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RESULTS FOR SIMULATED PRODUCT

FLUID A
CONTINUED

Figure 1. Results for A. brasiliensis in Fluid A.
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Figure 2. Results for C.albicans in Fluid A.
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Figure 4. Results for P. geruginosa in Fluid A,
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Figure 3. Results for E. coli in Fluid A.
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Figure 5. Results for 5.oureus in Fluid A.
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Figures 1 through 5 show the results for the three BioBall lots compared to the results for the ATCC cultures. All results show that all six
challenge organisms are capable of surviving and growing in the Fluid A for the duration of the 28 day trial period. Since the Fluid A does not
contain preservatives this is not unexpected. These graphs clearly show that there is no significant difference between the results seen for the
BioBall cultures when compared to the ATCC cultures. This simulated product fails to meet the acceptance criteria of USP <51> testing for all
organisms utilizing either BioBall or ATCC cultures.
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PRODUCT NUMBER 1

Figure 6. Results for A. brasiliensis in Product 1.
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Figure 7. Results for C. albicans in Product 1.
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Figure 8. Results for E. coli in Product 1.
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Figure 10. Results for 5. aureus in Product 1,
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Figures 6 through 10 show the results for the three BioBall lots compared to the results for the ATCC cultures when inoculated into Product 1 {(non-sterile

preserved saline spray). All results demonstrate that the A. brasiliensis (Fig. 6) was not capable of surviving in the product. Results for the other organisms in
this product were more variable and it appeared that the BioBall organisms were possibly more difficult to kill than the ATCC organisms. The reason for this is
not known. It could be that the cultures are hardier or it could be that there was variation in the preservative level from lot-to-lot of this product. Although some
differences were seen in the rates of die off, the overall outcome of the testing was consistent between the BioBall and ATCC cultures. This product meets the
acceptance criteria of USP <51> testing for all organisms utilizing either BioBall or ATCC cultures.
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STERILE PRESERVED EYE DROPS
(CATEGORY 1 PRODUCT)

Figure 11. Results for A. brasiliensis in Product
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Figure 12. Results for C. albicans in Product 2.
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Results for P. aeruginosa in Product 2.
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Figure 13. Results for E. coli in Product 2.
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Figures 11 through 15 show the results for all BioBall lots compared to the results for the ATCC cultures when inoculated into Product 2 (sterile preserved eye
drops). All results show that the organisms are not capable of growing in the product. For many of the organisms there was a drop off within the first 1-3 days
and then some organisms survived at very low levels before dying off. Some organisms survived the entire 28 days but never increased. For C. albicans, the
three BioBall cultures survived in the product at reduced numbers for 14-28 days while the ATCC cultures died off more quickly (by Day 7). The reason for this
difference is not known. It is possible that the BioBall C. albicans organism is more stable and therefore takes longer to respond to the preservative in this
product. Although there were some differences seen in the rate of die off, this product meets the acceptance criteria of USP <51> testing for all organisms
utilizing either BioBall or ATCC cultures.

- AT
- ATOC
- ATEC
———Rl
e B11EL
—— B3



