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16.1.9 Bioanalytical Documentation

16.1.9.1 Standardization and Laboratory Reference Ranges
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16.1.9.2 Laboratory Certificates
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The College of American Pathologists

certifies that the laboratory named below

Celerion Inc

Clinical Laboratory
Lincoln, Nebraska
Gregory R. Post, PhD

LAP Number: 2542201
AU-ID: 1188932
CLIA Number: 28D0652627

has met all applicable standards for accreditation and

is hereby accredited by the College of American Pathologists’
Laboratory Accreditation Program. Reinspection should occur prior
to November 4, 2014 to maintain accreditation.

Accreditation does not automatically survive a change in director, ownership,
or location and assumes that all interim requirements are met.

Fhand L Lidl AN =

Chair, Commission on Laboratory Accreditation President, College of American Pathologists

Confidential
Page 8 of 30
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The Swiss GLP Moniloring Authorities
Sc he Eidg haft Federal Department of Home Affairs DHA
Confédération suisse Federal Office of Public Health FOPH
fi i Svizzer: .
g::f::::::::ewiz:: e Federal Department of the Erwironr!\em. SW] S Sm edl c
Swiss Confederation ::In.s';:nm Emfr:ry ;\:dlﬁslm:\:‘:;lg:; e Sutes Aoty BrINsmesngo fyoics:

Statement of GLP Compliance

According to Article 14 paragraph 3 Ordinance on Good Laboratory Practice [OGLP, SR 813.112.1]

The notification authority for chemicals confirms that the following test facility was inspected with
respect to the compliance with the Swiss Ordinance on Good Laboratory Practice, adopted on 18th
May 2005 [OGLP, SR 813.112.1). This Ordinance is based on the OECD Principles of Good
Laboratory Practice, as revised in 1997 and adopted on 26th November 1997 by decision of the
OECD Council [C(97)186/Final].

Unequivocal name and address Area of expertise according to
of the test facility: article 3 paragraph 1 letter d OGLP:
Celerion Switzerland Ltd 8. analytic and clinical chemistry testing.

Allimendstrasse 32
8320 Fehraltdorf, Switzerland

Inspection authority: Swiss Agency for Therapeutic Products (Swissmedic)
Date of inspection: 13 to 14 May 2013
Date of decision: 27 June 2013

Based on the above mentioned decision it can be confirmed that the above mentioned test facility
is able to conduct studies according to the aforementioned area of expertise in compliance with the
principles of GLP. The above mentioned test facility is listed in the register and GLP list according
to the Article 14 OGLP and is inspected on a regular basis according to Article 6 paragraph 2
OGLP.

Swiss Federal Office of Public Health
Consumer protection directorate
Notification authority for chemicals
CH-3003 Bern

Q) ‘V
Bern, 14 August 2013, The Head, Dr. Dag Kappes.

The authority for is the g mmmmmm«mmmmwm(w)mnmsu the FOPH and Swissmedic.
Swiss Federal Office of Public Heaith, C: authority for CH-3003 Bem.
Phone: +41 (0)31 322 73 05, Fax: +41 (0)31 323 64 88
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LAP #: 2542201
AU ID: 1188932
November 7, 2014

Gregory R. Post, PhD
Celerion Inc

Clinical Laboratory

PO Box 80837

Lincoln, NE 68501-0837

Dear Dr. Post:

Celerion Inc Clinical Laboratory, in Lincoln, Nebraska under the direction of Gregory
R. Post, PhD is accredited by the College of American Pathologists’ CAP
Accreditation Program.

Accreditation is a continual process. A laboratory remains accredited until otherwise
notified. Accreditation does not necessarily ferminate on the expiration date of the
Accreditation certificate.

If you have any questions regarding this matter, please call 800-323-4040.

Sincerely,

CAP Accreditation Programs
College of American Pathologists

STILACCRED

College of American Pathologisis | 325 Waukegon Rd. | Northfield, IL 60093 | Tel: 800-323-4040 | Fax: 847-832-8000 | www.cap.org
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10-80 13.5-22.0 g/dL <8.0 <100 <13.5 220
S50 12.5-21.0 gedL <8.0 <10.0 <12.5 »21.0
15D.310  10.0-20.0 g/dL <8.0 <10.0 »20.0
31D-48 10.0-14.0 grdL <8.0 <i0.0 »14.0
- 10.0-14.0 g/dL <8.0 <10.0 4.0
M-2r 10.5-13.5 g/dL <8.0 <10.5 »13.5
N-3 11.0-14.0 g/dl <8.0 <10 »14.0
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12V.537  11.6-16.4 gsdL <6.0 <10.0 <11.8 6.4 8.0 223.0
£8Y-150Y 11.5-15.B gfdL <8.0 <10.0 <115 »15.8 9.0 =230
Nale o-10 13.5-22.0 g/dL <8.0 <10.0 <13.5 222.0
10-80 13.5-22.0 g/fdl <6.0 <10.0 <13.5 322.0
-150  12.5-21.0 g/dL <B.0 <10.0 <12.5 +21.0
150-310  10.0-20.0 grdl. <8.0 <10.0 »20.0
3ND-4N 10.0-14.0 g/dL <8.0 <10.0 >14.0
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SBY- 150V EO-100 1L <80 =100
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HCH (HT100) Fasale  O-10  31.37 pg <21 >37
0-60  28.40 pg <8 40
0-150 28-40 pg <28 >40
15D-310  25-40 pg <26 40
304N 25.35 pg <28 235
oM 2. pg <% 335
™-2r 23-31 pg <23 >31
-3 25-28 pg <25 >28
N-8r 25.30 pg <25 >3
O-12¢  24-24 pg <24 34
12Y-58Y  25-34 pg <26 =39
£0y-150Y  26-34 pg <26 >34
Mala o-10 31-37 g <21 237
10-€0 28-40 pg <28 >40
£0-150 28-40 pg <28 40
16D-310  25-40 pg <26 >40
3040 25-35 g <28 35
oM -36 pg <25 35
-2 23-31 g <23 >31
A3 25-20 pg <26 >23
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Run: 11-Jun-13 Reference Fange Report (Clanical) Page: a
11:56 A Ragorted in. Convanticnal Lnits Project: BDOZZS
Group: HEMRTOLOGYSOLFFERENTIAL PANEL
Test Ethnic  Sex fge Range Alert Flage Effective Dote
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RAC Morph ¢HMT71) Both OF-130Y
[ &3 T W T " T6-Jan-2009
WBC [HTT7) Famale B.30-17 €0 ¥10E3/uL <1.00 <4.00 .30 >17.60 >30.00 >50.00
6.90-15.00 x10E3/u <1.00 <3.00 <6.80 15.00 30,00 »50.00
6.10-13 B0 x10E L <1 00 <3.00 <6.10 *13.80 »25.00 »30.00
6.80-16.20 x10€3/uL <1.00 <3.00 .80 »18.20 >20.00 >30.00
6.40-15.50 x10€3/uL <100 <3.00 <4 .40 »15.50 >20.00 »>30.00
5.50-12.50 x10E3/ L <i.00 <3.00 <5.50 »12.50 »15.00 »30.00
4.35.13 B5¢ 10E3/L <1.00 <z.00 .35 »13.85 15,00 »30.00
4.36-13 18 10E3/ul <100 «2.00 <4.35 *13.15 >15.00 >30.00
3.80-10 1063/ <1.00 <2.50 <3.80 >10.70 »15.00 >30.00
3.80-10.70 x10E3/L <1.00 <2.50 <3.80 »10.70 »15.00 »30.00
Mala B.60-14.60 31CEI/L <1.00 <4.00 460 »14.80 »30.00 »50.00
7.40-13.30 »10E3 <1.00 <300 <7 .40 »13.30 »30.00 >50.00
6.00-13 70 21063/ <1.m <3.00 <6.00 »13.70 226,00 >30.00
6.60-15.60 x10E3 <1.00 <3.00 <560 >15.60 »20.00 »30.00
6.30-15.40 X103/ <1.00 <3.a0 <6.30 »15.40 >20.00 »30.00
6.60-12.30 x10€3/ul <1.00 <3.00 <560 *12.30 >16.00 >30.00
4.36-13.85¢10E L <1.00 <2.00 <4.35 »13.65 >15.00 »30.00
4.35-13 15¢ 10E3/ . <l 0 <2.00 .35 >13.15 >15.00 >30.00
3.80-10.70 x1CE3/UL <1 .00 <2.50 <3.80 »10.70 1500 »30.00
3.80-10.70 x10€3 L <1 00 <250 <3.80 >10.70 >15.00 >30.00
w Lr 2 H HT 25-Dec-2000
Neut-ophil (HTT3) Female 00-26 00 x10E3 >268.00 >40.00
10. »21.00 »40.00
>10.00 >40.00
29,50 211.00
.00-8.00 x10E3/uL <Q. > >3.00 >11.00
00-8.00 x10E3 L »8.00 »11.00
50-5.60 ¢ 10EISL < S »3.60 >12.00
00-5.00 x10E3/ui »3.00 >11.00
00-8.00 x10E3/ud >8.00 1100
35-B.15 x 10E3Sul <0.50 »8.15 11,00
65-8.15 ¢ 10E3/L < >8.15 >11.00
96-7.23 ¢10EI/ud. 7.23 >11.00
98-7.23 x10EAWL < »7.23 >11.00
225.00 >40 00
¥21.00 »40.00
>10.00 >40.00
00-8.50 ¢ 10E/L g %3 50 >11.00
00-5.00 x10E3/ul. >3.00 st gg
>
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Run: 11-Jun-13 faference Rangs fsport (Clinical) Page: &
1186 M Raported 1n: Conventional Units Project: BOOZ2S
Group: HEMATOLOGYADIFFERENTIAL PANEL
Test Ethnic  Sex Age Range Alert Flags Effective Date
LP LT L [] HT 28-Dec-2000
continued
Neut=cphil (T3] Male -2 1.50-98.40 x10E3/ b <0 80 <1.00 <1.60 >3.40 >12.00
-3 1.35-8.65 ¢ 10EML <0.50 <1.00 <1.35 +8.65 >11.00
H-8Y 1.36-8 86 «10EL <0.50 <1.00 <1.35 »A.65 »11.00
B-12Y  1.35-B.15 x10EISuL <0.50 <1.00 .35 4815 >11.00
12v-18Y  1.66-B.15 x10E3(uL <0 .80 <1.00 <1.85 >3.15 >11.00
18Y -59Y 1.96-7.23 x10EA/LL <0.50 <1.00 <1.88 7 >11.00
£8Y.150Y  1.96-7.23 «10EAUL <0.50 <1.00 <1.88 »2.23 >11.00
T L H HT 26-Dec-2000
Lysphocyta (HATS) Fesale w0-10 2.00-11.00 x1CE3/L <0.20 <2.00 >11.00 *26.00
10-80 2.00-17.00 x10EI L <0.50 <2.00 »17.00 225.00
B0-150  2.00-17.00 x10€3/uL <0 60 <2.00 >17.00 >25.00
150-310  2.50-17.00 31CE3/L <0.50 <2.50 »17.00 2500
31D-4N 2.50-18.00 x1CE3/U <0.580 <2.50 »16.00 »25.00
44-M  3.00-15.00 ¥10E3/L <0.50 <3.00 »15.00 22500
-2 1.70-6.70 x10E3L <130 <1.70 >6.70 >10.00
-3 1.50-10.00 31CE3/L <1.00 <1.50 »10.00 2500
N6 1.50-8.00 ¥ 10E3/ud <1.00 €1.50 »a.00 »25.00
-2y 1.15-6.65 x10E3/ WL <115 #5 .65
12Y-18Y  0.95-5.26 <10E3/uL <0.95 >5.28
18Y .53y 0.91-4.28 ¢ 10E3/ L <0.81 »4.28
£8Y-150Y 0.80-2 00 x10E3/UL <0.90 53.00
Male 0-10 2.00-11.00 x10E3/d <0 50 <2 00 »11.00 >25.00
10-80 2.00-17.00 x10E3/u <0 €0 <2 00 317.00 >26.00
-15D  2.00-17.00 31CE3/UL <050 «<2.0 »17.00 »25.00
150.310  2.50-17.00 x10€3/l <0.90 <2.50 >17.00 »25.00
310-48 2.50-16.00 x10E3/L <0.50 <2.50 »16.00 #25.00
&M 3.00-15.00 x10E3AL <060 <3.00 >15.00 22600
m-2v 1.70-6.50 10U <t.20 <1.70 650 »10.00
X 1.50-10.00 ¥10€3/uL <1.00 <1.50 »10.00 »25.00
61 1.50-B.00 x 10E3/ WL <1.00 <1.50 #3.00 *25.00
-1 1.15-6.85 x10E3/ul <1.15 665
12¢.18Y  D.95.5.25 ¢ 10E/L <095 625
168Y-23Y  0.91-4.28 ¢ 10E/L <0.91 34.28
S8Y-150Y 0.80-3.00 x10E3 WL <030 »3.00
L H 13- 01-2008
Norccytes (HIT10) Fesale 0-40 0.20-2.20 x10E3 L <0.20 »2.20
40-80  0.20-2.20 x10E3 U <020 52.20
£0-150  0.10-2.80 x10E3/u <0.10 >2.90
150.310  0.20-5.00 x10E3/ul <0.20 »5.00
31D-610  0.20-2.10 x1DE3 Wl <0.20 »2.10
B < 5
Run: 11-Jun-13 feference Fange Report (Clanical] Poge: 8
11:56 A Ragorted in. Convanticnal Lnits Project: BDOZZS
Group: HEMRTOLOGYSOLFFERENTIAL PANEL
Test Ethnic  Sex fge Range Alert Flage Effective Dote
L H 13- -2008
Centirad
Morcoytas (HIT10) Fonale 1600-2Y  0.30-1.50 x 1DE3/uL <0 30 »1.50
2N-6Y D.50-1.10 x 10E3f L <0.50 >1.10
&-12¢  0.40-0 80 x10E3 /i <0.40 50.90
12v-18Y  0.40-0.80 x10E3ful <0.40 »0.90
18Y-150Y 0.12-D 82 x 10E3/ul <0.12 »0.82
Male -40 D.20-1.80 x10E37WL <0.20 »1.80
40-80 0.20-2.20 x10E3uL <0.20 32.20
80-150 0.30-3.00 <10E3/LL <0.30 >3.00
15D-31D  D.20-3.50 x 10E3 Sl <0.20 »3.50
31D-610  0.30-2.70 x10EA/L <0.30 »2.70
&1D-1800 D.50-1.80 x10E3/ul <0 80 >1.90
1800-2Y  0.40-2.00 x10E3/ul <0.40 >2.00
-6 D.30-1 20 «10E3sL <0.20 »1.20
6¥-12Y  D.30-0.80 ¢ 10ESL <0.20 »0.90
12Y-18Y  0.40-1 30 <10E3/ul <0.40 >1.30
18Y.150¥  0.12-0.82 c10EI/dL <012 50 92
W T3-301-2008
Eozincphil (HT11) Fomale 0-40 0.00-0.20 x10E3/L >0.20
40-80 0.00-0.50 x10E3/u >0.9
€0-150 0.00-D.6D x1DE3SL >0 €0
16D-310  0.00-0.50 x10E3/ul >0.80
310-610  D.00-D.20 ¥ 10E3/uL »0.20
£1D-1800 0.00-D.10 *10E3/uL 2010
1800-2Y  0.00-0.20 x10E WL >0.20
-6 0.00-0.20 x10E3/ul >0.20
©-12Y  0.00-0.20 ¢ 10EI/L »0.20
12v-18Y  0.00-0.20 < 10E3SuL »0.20
16Y-150Y D.00-D.657 x10E3SuL 0.5
Nale 0-40 0.00-0.30 x10E3/uL 0.3
40-80  D.00-D.80 x10E3/SL >0 60
€0-150  D.00-D.60 ¢1D0E3SL ~0 €0
160-310  0.00-0.80 x10E3/ul >0.80
31D-610  0.00-D.50 x10E3/uL >0 &
£1D-1300 0.00-D.40 ¢ 10E3Sud 0,40
1800-2¥  D.00-D.30 x10E7L »0.20
-6t 0.00-0.20 x10E3/ul »0.20
-1y 0.00-0.30 x10E3/L »0.20
12¥-18Y  0.00-D.30 x10E3/uL >0.30
18Y-150V D.00-D.57 x10E3SuL 0.5
[ 28-Sep- 1560

S e
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Run: 11-Jun-13 faference Rangs fsport (Clinical) Page 7
1186 M Raported 1n: Conventional Lnits Project: BOOZ2S
Group: HEPRTOLOGYADIFFERENTIAL PANEL
Test Ethnic  Sex Age Fange Alert Flags Effective Date
[ [ T [ T 28-Apr- 1666

Flatelets (HIT13) Fesale  (0-10  Z00-400 x10E3ful <100 <110 <0 400 600
0-80  200-400 x10E3/ul <100 <110 <200 400 260
0-150 200-400 x 10E3SuL <100 <110 <200 »400 »800
160310 200-400 x10E3/L <100 <110 <200 >l 600
3ID-44  Z00-400 X 10E3SuL <100 <110 <200 >400 600
- 200-d00 x10E3ful <100 <110 <200 2400 2600
™N-2v 200-400 x 10E3/ L <100 <11a <200 >400 »800
N-H 252580 x10EINuL <100 <110 257 582 >600
HN-Bf  240-570 x10EIfuL <100 <110 240 >570 2600
o 130-394 x10E3/ul. <100 <110 <130 >394 SEX0
12y -8aY 140-400 x10E3fL <100 <11a <140 >400 600
EOY-150Y 130384 x10E3ful <100 <110 <130 384 »600

Hale 0-10  200-400 X10E3fuL <100 <110 00 400 600

10-80 200-300 x10E3ful <100 <110 <00 >400 600
0-150 200-400 x10E3Sul <100 <110 <200 =400 »6800
150310 200-400 x10E3/L <100 <110 <200 »400 »600
D44 200-400 X10E3uL <100 <110 <200 2400 2600
SH-M 200400 x10E3Sul <100 110 <200 00 600
™N-2¢ 200-400 x 10E3ful <100 <11a <200 >400 »800
NI 262582 x10EINL <100 <110 <62 >582 >600
-6 240-570 ¥10E3SUL <100 <110 240 570 600
&-127  130-38 x10E3/ul <100 <110 <130 >384 600
12y .eay 140-400 x 10E3/L <100 <1a <140 >400 >800
EOY-150Y  130-384 x10E3fL <100 <110 <130 >384 600

Kay.

Klert flage: Ho W

h
WP High Panic
HT  High - Telephone
L Low
LP  Lew Panic
LT Low - Teleghons

Pun: 11-Jun-13 Reference Fange Report (Clanical) Page: 1
11:56 M Raported 1n: Conventional Units Project: BOOZ2S
Group: UBC MORPHOLOGY

Test Ethnic Sex fge Range Alert Flags Effective Dote

[ 23-Sep- 1820
Bancs (HNT20] Both O-150Y  0.00-0.27 x10E3/ul »0.27

H 18- 011889
Maotzayelo (HNTS3) Both O¥-150Y 0 x10E3/ul >0

H 18- u1-1859
Myelocyta (HTS2) Bath O¥V-150Y D c10E3/ul >0

H 18- u1-1889
Proayelocy (N1 Both OF-150Y D x10E3/u >0

i (SR
Myeloblast (HT30) Both O-150Y O c10EI/L >0.00
[
Hlert flags: W

Hich
HT  High - Telephone
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Run: 11-Jun-13 fieference Fangs feport (Clinical] age: 1
1186 M Raported 1n: Conventional Units Project: BOOZ2S
Group: STCAM-1
Test Ethnic  Sex Age Fange Alert Flags Effective Date
T H D4Tay-2013
SICH1-1 (IMT1768) Both O-18Y g/l M Ref Rrg
18Y-150%  63.6-520.0 ngfal <80.8 320.0

Koy
Alert flags W High

L Low

Pun: 11-Jun-13 fReference Fange feport (Clanical) Page: 1
6 M Ragorted in. Convanticnal Lnits Project: BDOZZS
Group: TRIGLYCERICES
Test Ethnic Sex fge Range Alert Flage Effective Dote
L H 06-May - 1667
Traglycar (RLT19) Fasale ov-10v 25. <35 >110
0Y-15Y  37- <37 =131
15720V 39.12 <28 »124
v-30v  36- <36 >144
ay.40y 2. <38 »176
40v-50V 45-21 <45 »214
so¥.60Y  £2-262 sgldl <52 262
EOY-150Y  £6-2a0 mgidl <56 >240
Mala ov- 10 30-100 sgidL <30 >100
0Y-15Y  22-125 agldl <az 2125
1SY.20Y  37-14B agidl <a7 >143
0Y-30Y  44-245 agldL <dd 5243
30Y-40Y  80-321 lgfdl. <50 >321
40Y.50Y  E5.327 w <55 g
sy.60v 58320 \g'dL <58 »320
E0Y-150Y  53-260 wp/dl 58 ren
Kay
Alert flags: W High
L Lew
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Run: 11-Jun-13 finference Fangs feport (Clinical] e 1
1186 M Raported 1n: Conventional Units Project: BOOZ2S
Broup: FASTING BLUGOSE
Test Ethnic  Sex Age Fange Alert Flags Effective Date
[ 5] B W H (3 10-Auy-2008
Fast. Glu. (RCT142) Both /=150 70-100 apioL <0 <45 <70 100 30 2400
Kay
&lert flags W High

WP High Panic

HT  High - Talephans
L Lew

LP  Low Panic

LT Low - Telephone

Pun: 11-Jun-13 Reference Fange Report (Clanical) Page: 1
6 Raported in: Conventional Units Project: BOOZ2S
Group: TOTAL CHOLESTERIL
Test Ethnic Sex fge Range Alert Flage Effective Dote
® 06y - 1667
Cholest (RCT20) Fosale  O¥-1¥ £3.260 ag/dL <83
V-6 B7- <87
-1y 122-2 <122
WY-15Y  124-217 wgidl <124
Y207 125 <125
20030 128-218 aqldL <126
20Y.-40Y 141-240 <14
40Y-50Y  155-265 <156
Ay-eY  171-281 <171
&ay-Tay 182-320 <188
T0Y-150Y 207-352 » <207
HNale o-1r  B3-260 ap: <83
-6f 67-213 <87
Y- 1oy 128-181 sgldL <126
10Y-15Y 130204 sgidL <130
16Y-20Y 114156 wgldl <114
203N 125-230 wgidl <126
Y.40Y  150-264 waldl <150
40y 0¥ <162
Y -G0Y ol <170
&Y -70Y dL. <175
TOY-150v  177-300 wgtoL <177
Kay
Alert Tlage H o High
L Low
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Fun: 11-Jun-13 Reference Rangs Report (Clanical) Page: 1
156 A Raparted 1n: Convanticnal Lnits Project: BOOZ2S
Broup: HOL
Test Ethnic  Sex Age Fange Alert Flags Effective Date
8 H 03-Now -2008
HDL-C (RCT1E84) Fenale -5 "widl
&-108 3%-73 <36 73
0Y.15Y  37.70 <a7 >70
16y.20y  25.74 <35 »>74
av-25Y  33-79 <33 73
®Y-30¥  37-83 <37 >&3
v.35Y  28.77 <36 =77
2y.40Y  24.082 <34 282
40Y-45Y  34-88 <34 >53
45Y-50Y  34-87 <34 87
SOY.S5Y  37.82 <az 282
Loy.eoy  37-81 <37 81
Y-85 33-92 <36 32
eY-70Y  35-06 <35 >98
Y- 1507 33-82 <a3 2
Nala V-3¢ sl dl
Y 3B-75 <36 75
37-74 <37 >7a
2063 <ao »63
20.83 <30 >3
31-63 <31 63
26-83 <26 >63
2562 <28 62
27-67 <27 67
0-64 <30 64
28-83 <26 >63
28.71 <28 =71
20.74 <30 >74
0-75 <30 75
31-76 < >75
Koy
Alert flags W High
L Lew

Pun: 11-Jun-13 Reference Fange Report (Clanical) Page: 1
11:56 M Raported 1n: Conventional Units Project: BOOZ2S
Group: CHEMISTRY PANEL
Test Ethnic Sex fge Range Alert Flags Effective Dote
L H Dd-Apr-2000
Klbewin (RCTI3) Both M- 2.4-4.8 gldl 2.4 54.9
M-4Y  2.8-9.8 plaL <2.8 24.8
A¥-18Y  2.9-4.7 gidl <2.8 4.7
16Y-18Y  3.3-4.7 gldl “3.3 4.7
18Y-63Y  3.3-4.9 gldl 1.3 4.9
AEY-80Y  3.3-4.6 @idl <3.3 245
0Y-150V 3.0-4 6 gidl <3.0 4.8
w X 2 ] w O6-Apr-2000
Total Prot (RCT12) Hoth M-M 54-7.4 gaL <15 <2.0 5.4 27.4
JH-4¥ 6.5-7.1 gidlL 1.5 2 <65 7
H-18Y  6.1-8.4 gidL <2.0 <6.1 8.4 8.0
18Y -59Y B6.1-8.4 gidL <20 E-N ] 8.4 »8.0
BY.150Y 6.0-8.0 gldl <2.0 =0 8.0 »8.0
T H HT He ZZ-Mar - 2001
Total Bil1 (RCT1) Bath oz <02 2117 »20.0
M-8y <0.2 1.2 2.0 3.0
18Y- 1507 <02 1.2 52.0 »3.0
W EA-Apr 1560
Dir Bi11 (ROTZS) Bath -2y .2
A-137 0.4
18- 150Y »0.4
L H HT HP 1.1 - 2000
Alk Phos (RCT 1407) Feeale  ON-1M d3-406 U/L B 2405 500 >750
-1 124-341 UL <124 =341 >600 >750
V.47 108-317 UL <108 »317 »500 >750
A-7Y 86.207 UL <88 287 500 750
-1y 69-326 UL «69 3325 500 760
10Y-15Y 61300 U2L <51 >30 2400 57560
15718y 31-110 UL <A1 >110 »200 500
18Y-50Y  31-106 UL <a1 »108 »200 500
SOY-GOY  35-123 WAL <36 3123 300 2500
y-7ay  35.123 WL <35 »123 »300 >500
fOY-20Y  35-123 UL <35 2123 300 >500
oy .eay 35-135 WL <35 »135 »300 *500
S0Y-150Y  35-140 UL <36 >140 300 >500
Mala M- 75.316 UL <75 >316 »£00 >750
n-1r £2-383 UL <42 33 500 750
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Run: 11-Jun-13 fiefererce Rangs feport (Clinical] Page 2
11056 Y Raparted 1n: Convanticnal Lnits Project: BDOZZS
Broup: CHEMISTRY PANEL
Test Ethnic  Sex Age Fange Alert Flags Effective Date
L H HT HP 11-401-200
Contined
Alk Phos [RCT1407) Male -7 B3-308 U/L <83 38 >500 >760
™N-10V  B5-315 UL <88 2315 >£00 750
10Y-15y  ©5.386 UL <85 »395 500 >750
15Y-18Y  50-250 U/l <50 »250 >300 >750
1BY-50Y  51-128 UL =31 129 260 >500
aoy.eaQy 35131 WAL <35 2131 »300 500
Eiy-70Y  35.125 UL <35 »125 >300 >500
T0Y-80Y  35-130 UL <35 2130 2300 »500
a0Y-20Y  35-126 U/L <36 >125 >300 >500
SOY-150¥  35-125 UL <as »125 200 500
L H HT HP 23-Now 2008
ALT (SGPT) (RCT4) Fasale <=54 WL »54 100 200
B34 UL <8 »34 »100 200
6-34 WL <6 *34 »100 200
6-34 UL <8 >34 >100 >200
£33 WL <6 >34 »200 »300
6-34 UL <6 >34 >200 >300
6-32 WL <6 2 2200 =300
Nale =54 Uil 54 >100 200
634 WL <6 >34 >100 »200
B-34 WL <6 >34 >100 >200
6-39 WL <6 >34 »100 =200
6-43 WL <8 >43 5200 *300
843 WL <6 243 »200 300
B-35 WL <6 »35 200 >300
L H HT HP 27-Dec-2000
AST [S60T) (RLTS) Famale =17 10-80 WL <10 >ad >200 »300
Y-4Y 10-56 WL <10 565 =100 2200
-7 10-48 WL <10 43 >100 >200
™-18Y  10-4D0 USL <10 »40 >100 200
18Y-53Y  8.34 UL <8 >34 >200 »300
S8Y-150Y §-39 WL <8 *34 #2200 =300
Male -7 10-80 WL <10 >3 >200 >300
W-AY 10-68 UsL <10 >89 2100 200
T 10-58 WL <10 >3 >100 200
V-18Y 10-40 U/L <10 »40 »100 2200
18Y-83Y  11-36 WL <11 >3 >200 >300
SBY-150V 11-36 UL <11 »38 200 300

Pun: 11-Jun-13 fReference Fange feport (Clanical) Page: 3
11:56 A Ragorted in. Convanticnal Lnits Project: 8D0Z2S
Group: CHEMISTRY PANEL
Test Ethnic Sex fge Range Alert Flags Effective Dote
L H HT HP F0-Mar-2000
6T (RCT3) Fossle  OM-EM 15132 WL <15 Bk »200 >300
a-1r 1-38 UL < >33 50 >100
W-10v  D-24 WL 224 =50 >100
0Y-18%  0-33 WL >33 150 300
18Y-S3Y  4-48 UL <4 >43 >160 >300
S8Y-150Y  5-50 WL <§ 50 »200 300
Male o-en 12-122 WL <12 »122 »200 *300
B-1v 1-30 WL <t >3 =60 >100
104 0-24 UL =24 50 100
1oy -18Y D-51 WL *51 »250 »300
18Y-53Y  10-61 WL <10 261 >250 >300
SBy-150Y  10-50 UsL <10 >50 200 >300
L H HT HP 25-4n-2006
Urea Nitr (RCTE) Both X187 4-24 wpfd <4 24 >35 50
1BY-70Y  4.24 gl < »24 236 260
TOY-EO0Y  4.28 agich < 223 40 250
SOY-150V  4.34 egicdh <4 >34 =40 >S50
T ] G e Z4-Ang- 2000
Creatining (RCT382) Fasale <0.2 0.6 »1.0 1.5
<0.1 *0.3 >1.0 »1.6
0.1 0.4 »1.0 1.5
0.z 05 .0 2.5
<02 #0.8 »1.0 =15
<0.3 0.7 0.2 1.7
<0 4 »08 »1.5 »2.0
<0.8 »0.8 »2.0 *3.0
<0 4 A >2.0 >3.0
<0.4 11 2.0 »3.0
<0.4 »1.2 »2.0 >3.0
<0.4 »1.4 2.0 =3.0
Nale <0.2 0.9 1.2 ».5
<0.1 0.4 1.0 1.5
<0.1 0.4 >1.0 1.5
<0.2 0.5 1.0 1.5
<0.3 >0.8 1.0 1.6
<0.3 »0.7 »1.2 .7
<0.3 0.9 .5 2.0
<0.5 >1.1 »2.0 *3.0
<0 & 1.2 2.0 »3.0
<0.5 213 2.0 »3.0
0.6 3.5 2.0 3.0
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Fun: 11-Jun-13 Reference Rangs Report (Clinical) Page: @
156 A Raparted 1n: Convanticnal Lnits Project: BOOZ2S
Broup: CHEMISTRY PANEL
Test Ethnic  Sex Age Fange Alert Flags Effective Date
L. H HP 24-Jan-2008
LOH (RCT1408) Fenale ;-1 145-765 UL <1d5 2785 >1000
1Y 190-420 UL <190 2420 >1000
-3 185386 LIL <165 2395 500
N8 135-346 UL <135 »3U45 »500
Y- 140-260 W/L <140 2280 »500
N1 120-260 WL <120 260 >600
12¢-15Y  100-275 UL <100 »275 #500
15Y.18Y  105-230 UL <108 »220 »£00
18Y-150Y 53-234 UL <53 »z23 2350
Male o-m 125-736 WL <126 >735 >1000
H-1Y 170-450 UIL <170 2450 >1000
-2 155-345 WL <185 »U5 »£00
o 155-345 UL <155 2345 »500
&g 145-300 UL <146 30 »>&00
9-12¥  120-335 UL <120 2325 #500
12v.16Y 120260 UL <120 »280 #500
15Y-18Y  105-235 UIL <105 235 #500
18Y-150Y 53-234 UL <63 >34 350
Lp L L H HT 3 29.4pr- 16867
Sodium (RCT16) Both 18y <118 <125 132 s147 3155 165
18Y -53Y <115 <125 <132 »147 155 166
£8Y- 1507 <15 <125 <135 #1456 N 3185
[ [} L [] HT w 29-Apr-1680
Potassiun (FLT16) Both o¥-17 <18 <«a Q7 .6 6.0 »68
y-18Y <Z.6 <3.0 3.4 5.4 5.8 »6.8
18Y-5ay <2 6 «3.0 <54 5.4 55 8 6.8
Y- 1507 <28 <a.a a4 5.4 5.8 26.8

Key

Alart flage H o H

o HP m; Panie

HT  High - Telephons
Lew

LP  Low Panic

LT Lew - Tolephona

Pun: 11-Jun-13 Reference Fange Report (Clanical) Page: 1
11:56 A Ragorted in. Convanticnal Lnits Project: BDOZZS
Group: LOL
Test Ethnic Sex fge Range Alert Flags Effective Dote
L H 14-ar-2011
LOL (RCT2384) Fomale  OV-6Y agldl Mo Ref Rrg
&Y-8r 665-124 agldl <66 »124
H-10¥  67-142 agldl <67 >142
0Y-12Y  70-140 wgidl <70 3140
12¥.14Y  623-133 agidlL <68 5113
14Y-16Y  80-128 wgldl <60 #1238
16Y-18Y  &7.13B agidl <57 >128
16Y-20Y  63-143 wpldl. 56 >143
20Y-25Y 60146 agidL <60 >148
25Y.30¢  70-151 agldl <70 151
0Y.35¢  67-150 agldl <67 >150
HY-4N  78-172 wgidl <76 172
A0Y-45Y  77-174 agidL <77 174
45Y.50Y  BO-187 agldl <80 >187
SOY-55Y  £0-215 agldl <80 2215
EY-60Y  95-213 wpldl <85 »213
EOY-65Y  100-231 sgidl <100 >239
€5Y.70Y  B7-223 agidl <87 »223
T0Y- 150V B6-207 agldl <86 »207
Male oL
Raf
63-128 agldl <69 2123
65.123 agldl <65 2123
64-131 wgidl «g4 3
£4-128 agldl <84 2123
57-130 apldl <57 13
64-128 agldl <64 »128
£2-142 wgldL <62 142
65-147 sgldl <g8 2147
70- 165 agldl <70 2185
78- 185 aplol <78 2185
B1-189 agldL <81 169
£8.202 agldl <88 2202
2203 sgldl <aB 203
B9-197 agldlL <89 3197
65-203 agidL <86 >203
E3-210 agldl <83 210
28210 agldl <88 >210
70Y-150y  63-186 mgldl <86 2168
Kay
Alert flags W High
L Low
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Fun: 11-Jun-13 faference Rangs fsport (Clinical) Page 1
11056 Y Raparted 1n: Convanticnal it Project: BDOZZS
Test Ethnic  Sex Age Range Alert Flags Effective Date
[] @-Apr-2012
CRP-HS (SCT1528) Both O-18Y  <=0.267 wgidl >0 267
1BY-150Y <=0 267 wgldL >0 267
Koy
Alert flags W High
Pun: 11-Jun-13 Reference Fange Report (Clanical) Page: 1
11:56 A Ragorted in. Convanticnal Lnits Project: BDOZZS
Group: URINE MACRO PANEL
Test Ethnic Sex fge Range Alert Flags Effective Dote
L H 12-May-2008
Spec Grav (LAT2) Both -9y 1.003-1.035 <1.008 1,036
S8Y-150Y  1.006-1.030 <1.008 »1.030
L H 12-May -2008
pH (UAT3) Both ov-18Y 5.0-8.0 <5.0 »6.0
18Y-150Y 5.0-8.0 <5.0 »B.0
[} 16-0ct.- 2008
Protain (UAT4B) Bath OF-18Y  Ref RngiNegative
3 Trace, +1, 42, 43, +4
18Y-150Y Ref Ang Negative
H: Trace, +1, 42, +3, +4
[] 16-0ct.-2008
Blucase (UATS) Both O-18Y  Ref Reg:Noraal
H Trace, +1, 42, +3, 14
18Y-150Y Ref Rng Norasl
Trace, +1, 42, 43, +4
il 03 Ju1-2008
B1Tiubin (TT) Bath Oi-18Y  Raf RngiNegative
H: +1, 42, 43, +0
16Y-150Y  Raf Rog:Megative
H: 41, 42, 43, 4
[ 16-0ct-2008
Blocd (UATA3) Femsle  OV-16Y  Fief Rng:
Negativa-Trace H: +1, 42, 43
18Y-150Y  Ref Rrg
Hegative-Trace H: +, 42, 43
Nala 01-18Y  Ref Ang:Negative
H: Trace, +1, +2, +3
18Y-150Y  Raf Reg:Negative
H: Trace, +1, 42, +3
[] 0G-1-2006
Nitrite (UATIO) Both ?N-18Y  Fef Ang:Negative
H: +1. ez
18Y-150Y _ Ref R i
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Run: 11-Jun-13 Reference Rangs Report (Clinical) Page 2
11056 Y Raparted 1n: Convanticnal Lnits Project: BDOZZS
Group: URINE MACRO PANEL
Tast Ethnic  Sex g0 Ranga alert Flags Effective Date
[] 03-Ju1-2008

Cantiruad
Ur Nitrite fath
Kay
tlert flage W High

L Low
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16.1.9.3 Bioanalytical Reports

Determination of Nicotine and Cotinine in Human Plasma (K,EDTA) Samples by
LC-MS/MS - Study AA99127-01

Determination of Nicotine and Cotinine in Human Plasma (K,EDTA) Samples by
LC-MS/MS - Study AA99127-02

Determination of 3-HPMA (3-hydroxypropyl mercapturic tyl mercapturic acid), HBMA
(Hydroxybutyl mercapturic acid or HMPMA), and CEMA (Cyanoethyl mercapturic acid) in
Human Urine Samples by LC-MS/MS - Study AA99127-03

Determination of Total NNAL (4-(methylnitrosamino)-1-(3-pyridyl)-1-butanol) and NNN
(N'-Nitrosononicotine) in Human Urine Samples by LC-MS/MS - Study AA99127-04

Determination of HEMA (Hydroxyethyl Mercapturic Acid) in Human Urine Samples by
LC-MS/MS - Study AA99127-05

Determination of Nicotine, Cotinine, frans-3'-Hydroxycotinine, Nicotine-N-Glucuronide,
Cotinine-N-Glucuronide, frans-3'-Hydroxycotinine-O-Glucuronide in Human Urine Samples
by LC-MS/MS - Study AA99127-06

Determination of Total 3-Hydroxybenzo[a]pyrene in Human Urine Samples by
LC-MS/MS - Study AA99127-07

Determination of Caffeine and Paraxanthine in Human Plasma (Lithium Heparin) Samples
by LC-MS/MS - Study AA99127-08

Determination of Total 4-Aminobiphenyl, o-Toluidine, 2-Aminonaphthalene, and
1-Aminonaphthalene in Human Urine Samples by LC-MS/MS - Study AA99127-09

Determination of Cotinine and frans-3'-Hydroxycotinine in Human Plasma (K;EDTA)
Samples by LC-MS/MS - Study AA99127-10

Determination of 11-Dehydrothromboxane B, in Human Urine Samples by
LC-MS/MS - Study AA99127-11

Determination of 8-Iso-Prostaglandin-F», (Type III) in Human Urine Samples by
LC-MS/MS - Study AA99127-12

Determination if Nicotine, Cotinine, frans-3'-Hydroxycotinine, Nicotine-N-Glucuronide,
Cotinine-N-Glucuronide, frans-3'-Hydroxycotinine-O-Glucuronide in Human Urine Samples
by LC-MS/MS - Study AA99127-13
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Determination of Creatinine in Human Urine by Spectrophotometry — Study AA99127-14

Determination of S-Benzyl Mercapturic Acid (SBMA) and S-Phenyl Mercapturic Acid
(SPMA) in Human Urine Samples by LC-MS/MS — Amendment 1 to Bioanalytical Report
No. AAA99599-01

Determination of S-Benzyl Mercapturic Acid (SBMA) and S-Phenyl Mercapturic Acid
(SPMA) in Human Urine Samples by LC-MS/MS - Study AA99599-01

Determination of Monohydroxy-Butenyl-Mercapturic Acid (MHBMA) in Human Urine
Samples by LC-MS/MS — Amendment 1 to Bioanalytical Report No. AAA99599-02

Determination of Monohydroxy-Butenyl-Mercapturic Acid (MHBMA) in Human Urine
Samples by LC-MS/MS - Study AA99599-02

Determination of Total 1-Hydroxypyrene (1-OHP) i Human Urine Samples by
LC-MS/MS - Amendment 1 to Bioanalytical Report No. AAA99599-03

Determination of Total 1-Hydroxypyrene (1-OHP) in Human Urine Samples by
LC-MS/MS - Study AAA99599-03

Determination of Urine Mutagenicity - CN2-GLP Final Study Phase Report

Analytical Report - Quantitative Determination of Soluble Intercellular Adhesion Molecule-1
(sICAM-1) in Human Serum

Analytical Report - Quantitative Determination of Homocysteine (HCY) in EDTA Human
Plasma

Analytical Report - Quantitative Determination of Low Density Lipoprotein Cholesterol
(LDL-c) in Human Serum

Analytical Report - Quantitative Determination of Hemoglobin Ale (HbAlc) in Human
EDTA Whole Blood

Analytical Report - Quantitative Determination of High Density Lipoprotein Cholesterol
(HDL-c) in Human Serum

Analytical Report - Quantitative Determination of High Sensitivity C-Reactive Protein
(hsCRP) in Human Serum

Bioanalysis of COHb in Human Whole Blood
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Analytical Report - Quantitative Determination of Fibrinogen (FIB) in Human Sodium
Citrate Plasma
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16.1.9.4 Bioanalytical References

Please refer to Section 14 of the CSR for all publications referenced in the report. Copies of
these publications are available upon request.





