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Althea Technologies Statement of Work Amendment

1.0 Statement of Work Information

Statement of Work Number:
Statement of Work Title:

Amendment Number:
Effective Date:

7-SW-TG0301.0401

Quantification of tgAAC94 and Rep in Human
Tissue by Real-Time Quantitative Polymerase
Chain Reaction Analysis

1

Date of Principal Investigator’s signature in the
Approvals section of this amendment



http://www.altheatech.com

Quantitative Real-Time PCR Test Results

Targeted Genetics Corporation Clinical Study Protocol Number 13G01
Preliminary Data

14-Sept-07

WARNING: Data subject to change following QA audit

Un-Spiked Replicate Well
Mass of DNA Information Designation of
Target Tissue | Analyzed Per Spiked Cr Quantity Test Sample
Sequence | Sample Well (ng) Well Status | Value* | (copies/ug) Status
36.10 3.67 Amp. Positive,
Liver 1.00 Positive 38.50 1.03 Amp. < 22 copies/ng
45.00 0.00 No Amp.
Lung 1.00 Positive 4500 (.00 No Amp. = LLOQ
38.36 2.58 Amp. Positive.
tgAACO4 Spleen 042 Positive 39.07 146 Amp. | =946 copies/ug
45.00 0.00 No Amp.
Liver 1.00 Positive 4500 0.00 No Amp. < LLOQ)
4500 0.00 No Amp.
Lung 1.00 Positive 4500 0.00 No Amp. < LLOQ
wt AAYV?2 45.00 0.00 No .;"!'Ltn.p
Eep gene Spleen 042 Positive 45.00 0.00 No Amp. = LLOQ

W

designated as “Undetermined” by the instrument.
Amyp. = exponential amplification

a numerical C; value of 43 (the terminal cyele of the PCE protocol) was assigned to wells that did not show amgplification and that were




2,0 Change 1. Section 9.0, Criteria for Determination of a Valid Assay, Btep 9.1.2 (page
4)

2.1  Original Statement of Work

8.12 The negative extraction control (NEC) and (O copy standards must test
below the limit of detection of the assay.

2.2 Amendment

9.1.2  The negative extraction control (NEC) and 0 copy standards must test
below the lower limit of quantification of the assay.

Justification: Document Error: Assay was transferred according to original
Sponser development for which a limit of detection was not
determined. Reference to “Limit of Detection™ is not applicable.

tprslopn 09, 14,07
Quallty Assurance
Altnhea Tachnologies, Inc.




