Dallas-FFort worth Hospital Council

Jotm C. Gavras, President
July 21, 1999

Documents Branch

Food & Drug Administration
5630 Fishers Lane #1061
Rockville, MD 20852

The Dallas-Fort Worth Hospital Council represents 82 hospitals in the metroplex area. On
behalf of those member hospitals, I am writing you in regards to a draft guidance document (HFA-
305) that proposes health providers initiate a HCV Lookback Program using a 1990 HCV test. The
draft document also proposes providers “searci historical records dating back indefinitely to the

extent that electronics or other readily retrievable records exist.”

I have followed the most recent requirement of a HCV Lookback (1992 test). This Lookback
required going back to a date of January 1988, not an indefinite period of time. This particular
Lookback produced negligible results and caused undue concern and fright among senior citizens.
The following results of this Lookback, as it pertains to one medical center, are indicative:

1) 528 units of blood.were identified for final disposition.

+

2) 67% of those recipients identified had expired for non-related medical conditions.

3) A large number (123) tested positive before and after their blood transfusion.
Therefore, the transfusion was not the cause of the positive test results.

4) The process finally focused on 20 recipients who were HCV positive. A great
majority were senior citizens. Their responses to being informed were negative. They

included:
. “Does this mean I won’t be able to move to the nursing home?”

. “I am retiring from work; does this mean it will take all my retirement money
to cure me?”

Many ofthese senior citizens do not understand being informed about a medical condition that
is not curable. They are not happy nor grateful. They are scared.

We understand the draft document (1990 test) shows a high percentage of false positive
results. Another reason the proposed Lookback should not be initiated.
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Please allow me to emphasize again, the 1992 Lookback produced negligible results. Senior
citizens have all the medical worries they can handle. They do not comprehend being told they cannot
be cured. When they convey their fears, I can assure you that moment in their lives can only be

described as cruel.

I believe you will agree with our member hospitals that all Lookback proposals need to be
evaluated weighing the benefits to the patient. This is one that doesn’t seem to pass the test. We do

not believe the 1990 Lookback is justified.

To end this communication on a positive note, may we suggest the FDA consider patients that
visit a hospital or physician’s office revealing a blood transfusion in their past be tested for Hepatitis
C. Why not consider a HCV test when a consumer goes to their physician for an annual physical?
With the increase in the number of tatoo establishments, can we investigate some accountability

regarding Hepatitis risks?

There has to be a better and more sensitive way to address this issue. Thank you for your
consideration of the above.

Sincerely,
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ohn C."Gavras

cC: Robin Biswas, M.D. -
Laboratory of Hepatitis (HFM-325)
FDA-CBER
1401 Rockville Pike
Rockville, MD 20852



S N R e TR

e A s N D

S MR R R R RS S b Y i e el

Dallas-Fort Worth Hospital Council

250 Decker Court
Irving, Texas 75062

N TR

B
S
‘:3;::
y
g
5

M:“*)_QM = [
R A :a."___'lt_s..._.t__“ e 3 £

- '?m__‘* < o
e T

Documents Branch _)
Food & Drug Administration

5630 Fishers Lane #1061

Rockville, MD 20852

EEOBTLTY /D feJs”iaseiss%zsis%a%nziﬁsz:”snnansu“n”zﬂanslnﬁ



