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Study Director: Final Report Dated:
Audrey P. Turley, B.S. RM(NRM) 16 Sep 2005
1. The test was conducted in accordance with the USFDA or USEPA Regulations as noted

above. All laboratory results pertaining to this study are recorded in Nelson Laboratories'
Data File Number 301988.

2. In accordance with the Good Laboratory Practice Regulations, the _IV_Line Connector
Attachment phase(s) of this study was inspected by the Quality Assurance Unit on: 08 Sep
2005. The findings of the inspection(s) were reported to Management and to the Study
Director on: 16 Sep 2005.

3. The Quality Assurance Unit has reviewed this report and has determined that the methods
and standard operating procedures are accurately described, and that the reported results
accurately reflect the raw data.

4. The name of the study director, the names of other scientists or professionals, and the
names of all supervisory personnel, involved in the study:

Michelle Lee Dr. Jerry Nelson
Audrey Turley Jeff Hills

-
QUALITY ASSURANCE:
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SAMPLE SOURCE: RyMed Technologies, Inc.
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TOTAL NUMBER OF PAGES: 9

INTRODUCTION:

This test was performed to determine the positive and negative movement of fluid through a
catheter upon connection and disconnection of each test sample from an I.V. line.

ACCEPTANCE CRITERIA:

This was a functionality test. The sponsor will compare this data to historical data.

PROCEDURE:

Test Set Up: A 250 mL bag of normal saline was hung above the LV. line and test sample. Red
coloring was injected into the bag of saline at 2 mL red coloring per bag of saline. The |.V. line was
attached to the bag of saline. The drip chamber on the 1.V. line was squeezed to fill the chamber
half full of red saline fluid. The roller clamp was opened to completely prime the 1.V. set. All
bubbles were removed from the Y-Site then the roller clamp was closed. The |.V. connector
sample was attached to the microbore tubing. The |.V. set was connected to the sample. The
roller clamp was opened to prime the |.V. connector sample and microbore tubing. The roller
clamp was left opened as the |.V. line was disconnected from the connector sample. This action
fully primed the microbore tubing to the distal end.
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.V Line Connector Attachment: After the tubing was primed, the .V. line was connected to the test
sample. The amount of fluid movement was measured with a balance, ruler, or micrometer. The
line was re-primed for the next sample. The I.V. line connector attachment phase was performed
on 11 different samples at five replicates per sample.

l.V. Line Connector Detachment: With the 1.V. line attached to the test sample, the microbore
tubing was primed to the distal end. The I.V. line was detached from the test sample. The amount
of fluid movement was measured with a balance, ruler, or micrometer. The line was re-primed for
the next sample. The |.V. line connector attachment phase was performed on 11 different samples
at five replicates per sample.

Statistical Analysis of Results: The percent relative standard deviation (%RSD) was calculated for
each set of replicates from each sample. Then the %RSD was calculated for the attachment and
detachment results.

RESULTS:

The results are presented in Tables 1 and 2. The results are summarized in Table 3.
CONCLUSION:

Interpretation of the data is the responsibility of the sponsor and no conclusion can be made by
Nelson Laboratories, Inc.

STATEMENT OF UNCERTAINTY:

If applicable, the statement of uncertainty is available to sponsors upon request.

A7 A_z_/ % (i, ﬂ’”ﬂﬂif&%

Michelle Lee,B'S. RM(NRM) Audrey Turl ¢ BS. RM@'}‘RM)
Biocompatibility Section Leader Study Diréclor
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Study Co'mpletion Date
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TABLE 1. I.V. Line Detachment for RyMed Sample
Sample | Replicate | Replicate | Replicate | Replicate | Replicate Mean | %RSD*
#1 #2 #3 #4 #5 (mL)

1 0.003mL | 0.003mL | 0.002mL | 0.001 mL | 0.000mL | 0.0019 70.7
2 0.001mL | 0.000mL | 0.000 mL | 0.000mL | 0.000 mL | 0.0001 200.0
3 0.000 mL | 0.000mL | 0.000 mL | 0.000mL | 0.000mL | 0.0000 ERR
4 0.000 mL | 0.000 mL | 0.000mL | 0.000mL | 0.000 mL | 0.0000 ERR
5 0.000 mL | 0.001 mL | 0.000 mL | 0.000mL | 0.000mL | 0.0002 | 200.0
6 0.000 mL | 0.000 mL | 0.000 mL { 0.000mL | 0.000 mL { 0.0000 ERR
7 0.000mL | 0.000 mL | 0.000 mL | 0.000mL | 0.000 mL | 0.0000 ERR
8 0.000 mL | 0.000 mL | 0.000 mL | 0.000mL | 0.000 mL | 0.0000 ERR
9 0.000mL | 0.000 mL | 0.000 mL | 0.000mL | 0.000 mL | 0.0000 ERR
10 0.000mL | 0.000mL | 0.000mL | 0.002mL | 0.000mL | 0.0003 | 200.0
11 0.000 mL | 0.000 mL | 0.000 mL | 0.000 mL | 0.000 mL { 0.0000 ERR

OVERALL 0.0002 ERR

* Percent RSD values are high due to the small numbers in the data used to perform the

calculation.
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TABLE 2. I.V. Line Attachment for RyMed Sample
Sample | Replicate | Replicate | Replicate | Replicate | Replicate Mean | %RSD*
#1 #2 #3 #4 #5 (mL)

1 0.006 mL | 0.000mL | 0.001 mL | 0.000mL | 0.000mL | 0.0014 166.6
2 0.000 mL | 0.000 mL | 0.000mL | 0.000mL | 0.000 mL | 0.0000 ERR
3 0.000 mL | 0.000 mL | 0.000 mL | 0.000mL | 0.000 mL | 0.0000 ERR
4 0.000mL | 0.000mL | 0.000mL | 0.000 mL | 0.000 mL | 0.0000 ERR
5 0.011mL | 0.010mL | 0.000mL | 0.003 mL | 0.000 mL | 0.0048 99.8
6 0.000 mL | 0.007 mL | 0.003mL | 0.000mL | 0.022 mL | 0.0064 128.3
7 0.011MmL | 0.000mL | 0.000mL | 0.000mL | 0.000 mL | 0.0022 200.0
8 0.000mL | 0.000mL | 0.000mL | 0.006 mL | 0.013mL | 0.0038 135.6
9 0.006 mL | 0.009 mL | 0.000mL | 0.010mL | 0.002mL | 0.0054 71.8
10 0.000 mL | 0.000 mL | 0.000 mL | 0.003mL | 0.000 mL | 0.0006 200.0
11 0.000 mL | 0.000 mL | 0.000 mL | 0.000mL | 0.000 mL | 0.0000 ERR

OVERALL 0.0022 ERR

* Percent RSD values are high due to the small numbers in the data used to perform the

calculation.
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TABLE 3. Summary of Results

SAMPLE ATTACHMENT (AVG.) DETACHMENT (AVG.)

InVision-Plus 0.0022 mL (+) 0.0002 mL (-)

(-) Negative fluid movement
(+) Positive fluid movement
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All reports and letters issued by Nelson Laboratories, Inc. are for the exclusive use of the sponsor
to whom they are addressed. Reports may not be reproduced except in their entirety. No
quotations from reports or use of the corporate name is permitted except as expressly authorized
by Nelson Laboratories, Inc. in writing. The significance of any data is subject to the adequacy and
representative character of the samples tendered for testing. Nelson Laboratories, Inc. warrants
that all tests are performed in accordance with established laboratory procedures and standards.
Nelson Laboratories, Inc. makes no other warranties of any kind, express or implied. Nelson
Laboratories, Inc. expressly states that it makes no representation or warranty regarding the
adequacy of the samples tendered for testing for any specific use of application, that determination
being the sole responsibility of the sponsor. Nelson Laboratories' liability for any loss or damage
resulting from its actions or failure to act shall not exceed the cost of tests performed, and it shall
not be liable for any incidental or consequential damages.





