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Tabulation 1

Admission and Demographic Data
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Phenazopyridine Hydrachlovide Study

Study 99-001-CR
December, 2000

TREATMENT GROUP

PLACEBO

99-001-CR

SUBJECT
NUMBER

101
102
105
107
202
205
207
208
301
302
303
305
401
402
405
406
501
504
506
507
601
603
606
607
702
704
705
707
802
804
806
807
9504
905
906
307
1001
1003
1005
1007
1301

DATA LISTING 1

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

ADMISSION AND DEMOGRAPHIC DATA

SUBJECT
INITIALS

KDR
DMM
EMO
NRS
JLK
KLR
RDP

PPS
JAW

INVESTIGATOR
NUMBER

1090-1
1090-1
1090-1
1090-1
1090-1
1050-1
1090-1
1090-1
1690-1
1090-1
1090-1
1090-1
1090-1
1090-1
1090-1
1090-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1160-1
1119-1
1119-1
1119-1
1119-1
1119-1
1119-1
1119-1
1119-1
1160-1

100

DATE OF
VISIT

10/21/1999
10/26/1999
12/10/1999
1272871999
11/16/1999
01/20/2000
02/14/2000
02/17/2000
01/19/32000
03/14/2000
04/04/2000
07/12/2000
04/24/2000
05/0272000
07/2672000
0772772000
10/25719%9
1171571999
1172471993
11/24/1999
1271571999
01/12/72000
0172172000
01/21/72000
01/27/2000
0270172000
02/22/23000
0470472000
0471472000
04/2072000
0670272000
06/14/2000
03/0172000
0370872000
03/13/2000
03/14/2000
03/30/2000
04/12/2000
04/24/2000
07/10/2000
07/11/2000

DATE OF
BIRTH

3570571964
02/24/1965
04/1371981
1172471983
06/11/1982
07/0371951
07/23/1957
16/20/1967
10/07/1953
06/18/1982
1271971379
04/2471981
1271871977
1273071983
0470971962
057/28/1982
1070271958
03/02/1939
05/2571965
09/02/71967
0771571961
0570171954
0370971956
0772671969
04/09/1951
09/2771930
06/28/1366
0371471969
07722/1971
08/24/71930
11/04/1955
0771171951
080871377
06/1471981
0571971977
12/2171977
10/06/1979
04/02/13%80
1270871980
05/25/1978
01/01/71969

AGE
{(YEARS)

as
34
i8
16
17
48
42
32
46
17
20
i9
22
16

18
41
60
34
32
3s
45
43
30
48
73
33
31
28
69
é4
48
22
18
22
22
20
20
19
22
3

RACE

CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASTIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
BLACK
CAUCASIAN
CAUCASIAN
HISPANIC
BLACK
HISPANIC
CAUCASIAN
BLACK
BLACR
CAUCASIAN
CAUCASIAN
BLACK
CAUCASIAN
CAUCASIAN
HISPANIC
BLACK
BLACK
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
CAUCASIAN
BLACK



% Phenazopyridine Hydrochioride Study §

Study 99-001-CR
December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 95-001-P

DATA LISTING 1

ADMISSION AND DEMOGRAPHIC DATA

SUBJECT SUBJECT INVESTIGATOR DATE OF DATE OF AGE
TREATMENT GROUP NUMBER INITIALS NUMBER VISIT BIRTH {YEARS) RACE
PHENAZOPYRIDINE HCL 103 CAV 1090-1 10/27/1999 03/28/1955 44 CAUCASIAN
104 SES 1090-1 12/08/1999 01/2871980 19 CAUCASIAN
106 MKJ 1090-1 12/22/1998 08/24/1977 22 CAUCASIAN
108 CAS 1090-1 01/17/2000 01/11/1977 23 CAUCASIAN
201 HCD 1090-1 1072271999 1071971975 24 CAUCASIAN
203 HLB 10%0-1 01/07/2000 08/21/1963 36 CAUCASIAN
204 AD 1090-1 01/14/2000 0472971982 17 CAUCASIAN
206 SRH 1090-1 0270272000 09/13/1978 a1 CAUCASIAN
304 MAN 1090-1 04/20/2000 1073071969 30 CAUCASIAN
403 TLK 1090-1 06/06/2000 06/27/1972 27 CAUCASIAN
404 MAL 1090-1 07/20/2000 05/24/1949 51 CAUCASIAN
502 YL 1160-1 10/2671999 03/02/1969% 30 HISPANIC
503 BFM 1160-1 11/04/1999 1170771949 49 HISPANIC
505 TOR 1160-1 1171771999 05/10/1966 33 CAUCASIAN
508 MNS 1160-1 12/07/1999 0271771974 25 CAUCASIAN
602 AEG 1160-1 01/12/2000 07/10/1973 26 BLACK
604 LRD 1160-1 01/13/72000 11/02/1984 i5 BLACK
605 BA 1160-1 0171472000 1171871971 28 HISPANIC
608 REM 1160-1 0172472000 03/02/71965 3¢ CAUCASIAN
701 PCS 1160-1 0172472000 12/08/1956 43 CAUCASIAN
703 MA 1160-1 0172872000 13/22/1932 67 CAUCASIAN
706 Gw 1160-1 02/28/2000 03/02/1944 55 BLACK
708 JMK 1160-1 0471472000 11/07/71964 35 CAUCASIAN
801 [l 1160-1 04/14/2000 06/13/1950 49 CAUCASIAN
803 BDP 1160-1 0471972000 0471671969 31 HISPANIC
805 MM 1160-1 06/01/2000 09/0671957 42 HISPANIC
808 DAS 1160-1 06/30/2000 0671771958 42 CAUCASIAN
901 vsM 1119-1 11/30/7193%9 0771371979 a0 HISPANIC
902 JIA 1119-1 01/21/2000 1071371974 25 CAUCASIAN
903 VBL 1119-1 02/07/2000 0872271981 18 ASIAN
908 MIB 1119-1 0372072000 01/28/1980 20 ABIAR
1002 8 1119-1 04/03/2000 12/31/1976 23 CAUCASIAN
1004 ALS 1119-1 04/24/2000 12/06/1977 22 CAUCASIAN
1006 SDR 1119-1 05/0472000 0172971982 18 CAUCASIAN
1008 PAB 1i19-1 0771772000 03/1771950 50 CAUCASIAN
99-001-CR 101



Phenazopyridine Hydrochloride Study Study 99-001-CR
December, 2000

Tabulation 2

Physical Examination

99-001-CR 102



I él‘heuvazn;;yri«livtcIlydrochloridc Study l }3 Study 99-001-CR

December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 9%-001-P

DATA LISTING 2
PHYSICAL EXAM

SUBJECT SIGNIFICANT LINE

TREATMENT GROUP NUMBER ABNORMALITY NUMBER ABNORMALITY

PLACEBO 101 YES 1 SLIGHT SUPRAPUBIC TENDERNESS ON ABDOMEN EXAM.

PLACEBO 102 YES 1 SUPRAPUBIC TENDERNESS TO DEEP PALPATE

PLACEBO 105 wo .

PLACEBO 107 YES 1 MARKED SUPRAPUBIC RIGHT LOWER QUADRANT AND LEFT LOWER
2 QUADRANT TENDERNESS WITH DEEP PALP WITHOUT REBOUND WITHOUT
3 MASS WITHOUT HEPATIC SPLEEN MEGALY

PLACEBO 202 NO .

PLACEBO 205 NO .

PLACEBO 207 NO .

PLACEBO 208 YES 1 MILD RIGHT LOW BACK TENDERNESS

PLACEBO 301 YES 1 OBESE
2 MILD SUPRAPUBIC TENDERNESS

PLACERO 302 YES 1 MILD SUPRAPUBIC TENDERNESS

PLACEBO 303 YES 1 SUPRAPUBIC TENDERNESS MILD LEFT FLANK TENDERNESS

PLACEBO 305 YES 1 POSITIVE SUPRAPUBIC TENDERNESS

PLACEBO 401 YES 1 SUPRAPUBIC TENDERNESS

PLACEBO 402 NO .

PLACEBO 405 NO .

PLACEBO 406 NO .

PLACEBO 501 NO

PLACEBO 504 NO .

PLACEBO 506 NO

99.001-CR 103



Phenazopyridine Hydrochloride Study l 3 Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 2
PHYSICAL EXAM
SUBJECT  SIGNIFICANT LINE

TREATMENT GROUP NUMBER  ABNORMALITY  NUMBER  ABNORMALITY

PLACEBO 507 No .

PLACEBO 601 NO

PLACEBO 603 NO .

PLACEBO 606 ) .

PLACEBO 507 NO .

PLACEBO 702 No .

PLACEBO 704 No .

PLACEBO 705 NOo .

PLACEBO 707 ) .

PLACEBO 802 No .

PLACEBO 804 vo .

PLACEBO 806 No

PLACEBO 807 wo

PLACEBO 904 ) .

PLACEBO 905 NO .

PLACEBO 906 YES 1 TONSIL SLIGHTLY INFLAMMED

PLACEBO 907 no .

PLACEBO 1001 NO .

PLACEBO 1003 ) .

PLACEBO 1005 ) .

PLACEBO 1007 wo

99.001-CR 104



7 Phenazopyridine Hydrochioride Study

% fna e e

7 Study 99-061-CR
December, 2000

TREATMENT GROUP

PLACEBO

99-001-CR

SUBJECT
NUMBER

1301

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 2
PHYSICAL EXAM

SIGNIFICANT LINE
ABNORMALITY NUMBER ABNORMALITY
YES 1 LEFT EAR DEAFNESS
105



Phenazopyridine Hydrochloride Study

) i Study 99-001-CR

December, 2000

TREATMENT GROUP
PHENAZOPYRIDINE
PHENAZOPYRIDINE

PHENAZOPYRIDINE

PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYR:D:&:
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE
PHENAZOPYRIDINE

PHENAZOPYRIDINE

99-001-CR

HCL
HCL

HCL

HCL
HCL
HCL
HCL
HCL
HCL
HCL
HCL
HCL
HCL
HCL
HCL
HCL
HCL
HCL
HCL

HCL

SUBJECT
NUMBER

103
104

106

108
201
203
204
206
304
403
404
502
503
505
508
602
604
605
608

701

SIGNIFICANT
ABNORMALITY

NO
NO

YES

NO
YES

NO

YES

8 88 8 8 3 3

8

ADVANCED CARE PRODUCTS
PROTOCOL, NO. 99-001-P

DATA LISTING 2
PHYSICAL EXAM

LINE
NUMBER

ABNORMALITY

1+ SUPRAPUBIC TENDERNESS WITHOUT COSTOVER TEBRAL.
ANGLE TENDERNESS

SUPRAPUBIC TENDERNESS

MILD SUPRAPUBIC PAIN. WO REBOUND OR MASSES

SUPRAPUBIC TENDERNESS

106




Phenazopyridine Hydrachloride Study o ‘ Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS 5
PROTOCOL NO, 99-001-P
DATA LISTING 2
PHYSICAL EXAM
SUBJECT SIGNIFICANT LINE
TREATMENT GROUP NUMBER ABNORMALITY NUMBER ABNORMALITY
PHENAZOPYRIDINE HCL 703 NO .
PHENAZOPYRIDINE HCL 706 NO .
PHENAZOPYRIDINE HCL 708 YES 1 TOTAL DEAFNESS
PHENAZOPYRIDINE HCL 801 NO
PHENAZOPYRIDINE HCL 803 NO .
PHENAZOPYRIDINE HCL 805 NO .
PHENAZOPYRIDINE HCL ao8 NO
PHENAZOPYRIDINE HCL 901 NO .
PHENAZOPYRIDINE HCL 902 NO .
PHENAZOPYRIDINE HCL 903 NO .
PHENAZOPYRIDINE HCL 908 NO .
PHENAZOPYRIDINE HCL 1002 NO .
PHENAZOPYRIDINE HCL 1004 NO
PHENAZOPYRIDINE HCL 1006 NO .
PHENAZOPYRIDINE HCL 1008 NO .

99-001-CR 107



Phenazopyridine Hydrochloride Study Study 99-001-CR
December, 2000

Tabulation 3

Medical History

99-001-CR 108



Phenazopyridine Hydrochloride Study l ; Study 99-001-CR a §

December, 2000
ADVANCED CARE PRODUCTS 1
PROTOCOL NO. 99-001-9
DATA LISTING 3
MEDICAL HISTORY
SUBJECT LINE

TREATMENT GROUP NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY
PLACERO 101 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 CONTACTS ~ NEAR SIGHTED

2  HEART MURMUR

3 PEPTIC ULCER DISEASE

4 MIGRAINES

5  ANEMIA

6 DEPRESSION - 1989

7  ANXIETY - 199¢
PLACEBO 101 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 102 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 BENIGN NEVI ON FACE

2 DEPRESSION

3  ALLERGIC TO SULFA DRUGS
PLACEBO 102 GENITO-URINARY CONDITIONS ABNORMAL 1 URINARY TRACT INFECTIONS SINCE 1995
PLACERO 105 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 DEPRESSON 3/15/99%

2  SYNCOPY 1995

3 EXERCISED INDUCED ASTHMA 1996

4 VAGINITIS 1/30/95

5  YEAST INFECTION 1994
PLACEBO 105 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 107 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 OBSESSIVE COMPULSIVE DISEASE
PLACEBO 107 GENITO-URINARY CONDITIONS NORMAL
PLACEBO 202 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 202 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 205 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 HYSTERECTOMY 1986

2 SEIZURE DISORDER 1972
PLACEBO 205 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 207 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 207 GENITO-URINARY CONDITIONS NORMAL .

99-001-CR 109



7 Phenazopyridine Hydrochloride Study ' i % Study 99-001-CR i “E

< December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 3
MEDICAL RISTORY

SUBJECT LINE
TREATMENT GROUP NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY
PLACEBO 208 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 ™I
2 SWOLLEN LYMPH NODES
PLACEBO 208 GENITO-URINARY CONDITIONS ABNORMAL 1 RADICAL HYSTERECTOMY
PLACEBO 301 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 HYPERTENSION
2 OBESITY
3 DEPRESSION
4 ANXIETY
PLACEBO 301 GENITO-URINARY CONDITIONS ABNORMAL 1 HRYSTERECTOMY 2/98
PLACEBO 302 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 COUGH-NASAL~-CHEST CONGESTION 3/11/00
2 HEAD INJURY PROBABLY MILD CONCUSSION 2/16/00
3 CERVICAL SPINE STRAIN 2/16/00
PLACEBO 302 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 303 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 LEFT UPPER QUADRANT PAIN
2 PEPTIC ULCER DISEASE
PLACEBO 303 GENITO-URINARY CONDITIONS ABNORMAL 1 PYELONEPHRITIS
2 URETHRAL SYNDROME RECURRENT
PLACEBQ 305 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 MIGRAINES 1999
2 LOW BACK PAIN 1999
3 HAYFEVER 1990
4 SEASONAL ALLERGIES 1990
PLACEBO 305 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 401 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 HMYOPIA 1982
PLACEBO 401 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 402 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 402 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 405 RECURRING OR PRESENT CONDITIONS ABNORMAL ) 8 MYOPIA 1997

2 BILATERAL TUBAL LIGATION 2/2000

99-001-CR 110



Phenazopyridine Hydrochloride Study Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS 3
PROTOCOL NO, 99-001-P
DATA LISTING 3
MEDICAL HISTORY
SUBJECT LINE

TREATMENT GROUP NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY
PLACERO 405 RECURRING OR PRESENT CONDITIONS ABNORMAL 3  STROKE 1997

4 HEADACHE 1980

5 LIVER BIOPSY 2/2000

6§ RHINITIS

7  DEPRESSION/ANXIETY 1995
PLACEBO 405 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 406 RECURRING OR PRESENT CONDITIONS ABNORMAL 1  DEPRESSION

2 ACNE
PLACERO 406 GENITO-URINARY CONDITIONS ABNORMAL 1 VAGINITIS 1399
PLACEBO 501 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 501 GENITO-URINARY CONDITIONS ABNORMAL 1 TUBAL LIGATION
PLACEBO 504 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 OSTEOARTHRITIS

2  OSTEOPOROSIS

3 DEPRESSION

¢ EPIGASTRIC HERNIA
PLACEBO 504 GENITO-URINARY CONDITIONS ABNORMAL 1 PARTIAL HYSTERECTOMY
PLACEBO S06 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 506 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 507 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 ASTHMA 1978
PLACERO $07 GENITO-URINARY CONDITIONS ABNORMAL 1 C-SECTION X 2 2/26/96, 7/21/9%9

2  SURGICALLY STERILIZED 7/21/99
PLACERO 601 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 601 GENITO-URINARY CONDITIONS ABNORMAL 1 C-SECTION X 2 1984, 1995
PLACEBO 603 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 603 GENITO-URINARY CONDITIONS ABNORMAL 1 HYSTERECTOMY 1995

99-001-CR (A



; Phenazopyridine Hydrochloride Study

Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 3
MEDICAL HISTORY
SUBJECT LINE

TREATMENT GROUP NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY
PLACEBO 606 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 SINUS PROBLEMS

2 ASTHMA

3  HEARBURN

4 NECK PROBLEMS

S5  HIATAL HERNIA

6 CHRONIC BRONCHITIS

7  HEMMORRHOIDS
PLACEBO 606 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 607 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 607 GENITO-URINARY CONDITIONS ABNORMAL 1 LAPAROSCOPY 7/96
PLACEBO 702 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 HERPES SIMPLEX TYPE II 1990
PLACERO 702 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 704 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 704 GENITO-URINARY CONDITIONS ABNORMAL 1 HYSTERECTOMY 1975
PLACEBO 705 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 705 GENITO-URINARY CONDITIONS ABNORMAL 1 C-SECTION 1993
PLACEBO 707 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 707 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 802 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 802 GENITO-URINARY CONDITIONS ABNORMAL 1 CERVICAL CONE BIOPSY 1594
PLACEBO 804 RECURRING OR PRESENT CONDITIONS ABNORMAL 1  HYPERTENSION 1539

2  HYPERLIPIDEMIA 1999

3  POST-MENOPAUSAL
PLACEBO 804 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 806 RECURRING OR PRESENT CONDITIONS ABNORMAL 1  MENOPAUSAL SYNDROME 2000

99-001-CR 112



Phenazopyridine Hydvrochloride Study Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS 5
PROTOCOL NO. 99-001-P
DATA LISTING 3
MEDICAL HISTORY
SUBJECT LINE

TREATMENT GROUP NUMBER MEDICAY HISTORY GROUP CONDITION NUMBER ABNORMALITY
PLACEBO 806 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 807 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 807 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 904 RECURRING OR PRESENT CONDITIONS NORMAL N
PLACERO 904 GENITO-URINARY CONDITIONS ABNORMAL 1 UTI 2/23/799
PLACEBO 905 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 905 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 906 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 SORE THROAT X 2 DAY
PLACEBO 906 QGENITO-URINARY CONDITIONS - ABNORMAL 1 YEAST VAGINITIS 2/98
PLACEBO ‘907 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 907 GENITO-URINARY CONDITIONS ABNORMAL 1 CYST ON OVARIES 1995 & 1996
PLACEBO 1001 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 EUSTACHNAN TUBE DYSFUNCTION
PLACERO 1001 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 1003 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 1003 GENITO-URINARY CONDITIONS ABNORMAL 1 POSSIBLE KIDNEY INFECTION 3/00
PLACEBO 1005 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 MIGRAINES 2000
PLACEBO 1005 GENITO-URINARY CONDITIONS NORMAL .
PLACEBO 1007 RECURRING OR PRESENT CONDITIONS NORMAL .
PLACEBO 1007 GENITO-URINARY CONDITIONS ABNORMAL 1 UTT - AGE 12

2 OVARIAN CYST 1999

3 YEAST VAGINITIS 7/00
PLACEBO 1301 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 ALLERGIC RHINITIS 1999

99-001-CR 13



l }‘hcnazopyridinc Hydrochloride Study

Study 99-001-CR
December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 3
MEDICAL HISTORY

SUBJECT LINE
TREATHMENT GROUP NIUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY
PLACEBO 1301 RECURRING OR PRESENT CONDITIONS ABNORMAL 2 HX OF LEFT EAR DEAFNESS

3 INSOMNIA 1999

PLACEBO 1301 GENITO-URINARY CONDITIONS NORMAL .
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§l’ltcnaznpyridine Hydrochloride Study

v,

Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS 7
PROTOCOL NO. 99-001-P
DATA LISTING 3
MEDICAL HISTORY
SUBJECT LINE

TREATMENT GROUP NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY
PHENAZOPYRIDINE HCL 103 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 POSTMENOPAUSAL 1994

2 OSTEOPOROSIS 1994
PHENAZOPYRIDINE HCL 103 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 104 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 ECZEMA EST 1988
PHENAZOPYRIDINE HCL 104 GENITO-URINARY CONDITIONS ABNORMAL 1 URINARY TRACT INFECTION 1994
PHENAZOPYRIDINE HCL 106 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 106 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 108 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 EXERCISED INDUCED ASTHMA 1596

2 ACNE 1996

3 CHICREN POX 1980
PHENAZOPYRIDINE HCL 108 GENITO-URINARY CONDITIONS ABNORMAL 1 KIDNEY INFECTIONS 1998
PHENAZOPYRIDINE HCL 201 RECURRING OR PRESENT CONDITIONS ABNORMAL 1  NEARSIGHTED-1980

2 ASTHMA 1980

3 MISCARRIAGE 3/1999

4 II LEVEL SPINAL FUSION 8/1998
PHENAZOPYRIDINE HCL 201 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 203 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 203 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 204 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 SINUSITES 1999

2 ASTHMA 1995

3 BRONCHITIS 1999

& MIGRAINES 1999

5  DEPRESSION 1599
PHENAZOPYRIDINE HCL 204 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 206 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 206 GENITO-URINARY CONDITIONS NORMAL .

99-001-CR 115



Study 99-001-CR

SPhenazopyridine Hydrochloride Study

December, 2000
ADVANCED CARE PRODUCTS 8
PROTOCOL NO. 99-001-P
DATA LISTING 3
MEDICAL HISTORY
SUBJECT LINE

TREATMENT GROUP NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY
PHENAZOPYRIDINE HCL 304 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 304 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 403 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 403 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 404 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 ENDOMETREOSIS 1994

2  CHEMICAL IMBALANCE

3 HYSTERECTOMY 1394

¢  PSORIASIS 1995

5  ALLERGIC TO SULFA
PHENAZOPYRIDINE HCL 40¢ GENITO-URINARY CONDITIONS ABNORMAL i BLADDER SUSPENSION 1994
PHENAZOPYRIDINE HCL 502 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 502 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 503 RECURRING OR PRESENT CONDITIONS ABNORMAL i DYSPEPSIA 1998 ONGOING

2 ABNORMAL UTERINE BLEEDING 5/10/99

3 R OVARIAN CYST 1998 ONGOING

4 ALLERGICE RHINITIS 1999 ONGOING
PHENAZOPYRIDINE HCL 503 GENITO-URINARY CONDITIONS ABNORMAL 1 TUBAL LIGATION
PHENAZOPYRIDINE HCL 505 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 505 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCIL 508 RECURRING OR PRESENT CONDITIONS ABNORMAL 1  NASAL CONGESTION AND COUGH 1999
PHENAZOPYRIDINE HCL 508 GENITO-URINARY CONDITIONS NORMAL .

PHENAZOPYRIDINE HCL 602 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 602 GENITO-URINARY CONDITIONS NORMAL .

PHENAZOPYRIDINE HCL 604 RECURRING OR PRESENT CONDITIONS NORMAL .

99-001-CR [RIY



# Phenazopyridine Hydrochlaride Study I | § Study 99-001-.CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 3
MEDICAL HISTORY
SUBJECT LINE

TREATMENT GROUP NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY
PHENAZOPYRIDINE HCL 604 GENITO-URINARY CONDITIONS ABNORMAL 1 HERNIA REPAIR
PHENAZOPYRIDINE HCL 605 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 BACK PROBLEMS
PHENAZOPYRIDINE HCL 605 GENITO-URINARY CONDITIONS ABNORMAL i TUBAL LIGATION 9/3/99
PHENAZOPYRIDINE HCL 608 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 SINUSITIS

2  BACK PROBLEMS
PHENAZOPYRIDINE HCL 608 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 701 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 701 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 703 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 HYPERTENSION 193¢
PHENAZOPYRIDINE HCL 703 GENITO-URINARY CONDITIONS ABNORMAL 1 COLONIC POLYPS 1990
PHENAZOPYRIDINE HCL 706 RECURRING OR PRESENT CONDITIONS ABNORMAL 1  HYPERTENSION 1998
PHENAZOPYRIDINE HCL 706 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 708 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 DEAF SINCE BIRTH
PHENAZOPYRIDINE HCL 708 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 801 RECURRING OR PRESENT CONDITIONS ABNORMAL 1  IMPAIRED HEARING 1955

2 CATARACTS 1950

3 ULCERS 1980

4 HEMORRHOIDS 1973

5  ASTHMA 1970

6 HX PNEUMONIA 1967

7 BACR & NECR PROBLEMS 1994

8 THYROID PROBLEMZ 1993
PHENAZOPYRIDINE HCIL 801 GENITO-URINARY CONDITIONS ABNORMAL 1 TUBAL LIGATION 1990

2  HEMORRHOIDS REMOVED 1975

PHENAZOPYRIDINE HCL 803 RECURRING OR PRESENT CONDITIONS NORMAL .
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Phenazopyridine Hydrochloride Study Study 99-001-CR

E.

December, 2000
ADVANCED CARE PRODUCTS 10
PROTOCOL NO. 99-001-P
DATA LISTING 3
MEDICAL HISTORY
SUBJECT LINE
TREATMENT GROUP NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY
PHENAZOPYRIDINE HCL 803 GENITO-URINARY CONDITIONS ABNORMAL 1 TUBAL LIGATION 1996
PHENAZOPYRIDINE HCL 805 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 HYPERTENSION 1998
2  HYPOTHYROIDISM 1999
PHENAZOPYRIDINE HCL 805 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 808 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 ANXIETY/DEPRESSION 2000
PHENAZOPYRIDINE HCL 808 GENITO-URINARY CONDITIONS NORMAL .

PHENAZOPYRIDINE HCL 901 RECURRING OR PRESENT CONDITIONS NORMAL .

PHENAZOPYRIDINE HCL 301 GENITO~URINARY CONDITIONS ABNORMAL 1 UTI-1998
PHENAZOPYRIDINE HCL 902 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 ALLERGIS RHINITIS 4/99-USES BECONASE
PHENAZOPYRIDINE HCL 902 GENITO-URINARY CONDITIONS NORMAL .

PHENAZOPYRIDINE HCL 903 RECURRING OR PRESENT CONDITIONS NORMAL .

PHENAZOPYRIDINE HCL 903 GENITO-URINARY CONDITIONS NORMAL
PHENAZOPYRIDINE HCI 908 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 908 GENITO-URINARY CONDITIONS ABNORMAL 1 UTI 12/9%8

PHENAZOPYRIDINE HCL 1002 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 1002 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 1004 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 1004 GENITO-URINARY CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 1006 RECURRING OR PRESENT CONDITIONS NORMAL .
PHENAZOPYRIDINE HCL 1006 GENITO-URINARY CONDITIONS ABNORMAL 1 ? UTI AGE 7

PHENAZOPYRIDINE HCL 1008 RECURRING OR PRESENT CONDITIONS ABNORMAL 1 + BP 1992
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; Phenazopyridine Hydrachloride Study E Study 99-001-CR

] December, 2000
ADVANCED CARE PRODUCTS 11
PROTOCOL NO. 99-001-P
DATA LISTING 3
MEDICAL HISTORY
SUBJECT LINE
TREATMENT GROUP NUMBER MEDICAL HISTORY GROUP CONDITION NUMBER ABNORMALITY

PHENAZOPYRIDINE HCL 1008 GENITO-URINARY CONDITIONS NORMAL .
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Phenazopyridine Hydrochloride Study Study 99-001-CR
December, 2000

Tabulation 4

Symptoms at Baseline (Visual Analog Score)
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£ Phenazopyridine Hydrochloride Study l ) & Study 99-001-CR
- December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 59-001-P

DATA LISTING 4
SUBJECT SYMPTOMS AT BASELINE VISUAL ANALOG SCORE

SUBJECT GENERAL URGENCY TOTAL
TREATMENT GROUP NUMBER DISCOMFORT TO VOID DYSURIA SCORE
PLACEBO 101 9.2 9.5 9.2 27.9

102 6.2 9.6 3.7 19.5
105 6.6 5.3 6.9 is.8
107 4.6 10.0 5.1 19.7
202 3.5 4.6 9.9 18.0
205 3.5 2.0 2.0 7.5
207 7.2 9.1 8.1 24.4
208 8.3 7.3 8.4 24.0
o1 4.0 5.1 6.4 15.5
302 7.3 7.7 7.4 22.4
303 5.1 9.7 8.5 23.3
305 7.4 5.0 6.8 19.2
401 5.2 8.1 6.6 19.9
402 6.0 6.8 6.9 19.7
405 5.2 9.7 5.3 20.2
406 6.7 7.8 8.8 23.3
501 6.6 6.4 8.7 21.7
504 7.2 4.1 7.2 i8.5
506 4.9 4.4 4.4 13.7
507 6.3 4.4 6.3 17.0
6§01 8.3 9.8 8.3 26.4
603 3.5 4.5 5.3 13.3
606 8.1 6.2 9.3 23.6
607 3.5 2.9 4.9 11.3
702 3.6 3.5 3.8 10.9%
704 5.6 7.7 6.4 19.7
705 7.3 7.2 3.6 18.2
707 7.6 8.2 8.0 23.8
802 5.8 6.3 5.7 17.8
B804 6.6 7.2 8.1 21.9
806 4.4 5.0 6.4 15.8
807 9.7 7.7 7.5 24.9
904 7.6 8.0 8.2 23.8
905 8.3 7.8 9.3 25.4
906 8.8 5.4 8.5 22.7
907 6.3 7.4 8.8 22.5
1001 6.4 6.4 8.5 21.3
1003 6.0 7.8 6.9 20.7
1005 9.9 9.6 8.5 28.0
1007 4.2 6.6 4.8 15.6
1301 8.6 2.2 9.0 26.8
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Phenazopyridine Hydrochloride Study ‘ ? é Study 99-001-CR
V . December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 4
SUBJECT SYMPTOMS AT BASELINE VISUAL ANALOG SCORE

SUBJECT GENERAL URGENCY TOTAL
TREATMENT GROUP NUMBER DISCOMFORT TO VOID DYSURIA SCORE
PHENAZOPYRIDINE HCL 103 3.2 4.0 3.7 10.9

104 6.8 8.2 8.0 23.0
106 8.0 9.2 8.2 25.4
108 5.0 5.0 7.2 17.2
201 5.5 8.0 5.5 19.0
203 7.7 9.3 5.0 22.0
204 7.7 8.0 9.6 25.3
206 7.5, 7.5 7.5 22.5
304 10.0 7.6 7.0 24,6
403 8.3 8.8 9.2 26.3
404 6.9 8.7 8.3 23.9
502 5.2 5.2 7.4 17.8
503 9.7 9.5 9.7 28.9
505 6.5 7.0 9.8 23.3
508 3.9 5.9 3.0 12.8
602 7.3 7.5 9.8 24.6
604 3.7 7.6 9.6 20.9
605 5.0 3.8 5.2 14.0
608 4.8 8.5 9.1 22.4
701 5.0 8.1 4.8 17.9
703 8.1 9.0 6.8 23.9
706 7.2 5.1 9.7 22.0
708 5.6 4.2 7.0 16.8
801 7.0 9.6 8.3 24.9
803 5.5 6.6 6.2 18.3
805 6.8 9.2 3.3 17.3
808 6.3 8.4 8.5 23.2
901 6.2 6.8 6.5 19.5
902 5.4 6.7 8.0 20.1
903 7.0 9.2 8.4 24.6
908 5.5 7.6 9.1 22.2
1002 6.1 2.5 5.3 13.9
1004 5.3 5.2 5.3 15.8
1006 4.0 7.0 7.5 18.5
1008 7.2 7.3 8.7 33.2

99-001-CR 122



Phenazopyridine Hydrochloride Study Study 99-001-CR
December, 2000

Tabulation 5

Clinical Laboratory Results: Urine Dipstick and Pregnancy Test
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Phenazopyridine Hydrochloride Study

Study 99-001-CR
December, 2000

99-001-CR

TREATMENT GROUP

PLACEBO

ADVANCED CARE PRODUCTS

PROTOCOL NO. 99-0

DATA LISTING 5

01-p

LABORATORY RESULTS

SUBJECT
NUMBER

101
102
105
107
202
205
207
208
301
302
303
305
401
402
405
406
501
504
506
507
601
603
606
607
702
704
705
707
802
804
8086
807
904
905
906
907
1001
1003
1005
1007
1301

124

URINE
DIP
STICK

POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE

PREGNANCY
TEST

NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE

NEGATIVE
NEGATIVE
ND

NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
ND

ND

NEGATIVE
NEGATIVE
NEGATIVE
NA

NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE




Phenazopyridine Hydrachloride Study

™

Study 99-001-CR
December, 2000

99.001-CR

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-°P

DATA LISTING 5

LABORATORY RESULTS

TREATMENT GROUP

PHENAZOPYRIDINE HCL

SUBJECT
NUMBER

103
104
106
108
201
203
204
206
304
403
404
502
503
505
508
602
604
605
608
701
703
706
708
801
803
805
808
301
902
803
908
1002
1004
1006
1008

125

URINE
DIP
8STICK

POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE
POSITIVE

PREGNANCY
TEST

NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
ND

NEGATIVE
NEGATIVE
ND

ND
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
NEGATIVE
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Tabulation 6

Evaluation of Relief



1 Phenazopyridine Hydrochloride Study ' ) ? Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 6
SUBJECT EVALUATION
COMPLETE
TIME OF GENERAL
SUBJECT TIME OF STUDY COMFORT RELIEF RELIEF DISCOMFORT TIME OF
TREATMENT GROUP NUMBER voIn DOSE RELIEF HOURS MINUTES RETURN? RETURN
PLACERO iol 10:40 10:41 YES S 50 NO .
102 9:50 9:55 NO . . . .
105 12:15 12:20 NO . . . .
107 10:15 10:30 NO . . NO .
202 14:40 14:45 NO . . . .
205 11:10 11:13 NO . . . .
207 10:00 10:05 NO . . . .
208 12:20 12:30 NO . . . .
301 8:25 8:30 NO . . . .
302 9:30 9:45 NO . . . .
303 9:40 9:45 NO . . . .
305 9:30 9:45 NO . . . .
401 13:55 13:56 NO . . . .
402 15:10 15:15 NO . . . .
405 10:20 10:30 NO . B . .
406 10:25 10:30 NO . . . .
so1 8:38 B8:40 YES 5 40 NO .
504 8:26 8:30 NO . . NO .
506 8:08 8:10 NO B . NO .
507 10:35 10:45 NO . . NO .
601 9:56 10:00 NO . . NO .
603 8:20 8:20 NO . . NO .
606 7:15 7:20 NO . . NO f
607 7:25 7:25 NO . . NG f
702 8:00 8:00 NO . . NO .
704 10:05 10:10 NO . . YES 14:30
705 10:30 10:30 NO . B NO .
707 10:07 10:09 NO B . HNO .
802 9:25 9:30 NO . . NO .
804 10:15 10:16 NO . . NO .
806 11:25 11:30 NO . . NO .
807 7:15 7:30 NO . . NO .
904 9:45 §:50 NO . . . .
305 10:20 10:25 NO . . . .
906 11:15 11:18 NO . . . .
907 9:59 10:03 NO . . . .
1001 9:12 9:15 NO . . . o
1003 10:45 10:50 YES 4 0 NO .
1005 12:40 12:45 NO . . . .
1007 11:40 11:45 NO . . . .
1301 8:00 8:15 NO . . NO .
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Phenazopyridine Hydrochloride Study ‘ } Study 99-001-CR
. December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-p

DATA LISTING 6
SUBJECT EVALUATION

COMPLETE
TIME OF GENERAL
SUBJECT TIME OF STUDY COMFORT RELIEF RELIEF DISCOMFORT TIME OF
TREATMENT GROUP WUMBER voID DOSE RELIEF HOURS MINUTES RETURN? RETURN
PHENAZOPYRIDINE HCL 103 10:25 10:30 YES 1 8 NO .
104 14:55 15:00 NO . . . .
106 8:35 8:40 NO . . . .
io8 12:00 12:10 YES 3 2 YES 17:10
201 9:55 10:00 YES 4 (] YES 15:00
203 10:35 10:45 YES i 0 YES 15:30
204 14:45 15:00 YES 1 3o YES 20:30
206 10:10 10:15 NO . . . .
304 15:30 15:31 NO . . . .
403 10:10 10:15 NO . . . .
404 14:55 15:00 YES i 25 NO »
502 8:28 8:30 YES 3 48 NO .
503 9:25 9:30 YES 3 i0 NO .
505 7:32 7:35 NO . . NO .
508 7:57 8:00 YES 1 45 NO .
602 8:05 8:05 YES 5 58 NO .
604 8:15 8:15 YES 4 45 NO .
605 10:50 10:55 NO . . NO .
608 7:20 7:25 NO . . NO .
701 10:00 10:00 NO . . NO .
703 9:56 10:00 KO . . NO .
706 11:25 11:30 NO . . NO .
708 7:25 7:30 NO . . NO .
801 8:15 8:20 NO . . NO .
803 9:50 10:00 NO . . NO .
805 7:25 7:30 NO f . NO .
808 10:15 10:20 NO . . NO .
901 12:30 12:35 YES é 49 NO .
902 11:25 11:30 NO . . . .
903 15:30 15:34 NO . . . .
808 9:53 9:58 YES 5 S NO .
1002 12:40 12:45 NO . . . .
1004 10:55 11:00 NO . . . .
1006 9:35 10:00 YES 3 10 NO .
1008 11:00 11:05 NO . . . .
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Tabulation 7

Supplemental Medication
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Phenazopyridine Hydrochlovide Study o Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO, 99-001-P
DATA LISTING 7
SUPPLEMENTAL MEDICATION
USE
SUBJECT SUPPLEMENTAL
TREATMENT GROUP NUMBER MEDICATION?

PLACEBO 101 NO
102 NO

105 NO

107 NO

202 NO

205 NO

207 NO

208 )

3ol NO

102 ~O

303 )

305 NO

401 NO

402 No

405 KO

406 NO

501 NO

504 NO

506 NO

507 NO

601 ¥O

603 NO

606 NO

607 No

702 NO

704 NO

705 No

707 NO

802 NO

804 NO

806 NO

807 NO

904 NO

905 NO

906 NO

907 NO

1001 NO

1003 )

1005 NO

1007 wo

1301 No
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Phenazopyridine Hydrochloride Study Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 7
SUPPLEMENTAL MEDICATION
USE
SUBJECT SUPPLEMENTAL
TREATMENT GROUP NUMBER MEDICATION?

PHENAZOPYRIDINE HCL 103 NO
104 NO

106 NO

108 NO

201 NO

203 NO

204 )

206 No

304 NO

403 NO

404 NO

502 NO

503 NoO

505 nO

508 NO

602 NO

604 NO

605 NO

608 NO

701 NO

703 NO

706 NO

708 NO

801 NO

803 NO

805 NO

808 NO

901 NO

902 NO

903 NO

908 NO

1002 NO

1004 NO

1006 NO

1008 NO
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December, 2000

Tabulation §

Effect on Dysuna by Subject
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4 3 Study 99-001-CR

Phenazopyridine Hydrochloride Study

December, 2000
ADVANCED CARE PRODUCTS 1
PROTOCOL NO. 99-001-P
DATA LISTING 8
EFFECT OF DYSURIA
VOLUME OF
SUBJECT NUMBER URINE
TREATMENT GROUP NUMBER  OF VOIDS  RELIEF COLLECTION
PLACEBO 101 1 NO RELIEF 75
2 A LOT RELIEF 75
3 A LOT RELIEF 100
s COMPLETE RELIEF 200
PLACEBO 102 1 NO RELIEF 250
2 NO RELIEF 250
3 NO RELIEF 275
N NO RELIEF 250
5 A LITTLE RELIEF 250
6 NO RELIEF 175
PLACEBO 105 1 NO RELIEF 100
2 NO RELIEF 75
3 A LITTLE RELIEF 150
4 A LITTLE RELIEF 175
PLACEBO 107 1 NO RELIEF 50
2 SOME RELIEF 200
3 SOME RELIEF 300
4 A LOT RELIEF 320
5 A LITTLE RELIEF 300
6 A LOT RELIEF 225
PLACEBO 202 1 NO RELIEF 200
2 NO RELIEF 200
3 A LITTLE RELIEF 500
PLACEBO 205 1 A LOT RELIEF 400
2 A LOT RELIEF 600
3 A LOT RELIEF 220
" A LOT RELIEF 250
PLACERO 207 1 NO RELIEF 50
2 A LITTLE RELIEF 100
3 A LITTLE RELIEF 80
4 NO RELIEF 75
5 NO RELIEF 75
6 NG RELIEF 50
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l\ 3 Phenazopyridine Hydrochloride Study

)

Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 8
EFFECT OF DYSURIA
VOLUME OF
SUBJECT NUMBER URINE
TREATMENT GROUP NUMBER  OF VOIDS  RELIEF COLLECTION

PLACEBO 207 7 NO RELIEF 20
8 NO RELIEF 75

9 NO RELIEF 30

10 NO RELIEF 30

PLACEBRO 208 1 NO RELIEF 75
2 NO RELIEF 100

3 NO RELIEF 75

4 NO RELIEF 75

PLACERO 301 1 NO RELIEF 75
2 A LITTLE RELIEF 125

3 SOME RELIEF 350

4 SOME RELIEF 325

5 A LOT RELIEF 300

6 A LOT RELIEF 350

7 A LOT RELIEF 400

8 A LOT RELIEF 300

9 A LOT RELIEF 450

10 A LOT RELIEF 325

PLACERO 302 1 NO RELIEF 75
2 NO RELIEF 50

3 A LOT RELIEF 300

4 A LOT RELIEF 200

5 A LOT RELIEF 200

PLACERO 303 1 NO RELIEF 200
2 NO RELIEF 250

3 NO RELIEF 50

4 A LOT RELIEF 350

5 A LOT RELIEF 100

6 A LOT RELIEF 75

PLACEBO 108 1 NO RELIEF 30
2 NO RELIEF 90

3 A LITTLE RELIEF 100

¢ A LITTLE RELIEF 75
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Phenazopyridine Hydrochloride Study

Study 99-001-CR

December, 2000 .
ADVANCED CARE PRODUCTS 3
PROTOCOL NO. 99-001-P
DATA LISTING 8
EFFECT OF DYSURIA
VOLUME OF
SUBJECT NUMBER URINE
TREATMENT GROUP NUMBER OF VOIDs RELIEF COLLECTION
PLACEBO 401 1 NO RELIEF 440
2 NO RELIEF 200
3 NO RELIEF 280
4 A LITTLE RELIEF 300
S NO RELIEF 200
6 NO RELIEF 350
7 NO RELIEF 350
8 NO RELIEF 200
9 NO RELIEF 200
PLACEBO 402 1 A LITTLE RELIEF 75
2 A LOT RELIEF 100
3 A LOT RELIEF 200
4 SOME RELIEF 200
PLACEBC 405 1 A LITTLE RELIEF 130
2 SOME RELIEF 150
3 A LITTLE RELIEF 100
4 A LITTLE RELIEF 50
PLACEBO 406 1 NO RELIEF 75
2 NO RELIEF 150
3 SOME RELIEF 150
4 A LOT RELIEF 100
S SOME RELIEF 350
PLACEBO 501 1 NO RELIEF 15
2 A LITTLE RELIEF 10
3 SOME, RELIEF 30
4 A LOT RELIEF 70
s A LOT RELIEF 95
[ COMPLETE RELIEF 140
PLACEBO 504 1 NO RELIEF 45
2 A LITTLE RELIEF 90
3 A LITTLE RELIEF 100
4 A LITTLE RELIEF 20
5 A LITTLE RELIEF 110
6 A LITTLE RELIEF 75
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7 Phenazopyridine Hydrochloride Study Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL: NO. 99-001-P
DATA LISTING 8
EFFECT OF DYSURIA
VOLUME OF
SUBJECT NUMBER URINE
TREATMENT GROUP NUMBER oF VOIDS RELIEF COLLECTION
PLACEBO 504 7 A LITTLE RELIEF i0
PLACEBO 506 1 NO RELIEF as
2 NO RELIEF 30
3 A LITTLE RELIEF 30
PLACEBO 507 1 NO RELIEF 29
2 A LITTLE RELIEF 20
3 A LOT RELIEF 70
PLACEBO 601 1 A LOT RELIEF 170
2 A LOT RELIEF 50
PLACEBRO 603 1 SOME RELIEF 140
2 A LOT RELIEF 160
3 A LOT RELIEF 70
4 A LOT RELIEF 30
PLACEBO 606 1 SOME RELIEF 150
2 SOME RELIEF 150
3 SOME RELIEF 180
4 SOME RELIEF 100
5 SOME RELIEF 130
PLACERO 607 1 A LITTLE RELIEF 80
2 A LITTLE RELIEF 50
3 A LOT RELIEF 90
" A LOT RELIEF 30
PLACEBO 702 1 A LITTLE RELIEF 60
2 A LITTLE RELIEF 50
3 A LITTLE RELIEF 60
" A LITTLE RELIEF 40
PLACEBO 704 1 NO RELIEF 10
2 A LITTLE RELIEF 30
3 SOME RELIEF 55
4 SOME RELIEF 20
5 SOME RELIEF 30
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Phenazopyridine Hydrochloride Study

Study 99-001-CR

99.001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 8
EFFECT OF DYSURIA
VOLUME OF
SUBJECT NUMBER URINE
TREATMENT GROUP NUMBER OF VOIDS RELIEF COLLECTION
PLACEBO 704 6 SOME RELIEF 20
7 SOME RELIEF 10
8 NO RELIEF 10
9 NO RELIEF 10
10 SOME RELIEF 30
PLACEBO 705 1 A LITTLE RELIEF 50
2 A LITTLE RELIEF 80
3 SOME RELIEF 5
4 SOME RELIEF 40
5 SOME RELIEF 10
PLACEBO 707 1 SOME RELIEF 30
2 SOME RELIEF &0
3 A LOT RELIEF s
4 A LOT RELIEF 50
5 A LOT RELIEF 60
6 A LOT RELIEF 25
PLACEBO 802 1 A LITTLE RELIEF 70
2 SOME RELIEF 130
3 SOME RELIEF 10
l SOME RELIEF 50
5 SOME RELIEF 75
6 SOME RELIEF 120
7 SOME RELIEF 110
8 A LOT RELIEF 20
PLACEBO 804 1 A LITTLE RELIEF 10
2 A LITTLE RELIEF 5
3 A LITTLE RELIEF 5
4 A LITTLE RELIEF 3
5 A LITTLE RELIEF 25
6 A LITTLE RELIEF 5
7 A LITTLE RELIEF 10
8 A LITTLE RELIEF 5
PLACEBO 806 1 SOME RELIEF 120
2 SOME RELIEF 120
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ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 8
EFFECT OF DYSURIA
VOLUME OF
SUBJECT NUMBER URINE
TREATMENT GROUP NUMBER OF VOIDS RELIEF COLLECTION

PLACEBO 806 3 SOME RELIEF 120
4 SOME RELIEF 120
5 SOME RELIEF 120
6 SOME RELIEF 120
7 SOME RELIEF 120
PLACEBRO 807 1 A LITTLE RELIEF 90
2 A LITTLE RELIEF 95
3 A LITTLE RELIEF 25
4 A LYTTLE RELIEF 10
S A LITTLE RELIEF 55
PLACEBO 904 1 A LITTLE RELIEF 35
2 A LITTLE RELIEF 55
3 SOME RELIEF 40
PLACEBO 905 1 NO RELIEF 220
2 A LOT RELIEF 140
PLACEBO 906 1 NO RELIEF 50
2 A LITTLE RELIEF 60
3 A LITTLE RELIEF 3o
PLACEBO 907 1 NO RELIEF 60
2 SOME RELIEF 45
3 SOME RELIEF 20
PLACEBO 1001 1 NO RELIEF 120
2 SOME RELIEF 220
3 SOME RELIEF 260
4 SOME RELIEF 130
PLACEBO 1003 1 NO RELIEF 30
2 A LITTLE RELIEF 50
3 A LITTLE RELIEF 65
4 SOME RELIEF 30
5 A LOT RELIEF k}1
6 COMPLETE RELIEF 70
7 COMPLETE RELIEF 25
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, ' } Study 99-001-CR

December, 2000

99-001-CR

TREATMENT GROUP

PLACEBO

PLACEBO

PLACEBO

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 8
EFFECT OF DYSURIA

SUBJECT NUMBER
NUMBER OF VOIDS RELIEF

A LITTLE RELIEF
NO RELIEF

1005

N

A LITTLE RELIEF
NO RELIEF

A LITTLE RELIEF
A LITTLE RELIEF

1007

™ W

NO RELIEF
NO RELIEF
NO RELIEF
NO RELIEF
NO RELIEF
NO RELIEF
NO RELIEF
NO RELIEF

1301

0N oW N e

139

VOLUME OF
URINE
COLLECTION

280
60

220
170
120

90

30
20
a5
30
45
100
10
10



Study 99-001-CR

Phenazopyridine Hydrochloride Study

December, 2000
ADVANCED CARE PRODUCTS 8
PROTOCOL NO, 99-001-pP
DATA LISTING 8
EFFECT OF DYSURIA
VOLUME OF
SUBJECT NUMBER URINE
TREATMENT GROUP NUMBER OF VOIDS RELIEF COLLECTION
PHENAZOPYRIDINE HCL 103 1 NO RELIEF 100
2 COMPLETE RELIEF 225
3 COMPLETE RELIEF aso
4 COMPLETE RELIEF 100
PHENAZOPYRIDINE HCL 104 1 SOME RELIEF 75
2 A LOT RELIEF 100
3 A LOT RELIEF 125
4 A LOT RELIEF 200
S A LOT RELIEF 125
PHENAZOPYRIDINE HCL 106 1 NO RELIEF 50
2 SOME RELIEF 225
3 SOME RELIEF 150
4 SOME RELIEF 150
5 SOME RELIEF 250
6 A LOT RELIEF 15
7 A LOT RELIEF 100
PHENAZOPYRIDINE HCL 108 1 NO RELIEF 3]
2 COMPLETE RELIEF 200
3 COMPLETE RELIEF 110
4 A LOT RELIEF 300
PHENAZOPYRIDINE HCL 201 1 NO RELIEF 80
2 NO RELIEF 100
3 A LOT RELIEF 100
4 A LITTLE RELIEF 75
PHENAZOPYRIDINE HCIL 203 1 NO RELIEF 150
2 SOME RELIEF 150
3 NO RELIEF 150
PHENAZOPYRIDINE HCL 204 1 SOME RELIEF 95
2 A LOT RELIEF 75
3 COMPLETE RELIEF 8s
4 COMPLETE RELIEF 95
PHENAZOPYRIDINE HCL 206 1 A LITTLE RELIEF 100
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Phenazopyridine Hydrochloride Study ! ; Study 99-001-CR
- December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 8
EFFECT OF DYSURIA

VOLUME OF
SUBJECT NUMBER URINE
TREATMENT GROUP NUMBER OF VOIDS RELIEF COLLECTION
PHENAZOPYRIDINE HCL 206 2 SOME RELIEF 100
3 SOME RELIEF 110
4 SOME RELIEF 150
5 SOME RELIEF 150
6 SOME RELIEF 75
PHENAZOPYRIDINE HCL 304 1 NO RELIEF 300
2 SOME RELIEF 100
3 SOME RELIEF 75
4 SOME RELIEF 100
5 SOME RELIEF 25
6 A LITTLE RELIEF 450
7 NO RELIEF 80
8 A LITTLE RELIEF 60
9 A LITTLE RELIEF -1
PHENAZOPYRIDINE HCL 403 1 A LITTLE RELIEF 100
2 A LITTLE RELIEF 75
3 SOME RELIEF 175
4 A LOT RELIEF 100
PHENAZOPYRIDINE HCL 404 1 A LOT RELIEF 200
2 A LOT RELIEF 300
3 A LOT RELIEF 250
4 A LOT RELIEF 200
PHENAZOPYRIDINE HCL 502 1 SOME RELIEF 30
2 SOME RELIEF 65
3 A LOT RELIEF 50
4 COMPLETE RELIEF 90
5 COMPLETE RELIEF 110
PHENAZOPYRIDINE HCL 503 1 NO RELIEF 18
2 A LITTLE RELIEF 30
3 SOME RELIEF 110
4 A LOT RELIEF 180
5 COMPLETE RELIEF 130
6 COMPLETE RELIEF 150
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Phenazopyridine Hydrochloride Study : Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-p
DATA LISTING 8
EFFECT OF DYSURIA
VOLUME OF
SUBJECT NUMBER URINE
TREATMENT GROUP NUMBER OF VOID8 RELIEF COLLECTION

PHENAZOPYRIDINE HCL 505 1 NO RELIEF 30
2 NO RELIEF 120

3 A LITTLE RELIEF 12

4 A LITTLE RELIEF 30

5 A LITTLE RELIEF 20

6 A LOT RELIEF 140

7 A LOT RELIEF 30

8 A LOT RELIEF 30

9 A LOT RELIEF 30

10 A LOT RELIEF 10

11 A LOT RELIEF 5

12 A LOT RELIEF 10

13 A LOT RELIEF 30

14 A LOT RELIEF 10

15 A LOT RELIEF 20

16 A LOT RELIEF 5

17 A LOT RELIEF 10

PHENAZOPYRIDINE HCL 508 1 A LOT RELIEF 40
2 A LOT RELIEF 45

3 COMPLETE RELIEF 50

[ COMPLETE RELIEF 30

s A LOT RELIEF 90

PHENAZOPYRIDINE HCL 602 1 A LITTLE RELIEF 20
2 A LOT RELIEF 100

3 A LOT RELIEF 30

4 A LOT RELIEF 60

5 COMPLETE RELIEF 60

PHENAZOPYRIDINE HCL 604 1 A LITTLE RELIEF 140
2 A LOT RELIEF 110

3 A LOT RELIEF 170

[3 COMPLETE RELIEF 200

PHENAZOPYRIDINE HCL 605 1 A LITTLE RELIEF 60
2 SOME RELIEF 110

3 SOME RELIEF 89

4 A LOT RELIEF 42
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Study 99-001-CR

™

Phenazopyridine Hydrochloride Study

December, 2000
ADVANCED CARE PRODUCTS 11
PROTOCOL NO., 99-001-pP
DATA LISTING 8
BFFECT OF DYSURIA
VOLUME OF
QUBJECT NUMBER URINE
TREATMENT GROUP NUMBER OF VOIDS RELIEF COLLECTION
PHENAZOPYRIDINE HCL 605 5 A LOT RELIEF 20
PHENAZOPYRIDINE HCL 608 1 SOME RELIEF 130
2 SOME RELIEF 70
3 SOME RELIEF 70
4 SOME RELIEF 100
5 A LOT RELIEF 90
6 A LOT RELIEF 80
PHENAZOPYRIDINE HCL 701 1 NO RELIEF 130
2 NO RELIEF 130
3 A LITTLE RELIEF 110
4 A LITTLE RELIEF 90
5 SOME RELIEF 140
PHENAZOPYRIDINE HCL 703 1 NO RELIEF 40
2 A LITTLE RELIEF 70
3 SOME RELIEF 120
4 SOME RELIEF 50
5 SOME RELIEF 60
PHENAZOPYRIDINE HCL 706 1 NO RELIEF 125
2 NO RELIEF 150
3 A LITTLE RELIEF 160
4 SOME RELIEF 90
5 SOME RELIEF 160
6 SOME RELIEF 50
7 SOME RELIEF 175
8 SOME RELIEF 180
PHENAZOPYRIDINE HCL 708 1 A LITTLE RELIEF 140
2 SOME RELIEF 130
3 SOME RELIEF 150
4 SOME RELIEF 70
5 SOME RELIEF 40
6 SOME RELIEF 50
7 SOME RELIEF 110
8 SOME RELIEF 130
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: é Phenazopyridine Hydrochloride Study

Study 99-001-CR

99-001-CR

TREATMENT GROUP

PHRENAZOPYRIDINE HCL

PHENAZOPYRIDINE HCL

PHENAZOPYRIDINE HCL

PHENAZOPYRIDINE HCL

PHENAZOPYRIDINE KCL

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 8
EFFECT OF DYSURIA
VOLUME OF
SUBJECT NUMBER URINE
NUMBER OF VOIDS RELIEF COLLECTION

801 1 A LITTLE RELIEF 110
2 A LITTLE RELIEF 90
3 A LITTLE RELIEF 120
4 A LITTLE RELIEF 50
5 A LITTLE RELIEF 25
6 A LITTLE RELIEF 40
7 A LITTLE RELIEF 100
8 A LITTLE RELIEF 130
9 A LITTLE RELIEF 170

803 1 A LITTLE RELIEF 100
2 SOME RELIEF 40
3 SOME RELIEF 50
4 SOME RELIEF 60
5 SOME RELIEF 100
6 A LOT RELIEF 40
7 A LOT RELIEF 100

805 1 A LITTLE RELIEF 25
2 SOME RELIEF 110
3 SOME RELIEF S
4 SOME RELIEF s
5 A LOT RELIEF 40

808 1 A LITTLE RELIEF 5
2 A LITTLE RELIEF 5
3 A LITTLE RELIEF 20
4 A LITTLE RELIEF 25
5 A LITTLE RELIEF 55
6 A LITTLE RELIEF 40
7 A LITTLE RELIEF 100
8 A LITTLE RELIEF 110
9 SOME RELIEF 75
10 SOME RELIEF 10
11 SOME RELIEF a5
12 SOME RELIEF 25

901 1 SOME RELIEF 50
2 A LITTLE RELIEF 65
144

12



I % Phenazopyridine Hydrochloride Study

Study 99-001-CR

o December, 2000
ADVANCED CARE PRODUCTS 13
PROTOCOL NO. 99-001-P
DATA LISTING 8
EFFECT OF DYSURIA
VOLUME OF
SUBJECT NUMBER URINE
TREATMENT GROUP NUMBER OF vOIDS RELIEF COLLECTION
PHENAZOPYRIDINE HCL 901 3 SOME RELIEF 55
PHENAZOPYRIDINE HCL 902 1 NO RELIEF 390
2 SOME RELIEF 420
3 A LOT RELIEF 300
4 A LOT RELIEF 310
PHENAZOPYRIDINE HCL 903 1 A LITTLE RELIEF 30
2 SOME RELIEF 35
3 A LITTLE RELIEF 35
PHENAZOPYRIDINE HCL 908 1 A LOT RELIEF 110
2 COMPLETE RELIEF 90
PHENAZOPYRIDINE HCL 1002 1 NO RELIEF 55
2 SOME RELIEF 160
3 SOME RELIEF 180
4 SOME RELIEF 200
5 A LITTLE RELIEF 170
6 A LITTLE RELIEF 50
PHENAZOPYRIDINE HCL 1004 1 A LITTLE RELIEF 70
2 SOME RELIEF 80
3 SOME RELIEF 80
PHENAZOPYRIDINE HCL 1006 1 NO RELIEF 60
2 A LITTLE RELIEF 30
3 SOME RELIEF 45
4 SOME RELIEF 90
5 SOME RELIEF 50
6 SOME RELIEF 130
7 SOME RELIEF 160
8 SOME RELIEF 30
9 SOME RELIEF 130
PHENAZOPYRIDINE HCL 1008 1 A LITTLE RELIEF 120
2 SOME RELIEF 90
3 A LITTLE RELIEF 75
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Tabulation 9A-9E

Treatment-Emergent Adverse Events

99-001-CR 146



Phenazopyridine Hydrochloride Study

™

Study 99-001-CR

- December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 9A
ADVERSE EXPERIENCES
SUBJECT ANY ADVERSE AE

TREATMENT GROUP NUMBER EXPERIENCE? NUMBER ADVERSE EXPERIENCE START DATE STOP DATE CONTINUING
PLACEBO 101 YES 1 HEADACHE 10/21/1999 10/21/1999 .
PLACEBO 102 NO . . . .
PLACEBO 105 RO . . . .
PLACEBO 107 NO . . . .
PLACEBO 202 YES 1 ITCHING-UPPER EXTREMITIES & CHEST 11/16/1999 11/16/1999 .

2 BUMPS-UPPER EXTREMITIES & CHEST 11/16/1999 11/16/1999 .

3 REDNESS-UPPER EXTREMITIES & CHEST 11/16/1999 11/16/19%9 .
PLACEBO 205 NO . . . .
PLACEBO 207 ) . . .
PLACEBO 208 YES 1 KIDNEY INFECTION 02/18/2000 02/21/2000 .
PLACEBO 301 NO . . . .
PLACEBO 302 NO . . . .
PLACEBO 303 YES 1 HEADACHE 04/04/2000 0470472000 .

2 NAUSEA 04/04/2000 0470472000 .
PLACEBO 305 NO . ] . .
PLACERO 401 NO . . . .
PLACEBO 402 NO . . . .
PLACEBO 405 NO . ] ] ]
PLACEBO 406 NO . . .
PLACEBO 501 NO . . .
PLACEBO 504 NO . . . .
PLACEBO 506 NO . ] . .
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Phenazopyridine Hydrochloride Study Study 99-001-CR

; December, 2000
ADVANCED CARE PRODUCTS 2
PROTOCOL NO. 99-001-P
DATA LISTING 9A
ADVERSE EXPERIENCES
SUBJECT ANY ADVERSE AE
TREATMENT GROUP NUMBER EXPERIENCE? NUMBER ADVERSE EXPERIENCE START DATE STOP DATE CONTINUING
PLACEBO 507 NO . . . .
PLACEBRO 601 NO . . . .
PLACEBO 603 NO . . . .
PLACEBO 606 NO . . . .
PLACEBO 607 NO . . . .
PLACEBO 702 NO . . . .
PLACEBRO 704 NO . . . .
PLACEBO 705 NO . . . .
PLACEBO 707 NO . . . .
PLACEBO 802 NO . . . .
PLACEBO 804 NO . . . .
PLACEBO 806 NO . . . .
PLACEBO 807 NO . . . .
PLACEBO 904 NO . . . .
PLACEBO 905 NO . . . .
PLACEBO 906 NO . . . .
PLACEBO 907 nNO . . . .
PLACERO 1001 NO . . . .
PLACEBO 1003 NO . . . .
PLACEBO 1005 NO . . . .
PLACEBO 1007 NO . . . .
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; l} Phenazopyridine Hydrochloride Study ! 3 Study 99-00{-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 9A
ADVERSE EXPERTENCES
SUBJECT ANY ADVERSE  AE

TREATMENT GROUP NUMBER FEXPERIENCE? NUMBER ADVERSE EXPERIENCE START DATE STOP DATE CONTINUING
PLACEBO 1301 NO . . . .
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Phenazopyridine Hydrochloride Study f g Stady 99-001-CR é

December, 2000

ADVANCED CARE PRODUCTS 4
PROTOCOL NO. 99-001-P

DATA LISTING 9A
ADVERSE EXPERIENCES

SUBJECT ANY ADVERSE AE

TREATMENT GROUP NUMBER EXPERIENCE? NUMBER ADVERSE EXPERIENCE START DATE STOP DATE CONTINUING
PHENAZOPYRIDINE HCL 103 NO . . . .
PHENAZOPYRIDINE HCL 104 NO . . . .
PHENAZOPYRIDINE HCL 106 NO . . . .
PHENAZOPYRIDINE HCL 108 NO . . . .
PHENAZOPYRIDINE HCL 201 YES 1 NAUSEA 10/22/1999 10/22/1999% .
PHENAZOPYRIDINE HCL 203 YES 1 HEARTBURN 01/07/2000 01/07/2000 .
PHENAZOPYRIDINE HCL 204 YES b NAUSEA/VOMITING 01/15/2000 01/16/2000 .
2 LOW ABDOMEN PAIN 01/15/2000 01/16/2000 B
PHENAZOPYRIDINE HCL 206 NO . . . .
PHENAZOPYRIDINE HCL 304 NO . . . .
PHENAZOPYRIDINE HCL 403 NO . . .
PHENAZOPYRIDINE HCL 404 NO . . . .
PHENAZOPYRIDINE HCL 502 NO . . . .
PHENAZOPYRIDINE HCL 503 No . . . .
PHENAZOPYRIDINE HCL 505 NO . . . .
PHENAZOPYRIDINE HCL 508 No . . . .
PHENAZOPYRIDINE HCL 602 NO . . . .
PHENAZOPYRIDINE HCL 604 NO . . . .
PHENAZOPYRIDINE HCL 605 NO . . . .
PHENAZOPYRIDINE HCL 508 NO . . . .
PHENAZOPYRIDINE HCL 701 NO . . .
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Study 99-001-CR g

Phenazopyridine Hydrochloride Study

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING SA
ADVERSE EXPERIENCES
SUBJECT ANY ADVERSE AE

TREATMENT GROUP NUMBER EXPERIENCE? NUMBER ADVERSE EXPERIENCE START DATE STOP DATE CONTINUING
PHENAZOPYRIDINE HCL 703 N0 . . . .
PHENAZOPYRIDINE HCL 706 NO . . -
PHENAZOPYRIDINE HCL 708 NO . . . .
PHENAZOPYRIDINE HCL 801 NO . . . .
PHENAZOPYRIDINE HCL 803 NO . . . .
PHENAZOPYRIDINE HCL 805 NO . . . .
PHENAZOPYRIDINE HCL 808 NO . . . .
PHENAZOPYRIDINE HCL 901 NO . . . .
PHENAZOPYRIDINE HCL 902 NO . . . .
PHENAZOPYRIDINE HCL 903 NO . . . .
PHENAZOPYRIDINE HCL 908 NO . . . .
PHENAZOPYRIDINE HCL 1002 YES 1 NAUSEA 04/037/2000 0470372000 .
PHENAZOPYRIDINE HCL 1004 NO . . . .
PHENAZOPYRIDINE HCL 1006 NO . . . .
PHENAZOPYRIDINE HCL 1008 NO . . . .
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Phenazopyridine Hydrochloride Study

Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 9B
ADVERSE EXPERIENCES (CONT)
SUBJECT AE

TREATMENT GROUP NUMBER NUMBER ADVERSE EXPERIENCE SEVERITY CAUSE ACTION
PLACERO 101 1 HEADACHE MILD POSSIBLE NONE
PLACEBO 102 . .
PLACEBO 105 .
PLACEBO 107 . .
PLACEBO 202 1 ITCHING-UPPER EXTREMITIES & CHEST MODERATE POSSIBLE OTHER

2 BUMPS-UPPER EXTREMITIES & CHEST MODERATE POSSIBLE OTHER

3  REDNESS-UPPER EXTREMITIES & CHEST MODERATE POSSIBLE OTHER
PLACEBO 205 . .
PLACEBO 207 . .
PLACERO 208 1  RIDNEY INFECTION SEVERE  NOT RELATED OTHER
PLACEBO 301 .
PLACEBO 302 . .
PLACEBO 303 1 HEADACHE MILD POSSIBLE NONE

2  NAUSEA MILD POSSIBLE NONE
PLACEBO 305 . .
PLACEBO 401 . .
PLACEBO 402 . .
PLACEBO 405 . .
PLACEBO 406 . .
PLACEBO 501 . .
PLACEBO 504 . .
PLACEBO 506 . .
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Phenazopyridine Hydrachloride Study é Study 99-001-CR
] December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 9B
ADVERSE EXPERIENCES (CONT)

SUBJECT AE

TREATMENT GROUP NUMBER NUMBER ADVERSE EXPERIENCE SEVERITY
PLACEBO 507 . .
PLACEBO 601 . .
PLACERO 603 . .
PLACEBO 606 .

PLACEBO 607 . .
PLACEBO 702 .

PLACEBO 704 . .
PLACEBO 705 . .
PLACEBO 707 . .
PLACEBO 802 . .
PLACEBO 804 . .
PLACEBO 806 . .
PLACEBO 807 . .
PLACEBO 904 . .
PLACEBO 905 . .
PLACEBO 906 . .
PLACEBO 907 . )
PLACEBO 1001 . .
PLACEBG 1003 . .
PLACEBO 1005 . )
PLACEBO 1007 . .
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Phenazopyridine Hydrochloride Study - § Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS 3
PROTOCOL NO. 99-001-P
DATA LISTING 9B
ADVERSE EXPERIENCES (CONT)
SUBJECT AE
TREATMENT GROUP NUMBER NUMBER ADVERSE EXPERIENCE SEVERITY CAUSE ACTION

PLACERO 1301 . . . .
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| § Phenazopyridine Hydrochloride Study ’ } Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NG, 99-001-P
DATA LISTING 9B
ADVERSE EXPERIENCES (CONT)
SUBJECT AE
TREATMENT GROUP WUMBER NUMBER ADVERSE EXPERIENCE SEVERITY CAUSE ACTION
PHENAZOPYRIDINE HCL 103 . . .
PHENAZOPYRIDINE HCL 104 . . .
PHENAZOPYRIDINE HCL 106 . . .
PHENAZOPYRIDINE HCL 108 . .
PHENAZOPYRIDINE HCEL 201 1 NAUSEA MILD PROBABLE NONE
PHENAZOPYRIDINE HCL 203 1 HEARTBURN MODERATE POSSIBLE NONE
PHENAZOPYRIDINE HCL 204 1 NAUSEA/VOMITING MODERATE UNLIKELY NONE
2 LOW ABDOMEN PAIN MODERATE UNLIKELY NONE

PHENAZOPYRIDINE HCL 206 . . .
PHENAZOPYRIDINE HCL 304 . . .
PHENAZOPYRIDINE HCL 403 . . .
PRENAZOPYRIDINE HCL 404 . . .
PHENAZOPYRIDINE HCL 502 . . .
PHENAZOPYRIDINE HCL 503 . . .
PHENAZOPYRIDINE HCL 505 . . .
PHENAZOPYRIDINE HCL 508 . . .
PHENAZOPYRIDINE HCL 602 . . .
PHENAZOPYRIDINE HCL 604 ' . .
PHENAZOPYRIDINE HCL 605 . . .
PHENAZOPYRIDINE HCL 608 . . .

PHENAZOPYRIDINE HCL 701 . . .
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: % Phenazopyridine Hydrochloride Study ' % Study 99-001-CR

g - December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO., 99-001-P

DATA LISTING 9B
ADVERSE EXPERIENCES (CONT)

SUBJECT AE
TREATMENT GROUP NUMBER NUMBER ADVERSE EXPERIENCE SEVERITY CAUSE ACTION

PHENAZOPYRIDINE HCL 703 . . .
PHENAZOPYRIDINE HCL 706 . . .
PHENAZOPYRIDINE HCL 708 . . .
PHENAZOPYRIDINE HCL 801 . . .
PHENAZOPYRIDINE HCL 803 . .

PHENAZOPYRIDINE HCL 805 . . .
PHENAZOPYRIDINE HCL 808 . . .
PHENAZOPYRIDINE HCL 901 . . .
PHENAZOPYRIDINE HCL 902 . . .
PHENAZOPYRIDINE HCL 903 . . B
PHENAZOPYRIDINE HCL 308 . . .
PHENAZOPYRIDINE HCL 1002 1 NAUSEA MODERATE PROBABLE NONE
PHENAZOPYRIDINE HCL 1004 . B .
PHENAZOPYRIDINE HCL 1006 f B .

PHENAZOPYRIDINE HCL 1008 . . .
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Phenazopyridine Hydrochloride Study ’ } Study 99-001-CR
: December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 9C
ADVERSE EXPERIENCES (CONT)

SUBJECT AE

TREATMENT GROUP NUMBER  NUMBER  ADVERSE EXPERIENCE OUTCOME
PLACEBO 101 1 HEADACHE RECOVERED FROM ADVERSE EXPERIENCE
PLACEBO 102 . .
PLACEBO 105 . .
PLACEBO 107 . .
PLACEBO 202 1 ITCHING-UPPER EXTREMITIES & CHEST  RECOVERED FROM ADVERSE EXPERIENCE

2 BUMPS-UPPER EXTREMITIES & CHEST RECOVERED FROM ADVERSE EXPERIENCE

3 REDNESS-UPPER EXTREMITIES & CHEST  RECOVERED FROM ADVERSE EXPERIENCE
PLACEBO 205 . .
PLACEBO 207 . .
PLACERO 208 1 KIDNEY INFECTION RECOVERED FROM ADVERSE EXPERIENCE
PLACEBO 301 . .
PLACEBO 302 . .
PLACEBO 303 1 HEADACHE RECOVERED FROM ADVERSE EXPERIENCE

2 NAUSEA RECOVERED FROM ADVERSE EXPERIENCE
PLACEBO 305 . . .
PLACEBO 401 . .
PLACEBO 402 . ]
PLACEEO 405 . ;
PLACEBO 406 . .
PLACEBO 501 . .
PLACEBO 504 . .
PLACERO 506 . .
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Phenazapyridine Hydrochloride Study V Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO, 99-001-P
DATA LISTING 9C
ADVERSE EXPERIENCES (CONT)
SUBJECT AE
TREATMENT GROUP NUMBER NUMBER ADVERSE EXPERIENCE OUTCOME
PLACEBO 507 .
PLACEBO 601 .
PLACEBO 603 .
PLACEBO 606 .
PLACEBO 607 .
PLACEBO 702 .
PLACERO 704
PLACEBO 705 .
PLACERO 707 .
PLACERO 802 .
PLACEBO 804
PLACEBO 806 .
PLACEBO 807 .
PLACEBO 904
PLACEBO 905 .
PLACEBO 906 .
PLACEBO 907 .
PLACEBO 1001 .
PLACEBO 1003 .
PLACEBO 1005 .
PLACERO 1007
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Phenazopyridine Hydrochloride Study

Study 99-001-CR
December, 2000

TREATMENT GROUP

PLACEBO

99-001-CR

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 9C
ADVERSE EXPERIENCES (CONT)

SUBJECT AE
NUMBER NUMBER ADVERSE EXPERIENCE

1301 .
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Phenazopyridine Hydrochloride Study 1 Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS 4
PROTOCOL NO, 99-001-P
DATA LISTING 9C
ADVERSE EXPERIENCES (CONT)
SUBJECT AE

TREATMENT GROUP NUMBER NUMBER ADVERSE EXPERIENCE OUTCOME
PHENAZOPYRIDINE HCL 103 . .
PHENAZOPYRIDINE HCL 104 . .
PHENAZOPYRIDINE HCL 106 . .
PHENAZOPYRIDINE HCL 108 . .
PHENAZOPYRIDINE HCL 201 1 NAUSEA RECOVERED FROM ADVERSE EXPERIENCE
PHENAZOPYRIDINE HCL 203 1 HEARTBURN RECOVERED FROM ADVERSE EXPERIENCE
PHENAZOPYRIDINE HCL 204 1 NAUSEA /VOMITING RECOVERED FROM ADVERSE EXPERIENCE

2 LOW ABDOMEN PAIN RECOVERED FROM ADVERSE EXPERIENCE
PHENAZOPYRIDINE HCL 206 . .
PHENAZOPYRIDINE HCL 304 . .
PHENAZOPYRIDINE HCL 403 . .
PHENAZOPYRIDINE HCL 404 . .
PHENAZOPYRIDINE HCL 502 . .
PHENAZOPYRIDINE HCL 503 . .
PHENAZOPYRIDINE HCL 505 . .
PHENAZOPYRIDINE HCL s08 . .
PHENAZOPYRIDINE HCL 602 . .
PHENAZOPYRIDINE HCL 604 . .
PHENAZOPYRIDINE HCL 605 . .
PHENAZOPYRIDINE HCL 608 . .
PHENAZOPYRIDINE HCL 701 . .
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Phenazopyridine Hydrochloride Study

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO, 99-001-P
DATA LISTING 9C
ADVERSE EXPERIENCES (CONT)
SUBJECT AE

TREATMENT GROUP NUMBER NUMBER ADVERSE EXPERIENCE OUTCOME
PHENAZOPYRIDINE HCL 703 . .
PHENAZOPYRIDINE HCL 706 . .
PHENAZOPY#IDINE HCL 708 . .
PHENAZOPYRIDINE HCL 801 . .
PHRENAZOPYRIDINE HCL 803 . .
PHENAZOPYRIDINE HCL 805 . .
PHENAZOPYRIDINE HCL 808 . .
PHENAZOPYRIDINE HCL 901 .

PHENAZOPYRIDINE HCL 902 . .
PHENAZOPYRIDINE HCL 903 . .
PHENAZOPYRIDINE HCL 908 . .
PHENAZOPYRIDINE HCL 1002 1 NAUSEA RECOVERED FROM ADVERSE EXPERIENCE
PHENAZOPYRIDINE HCL 1004 . .
PHENAZOPYRIDINE HCL 1006 . .
PHENAZOPYRIDINE HCL 1008 . .
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Phenazopyridine Hydrochloride Study Study 99-001-CR
’ December, 2000

ADVANCED CARE PRODUCTS 1
PROTOCOL NO. 99-001-P

DATA LISTING 9D
ADVERSE EXPERIENCES (CONT)

SUBJECT AE THERAPY

TREATMENT GROUP NUMBER  NUMBER  ADVERSE EXPERIENCE GIVEN? THERAPY GIVEN - SPECIFY
PLACERO 101 1 HEADACHE NO
PLACEBO 102 . .
PLACEBO 105 . .
PLACEBO 107 . .
PLACEBO 202 1 ITCHING-UPPER EXTREMITIES & CHEST YES COOL WET RAGS APPLIED

2 BUMPS-UPPER EXTREMITIES & CHEST YES COOL WET RAGS APPLIED

3 REDNESS-UPPER EXTREMITIES & CHEST YES COOL WET RAGS APPLIED
PLACEBO 205 . .
PLACEBO 207 . .
PLACEBO 208 1 RKIDNEY INFECTION YES PT TO ER FOR IV ROCEPHIN
PLACEBO 301 . .
PLACEBO 302 . .
PLACEBO 303 1 HEADACHE NO

2 NAUSEA )
PLACEBO 305 . .
PLACEBO 401 . .
PLACEBO 402 . .
PLACEBO 405 . .
PLACEBO 406 . )
PLACEBO 501 . .
PLACEEBO 504 . .
PLACEBO 506 . .
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l ? Phenazopyridine Hydrochloride Study

I ; Study 99-001-CR

TREATMENT GROUP
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBRO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO
PLACEBO

PLACEBO

99-001-CR

SUBJECT
NUMBER

507
601
603
606
607
702
704
705
707
802
80¢
806
807
904
905
906
907
1001
1003
1005

1007

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 9D
ADVERSE EXPERIENCES (CONT)
THERAPY
ADVERSE EXPERIENCE GIVEN? THERAPY GIVEN - SPECIFY
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Phenazopyridine Hydrochloride Study Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS 3
PROTOCOL NO. 99-001-P
DATA LISTING 9D
ADVERSE EXPERIENCES (CONT)
SUBJECT AE THERAPY
TREATMENT GROUP NUMBER NUMBER ADVERSE EXPERIENCE GIVEN? THERAPY GIVEN - SPECIFY

PLACEBO 1301 .
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Phenazopyridine Hydrochloride Study Study 99-001-CR

December, 2000
ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P
DATA LISTING 9D
ADVERSE EXPERIENCES (CONT)
SUBJECT AE THERAPY
TREATMENT GROUP NUMBER NUMBER ADVERSE EXPERIENCE GIVEN? THERAPY GIVEN - SPECIFY
PHENAZOPYRIDINE HCL 103 . .
PHENAZOPYRIDINE HCL 104 . .
PHENAZOPYRIDINE HCL 106 . .
PHENAZOPYRIDINE HCL 108 . .
PHENAZOPYRIDINE HCL 201 1 NAUSEA NO
PHENAZOPYRIDINE HCL 203 1 HEARTBURN 2]
PHENAZOPYRIDINE HCL 204 1 NAUSEA/VOMITING N0
2 LOW ABDOMEN PAIN NO

PHENAZOPYRIDINE HCL 206 . .
PHENAZOPYRIDINE HCL 304 . .
PHENAZOPYRIDINE HCL 403 . .
PHENAZOPYRIDINE HCL 404 . .
PHENAZOPYRIDINE HCL 502 . .
PHENAZOPYRIDINE HCL 503 . .
PHENAZOPYRIDINE HCL 505 . .
PHENAZOPYRIDINE HCL 508 . .
PHENAZOPYRIDINE HCL 602 . .
PHENAZOPYRIDINE HCL 604 . .
PHENAZOPYRIDINE HCL 605 . .
PHENAZOPYRIDINE HCL 608 . .
PHENAZOPYRIDINE HCL 701 . .
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Phenazopyridine Hydrochloride Study o Study 99-001-CR
December, 2000

ADVANCED CARE PRODUCTS 5
PROTOCOL NO. 99-001-P

DATA LISTING 9D
ADVERSE EXPERIENCES (CONT)

SUBJECT AE THERAPY

TREATMENT GROUP NUMBER NUMBER ADVERSE EXPERIENCE GIVEN? THERAPY GIVEN - SPECIFY
PHENAZOPYRIDINE HCL 703 . .
PHENAZOPYRIDINE HCL 706 . .
PHENAZOPYRIDINE HCL 708 . .
PHENAZOPYRIDINE HCL 801 . .
PHENAZOPYRIDINE HCL 803 . .
PHENAZOPYRIDINE HCL 805 . .
PHENAZOPYRIDINE HCL 808 . .
PHENAZOPYRIDINE HCL 901 . .
PHENAZOPYRIDINE HCL 902 . .
PHENAZOPYRIDINE HCL 903 . .
PHENAZOPYRIDINE HCL 908 . .
PHENAZOPYRIDINE HCL 1002 1 NAUSEA NO
PHENAZOPYRIDINE HCL 1004 . .
PHENAZOPYRIDINE HCI. 1006 . B
PHENAZOPYRIDINE HCL 1008 . .
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Phenazopyridine Hydrochloride Study

Study 99-001-CR
December, 2000

99-001-CR

TREATMENT
GROUP

PLACEBO

PLACEBO

SUBJECT
NUMBER

202

208

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 9E

ADVERSE EXPERIENCES
COMMENTS

COMMENT
MD TO EVAL - COOL WET RAGS APPLIED
PT TO ER FOR IV ROCEPHIN X4 DAYS., SUBJECT DID NOT

TAKE THE PRESCRIBED ANTIBIOTIC AFTER STUDY
COMPLETION
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Phenazopyridine Hydrochloride Study Study 99-001-CR
Pecember, 2000

Tabulation 10

Overall Assessment of Study Medication by Subject
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Phenazopyridine Hydrochloride Study h Study 99-001-CR
# December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO, 99-001-P

DATA LISTING 10
SUBJECT'S OVERALL ASSESSMENT OF STUDY MEDICATION

SUBJECT OVERALL
TREATMENT GROUP NUMBER ASSESSMENT
PLACEBO 101 EXCELLENT

102 POOR

105 FAIR

107 VERY GOOD
202 POOR

205 VERY GOOD
207 POOR

208 POOR

3ol EXCELLENT
302 VERY GOOD
303 GOOD

305 FAIR

401 POOR

402 GOOD

405 FAIR

406 GOOD

501 GOOD

504 FAIR

506 FAIR

507 VERY GOOD
601 VERY GOOD
603 VERY GOOD
606 GOOD

607 GOOD

702 FAIR

704 FAIR

705 GOOD

707 VERY GOOD
802 GOOD

804 FAIR

806 GOOD

807 FAIR

204 FAIR

905 FAIR

306 POOR

907 GOOD
1001 FAIR
1003 VERY GOOD
1005 POOR
1007 POOR
1301 POOR
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Phenazopyridine Hydrochloride Study ‘ Study 99-001-CR
- December, 2000

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 10
SUBJECT'S OVERALL ASSESSMENT OF STUDY MEDICATION

SUBJECT OVERALL
TREATMENT GROUP NUMBER ASSESSMENT
PHENAZOPYRIDINE HCL 103 EXCELLENT

104 EXCELLENT
106 EXCELLENT
108 EXCELLENT
201 FAIR

203 FAIR

204 EXCELLENT
206 FAIR

304 FAIR

403 VERY GOOD
404 VERY GOOD
502 EXCELLENT
503 EXCELLENT
505 FAIR

508 VERY GOOD
602 EXCELLENT
604 EXCELLENT
605 VERY GOOD
608 EXCELLENT
701 GOOD

703 GOOD

706 GOOD

708 GooD

801 FAIR

803 GOOD

805 VERY GOOD
808 FAIR

901 VERY GOOD
902 VERY GOOD
903 GOOD

908 VERY GOOD
1002 FAIR
1004 FAIR

1006 EXCELLENT
1008 FAIR
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Phenazopyridine Hydrochloride Study Study 99001-CR
December, 2000

Tabulation 11

Completion/Discontinuation Information
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} Phenazopyridine Hydrochloride Study

W Study 99-001-CR
December, 2000

TREATMENT GROUP

PLACERO

99-001-CR

ADVANCED CARE PRODUCTS
PROTOCOL NO. $$-001-P

DATA LISTING 11
COMPLETION/DISCONTINUATION

WAS
FOLLOW-UP

SUBJECT COMPLETION CONTACT

NUMBER

101
102
105
107
202
205
207
208
301
302
303
305
401
402
405
406
501
504
506
507
601
503
606
607
702
704
705
707
802
804
806
807
904
903
906
907
1001
1003
1005
1007
1301

STATUS

COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED

MADE? REASON FOLLOW-UP NOT MADE

YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
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INVESTIGATOR
SIGNATURE
DATE

12/13/1999
1271371999
1271371999
03/21/2000
12/13/1999
03/21/2000
03/21/2000
03/21/2000
03/21/2000
03/21/2000
08/01/2000
08/01/2000
08/01/2000
08/01/2000
08/01/2000
0870172000
1171071999
03/08/72000
0370872000
03/08/2000
0370872000
0370872000
03/08/2000
0370872000
0370872000
03/08/2000
03/08/2000
0470672000
0471872000
04/25/2000
07719/2000
07/19/2000
05/711/2000
0571172000
05/11/2000
0571172000
05/11/2000
0571172000
0571172000
0870872000
07/19/2000



; Phenazopyridine Hydrochloride Study

Study 99-001-CR
December, 2000

™

TREATMENT GROUP

PHENAZOPYRIDINE HCL

99-001-CR

ADVANCED CARE PRODUCTS
PROTOCOL NO. 99-001-P

DATA LISTING 11
COMPLETION/DISCONTINUATION

WAS
FOLLOW-UP

SUBJECT COMPLETION CONTACT

NUMBER

103
104
106
108
201
203
204
206
304
403
404
502
503
505
508
602
604
605
608
701
703
706
708
801
803
805
808
901
902
903
908
1002
1004
1006
1008

STATUS

COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED
COMPLETED

MADE? REASON FOLLOW-UP NOT MADE

YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES
YES

NO UNABLE TO REACH PT,.CERTIFIED LETTER SENT & RECEIPT SENT BACK

YES
YES

173

INVESTIGATOR
SIGNATURE
DATE

1271371999
12/1371999
03/21/2000
0372172000
1271371999
03/21/2000
03/21/2000
0372172000
08/01/2000
0870172000
0870172000
1171071999
1171071999
0370872000
0370872000
03/08/2000
0370872000
03/08/2000
03/08/20060
03/08/2000
0370872000
03/08/2000
0471872000
04/18/2000
04/25/2000
07/19/2000
07/19/2000
05/11/2000
05/11/2000
0571172000
05/11/2000
0571172000
0571172000
05/11/72000
0870872000



