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.58.
Patient Use Study
5. Safety (Cont.)
Table 37
Patients Discontinued Due to Adverse Expericnces
Investigator/ Onset Discon. Discon.
Swdy No. AN | Sex/Age Day Adverse Experience Study | Duration [ Serious | Intensity Drug Relatian Outcome Day
Dr. Adams/0U3-001 4004 M/62 2 Somnolence Yes 2 days No [Severe Probably Recovered 11
2 Dry Lips No 2 days No  [Mild Possibly Recovered
2 Irritability No 2 days No [Moaderate Possihly Recovered
Dr. Adamsf()(9-001 4008 M1 2 Headache Yes 12 days No [Mitd Definitely Not  |Recovered 13
2 Asthenia/Fatigue No 5 days Na [Maderate Prohably Recovered
5 Nausea Yes 5 days No |Moderate  [Possibly Recovered
5 Yomiting Yes 5 days No [Moderate Possibly Recovered
Dr. Blonchond/009-002 4038 F136 2  |Somnolence Yes 6 days No  [Moderate  |Possibly Recovered 9
Dr. Blanchacd0009-002 4047 M3 { Somuolence Yes S days No [Mild Possibly Recovered 42
Dr. Blanchard/009-(:02 4052 F/61 2 Asthenia/Fatigue Yes 4 days No |Moderate Passibly Recovered 8
2 Dizziness Yes 3 days No |Mild Possibly Recovered
Dr. Dawsoi/009-004 4096 M7 1 Infection, Fungat No 10 days No [Mild Definitely Not  |Recovered 10
2 Somnolence No 5.2 lus Na  [Mild Possibly Recovered
2 |Depression No 5.2 brs No [Mild Probably Not Recovered
2 Dyspnea No S0 mins No [Mild Probably Not Recovered
2 Pain, Abdominal No 5 brs No  |Mild Possibly Recovered
3 Anziety No 42 mius No [Mild Probably Not Recovered
3 Anxiety No 1.8 hus No [Mild Probably Not Recovered
3 Dry Mouth No 321us No [Mild Probably Not Recovered
3 |{Tremor No 1.8 lus No |Mild Probably Not Recovered
3 Spasm No 1.9 hre No |Mild Probably Not Recovered
3 Dry Mouth No 3.2 lrs No [Mild Probably Not Recovered
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MK-0130 Prot. No. 009

.59.
Patient Use Study
S. Safety (Cont.)
Table 37 (Cont.)
Patients Discontinued Duc to Adverse Experiences
Investigatn/ Onset Discon, Discon.
Study No, | AN | Sex/Age Day Adverse Expericnce Suxly [ Duration} Setious | Intensity Drug Relation Outcome Day
3 |Tachycardia No 42 mins No [Mild Probably Not Recovered
3 Pain, Abdominal No 42 mins |  No |Mild Probably Not Recovered
3 fnfection, Resp, Upper No 3 days No [Mild Definitely Not Recovered
3 Panic Disorder No 6 days No |Moderste  [Probably Not Recovered
4  |Spasm No 9 hys No  |Mild Probably Not Recovered
4 {Nervousness No 9 hrs No [Mild Probably Not Recovered
7  |Hyperventilation No 3 days No |Mild Probably Not Recovered
7  {Spasm No 3 days No |Mild Probably Not Recovered
7 [Nervousness No 3 days No [Mid Probably Not Recovered
8 Headache No 7 hes No |Mild Probably Not Recovered
9 Rasl Yes 2 days No [Mitd Possibly Still Present
Dr. Diet2/009-05 4123 M/40 t Somnolence No Shis No |Moderate  |Deflnitely Recovered 6
2 Somnolence No 14.5 s No |Moderate  |Definitely Recovered
3 Somnolence No 15 hrs No  IModerate Definitely Recovered
3 Dizziness No 2.5 lus No [Moaderate Definitely Recovered
4 Somnolence Yes 5brs No  |Moderate Definitely Recovered
Dr. Dietz/009-005 4134 F/25 2 Asthenia/Faligue Yer 4.5 hts No Seveie Definitely Recovered 9
Dr. Dietz/009-00S 4135 F/51 1 Somnolence Na 11 hrs No  |Moderate Probably Recovered 9
! Headache No 6 lirs No  [Mild Delnitely Not Recovered
2 Somnolence No 7.5 lus No |Moderate Probably Recovered
3 Somnolence No 9 hrs No [Mild Probably Recovered
3 Headache No 12 lus No |Moderate De(initely Not Recovered
6 Headache No 935 hrs No |Moderate Definitely Not Recovered
8 Somnolence Yes 8 s No [Modecrate Probably Recovered
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MK-0130 Prot. No. 009

-60.
Patient Use Study
5. Salety (Cont.)
Tablc 37 (Cont.)
Patients Discontinued Duc to Adverse Experiences
Tuvestigatn/ Onset Discon. Discon.
Study No., AN Sex/Age Day Adverse Experience Study | Duration | Serious Intensity Drug Relation Ouicome Day
Dr. Duckhor/090-016 4154 Fr24 2 Somnolence Yes 4.5 hrs No [Modemte  |Probably Recovered 1
De. Dok O ()6 4161 Fr24 2 Somnolence Yes 2 lus No Moaderale Probably Recovered 11
Dr. Hu/009-(417 4102 Fr2 { Menstruation Disorler Yes 2lus No |Severe Possibly Recovered 46
i Preumonin No 22 days Yes |Suevere Definitely Not Recovered
1 Pneumonia No 1S dnys Yes  |Severe Definitely Not Recovered
Dr. falmson/iN9.008 4223 M/40 { Pain, Flank Yes 2dnys No Muoderate Probably Nt Recovered 12
Dr. lohingoni(39-008 4224 F149 2 Pain, Abdominal Yes 2 days No |Maderate Probably Not Recovered 7
Dr. Johnson/009-008 4210 M/47 3 Headache Yes 4 days No  |Muoderate  |Definitely Not  {Recovered 14
Dr. Johnsonf009.008 4231 M7 t Anxiety Yes 2 hirs No  jModerate  [Probably Not Recovered 2
1 Somnolence Yes 2 fus No  |Severe Probably Recovered
Pain, Back No 16 tirs No [Moderate  |Definitely Not  |Recovered
Dr. Machury/(05-009 4248 M739 2 Psycbic Disturbance Yes 3 days No |Mild Possibly Recovered 15
2 Somnolence Yes 3 days No [Mild Possibly Recovered
2 Ataxia Yes 3 days No Mild Possibly Recovered
Dr. Napier/0i®-010 4273 F165 3 Urticaria Yes 3 days No [Mild Possibly Still Present 11
Dr. Sack/009-0t § 4323 FR6 { Somnolence Yes 3 days No |Sevete Definitely Recavered 8
5 |Headache No 2 hes No |Mild Definitely Not  |Recovered
Dy. Ross/009-014 4402 Fi22 1 Somnolence Yes 7 days No Mild Probably Recovered 8
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MK-0130 Prot. No. 009

61-
Patient Use Study
5. Safety (Cont.)
Table 37 (Conl.)
Patients Discontinued Due to Adverse Expcricnces
luvestigotor/ Onsel Discon. : Discon,
Study No. AN Sex/Age Day Adverse Experience Study | Dutation | Sesious | Infensity Dyug Relation Outeome Day
1 Dry Mouth No 7 days No IMild Prohably Recovered
Dr. Adamsiii® 501 4425 M/24 2 Headache No 4 days No  [Mild Possibly Recovered 10
2 Somnolence Yes 4 days No  |Moderate  |Probably Recovered
Dr. Adamy/a09-60 [ 4427 M/40 t Somnolence Yes 9 lwrs No  |[Severe Probably Recovered 8
2 Mental Acuity Decreased No 5.5hrs No  |Moderate  |Possibly Recovered
Dr. Titker/009-012 4453 E141 1 Somnolence Yes S days No [Moderate  [Probably Recovered 10
Dr. McCluskeyM(9.015 | 4464 Fr2a 1 Somnolence Yes 3 days No  [Moderate Probahly Recovered 1o
Dr. Brodie/N09-003 45,5 F/22 2 Somuolence Yes 124 lus No }Severe Definitely Recovered 7
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