
that this can take 6 months) The rule is then published in the Federal Register. There is o set
75 day comment period.

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

I 'was alse 1old by Mr. Glenn that this application 's not considered a priority because the NRC is

not preventing physicians who have & license with the NRC from obusining the test. Therefore

the NRC is not prohibiting patents frowmn receiving the test by delaying or not granting the
waiver.

Looking at the steps listed above it it obvious that & ruling will not be made by the end of 1996

It has siready been 2 years since the submission of our application and a final ruling is nowhere

in sight The NRC advisory committes recommended approval of this application almost & year

ago. Boh the NRC Advisory Committee and the FDA Advisory Pa! Committee (February 96)

have concluded that this is & safe west.

We currently have s meeting scheduled with the FDA 2t 9:30 am on August 1", Another meesting

is also scheduled on Capitol Hill at 2:30 PM on August 1*. Each of these mecungs should take

approximately | 4 hours. If you have any time availahle on July 31* or August | we would
prestly appreciate the opportunity to meet with you to discuss the situation. [f you have any

questions please feel free to contact me at 804-977-8711.

i Mg frmant

Susie R. Hoffman RN BSN
Product Development Coordiaator
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