M EMORAN DU M DEPARTMENT OFPlTBEIﬁ(li_Ll-EI'AIFTEIUS%AR\\T/IIgEN' AND WELFARE

FOOD AND DRUG ADMINISTRATION

TO Heinz J. Eiermann, Director DATE: May 16, 1975
Division of Cosmetics Technology (HFF-440)

FROM - F. N. Marzulli

SUBJECT: critique of J & J Report Submitted with Letter of April 3, 1975
to R. M. Schaffner, Ph.D.

I have read the report submitted by Johnson & Johnson Co. and
am prepared to discuss this with their representatives in detail,

at their convenience.

The J & J people do not appear to be using the modified Draize
technique as described in lllustrated Guide of 1965-(see attached
photocopy). At that time, the grading method was changed so that
each portion of the eye is considered independently without re-
ference to a total score and four parameters are measured, 1i.e.,
a-conjunctival redness, b-conjunctival chemosis, c-corneal injury
and d-iritis. Furthermore, area of involvement is not taken into

consideration.

In the J & J paper, only one parameter for conjunctival effects
is reported and it is not clear which this is. In addition,

area of involvement is used in arriving at the score and this is
no longer recommended.

In their @ & J) evaluation of the method we propose, the main point
of difference appears to be with regard to the fluorescLn technique.
We are~prepared to discuss this in detail with them. 1 bring the
following points to their attention at this time.

1. Ophthalmologists generally recognize the usefulness of
the fluorescin technique for disclosing of the corneal
epithelium and corneal erosion. They use it in particular in
evaluating the fi\t of contact lenses as well as disclosing
various forms of corneal injury.

2. J & J recommends using fluorescin solutions in place of
steri-strip paper. We should point out that ophthalmologists
have discarded the use of fluorescin solutions in favor of
steri-strip paper because the former provides a growth medium
for P. aeruginosa.
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