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APPENDIX I

EXAMPLE OF DATA RECORD FORM
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ASSESSMENT OF SEIZURE CONTROL AND ADVERSE DRUG REACTIONS

Assessment of Seizure Control
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Assessment of Adverse Drug Reactions of Other Antiepileptic Drugs
Phenobarbital Carbamazepine Valproic acid
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APPENDIX II

EXAMPLE OF EQUATIONS



Equations used for calculation of phenytoin pharmacokinetic parameter and serum

concentrations

Equation 1 :

Equation 2 :

Equation 3 :

Equation 4 :

Equation 5 :

Equation 6 :

Loading dose = Vd. Cp_ = Vd(Cp desired - Cp initial
S.F SF

Maintenance dose = (Vm)(Cpss)(T)
(Km+Cpss)(S)(F)

Cp = Km x (SYE)DOSE/T)
Vm-(S)(F)(DOSE/T)

When serum albumin was low

Cp

Cp adjusted =
0.2 x alb. + 0.1
When renal failure and serum albumin was low

Cp

Cp adjusted =
0.1 x alb. + 0.1
Wagner methods

In Cpwag = In Cpl + In b.(DOSE2-DOSE1)

b = 1.0078025

Vd = Volume of Distribution (L/kg)

Cp = Measured Serum Phenytoin Concentration (pig/mL)

S = Sodium Salt (0.92)

F = Bioavailability (1.0)
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DOSE = Phenytoin Dose (mg/d)

T = Dosing Interval (d)

alb. = Serum Albumin

Km = Michaelis constant (plg/mL)

Vmax = The Maximum Rate of Metabolism (mg/kg/d)

When phenytoin used with other drug , calculated by equation and coreection factors (Q) as

followed :

Dose(adjusted) = Dose (observed)/Q

Cp of Phenytoin + Drug = Cp of Phenytoin x Q

Correction factor (Q) :

Amiodarone 2.58
Benzodiazepines 1.84
Carbamazepine 0.87
Carbamazepine+Phenobarbital 0.80
Chloramphenicol 3.91
Cimetidine 3.91
Contraceptives 1.34
Folic acid 0.73
Isoniazid 2.71
Metronidazole 1.18
Phenobarbital 0.94
Pyridoxine 0.65
Salicylate 0.84
Tolbutamide 0.91
Valproic acid 0.75 (5-10 weeks)

0.93 (after 6 months)



APPENDIX III

Details of Clinical Responses in Patients



Clinical Responses of Patients Receiving Phenytoin.

Pt. No. Dose/d Duration of Duration of Frequency of Duration of Clinical response
(mg.) Epileptic treatment (yr.) Phenytoin treatment (yr.) seizure (/month) seizure (min.) Absolutely Partially Not control Adverse Reactions
1 300 2 2 No seizure No seizure / horizontal nystagmus,

gum hypertrophy,drowsiness

2 300 17 13 3-4 0.5 / gum hypertrophy

3 350 7 6 2-3 1 /

- 400 1 1 3 1 / Ataxia, Diplopia, Dizziness
300 3 1 /

5 300 27 7 1 1 /

6 350 20 8 2-3 1 / mild horizontal nystagmus

7 300 18 3 2 2-3 / mild gaze horizontal

nystagmus

8 300 26 10 4-5 1-2 / gum hypertrophy
350 1-2 0.5 / gum hypertrophy

9 300 30 12 1-2 1 /

10 400 23 6 1-2 0.5 /

SOl



Continue....

Pt. No. Dose/d

Duration of

Duration of

Frequency of

Duration of

Clinical response

(mg.) Epileptic treatment (yr.) Phenytoin treatment (yr.) seizure (/month) seizure (min.) Absolutely Partially Not control Adverse Reactions
11 300 30 5 No seizure No seizure / horizontal nystagmus
12 300 25 23 1-2 1

350 No seizure No seizure /
13 250 29 8 2-3 1 gum hypertrophy
14 300 27 10 >10 5 gum hypertrophy, headache
15 300 8 8 2-3 3 gum hypertrophy,drowsiness
16 300 19 19 1 1 gaze horizontal nystagmus
17 300 17 16 No seizure No seizure / nystagmus
18 300 10 8 1-2 1
19 300 19 2 1 S
20 300 8 8 No seizure No seizure / nystagmus,gum hypertrophy
21 300 43 4 No seizure No seizure / gum hypertrophy
22 300 10 10 1-2 0.5 mild nystagmus
23 200 16 14 0.5 0.5 gum hypertrophy

300 No seizure No seizure / gum hypertrophy,acne

drowsiness

901



Continue....

Pt. No. Dose/d Duration of Duration of Frequency of Duration of Clinical response
(mg.) Epileptic treatment (yr.) Phenytoin treatment (yr.) seizure (/month) seizure (min.) Absolutely Partially Not control Adverse Reactions
24 200 5 5 1-2 5 /
250 No seizure No seizure drowsiness
300 No seizure No seizure drowsiness
25 350 16 5 5-6 2-3 /
26 300 31 0.66 12 5-10 /
350 1-2 0.5 /
400 No seizure No seizure
27 400 7 3 5 5 /
28 350 17 17 3 1 / drowsiness
29 300 39 10 2 1 / drowsiness
30 300 16 4 5-6 2-3 / nystagmus
31 300 12 12 3 0.5 / gum hypertrophy
32 300 24 11 >10 5 / gum hypertrophy
33 175 6 6 No seizure No seizure dizziness
34 300 46 10 1-2 0.5 / horizontal nystagmus,

gum hypertrophy

LO1



Continue....

Pt. No. Dose/d

Duration of

Duration of

Frequency of

Duration of

Clinical response

(mg.)  Epileptic treatment (yr.) Phenytoin treatment (yr.) seizure (/month) seizure (min.) Absolutely Partially Not control Adverse Reactions
35. 300 10 10 2 0.5 / nystagmus, ataxia, diziness
36 350 29 26 1 0.5 / gum hypertrophy,drowsiness
37 250 6 S 2 5 / gum hypertrophy
38 300 16 8 7-8 2-3 /
39 300 26 13 1 0.5 / gum hypertrophy
40 300 9 4 1-2 0.5 / gum hypertrophy
400 1 0.5 / gum hypertrophy,dizziness
41 300 20 18 2 0.5 gum hypertrophy
42 300 25 5 1 1-2 / gum hypertrophy
43 300 24 8 3-4 5 / gum hypertrophy
44 300 6 6 1 0.5 /
45 300 6 6 No seizure No seizure nystagmus, ataxia, nausea,
vomitting, headache
200 No seizure No seizure
46 200 1 1 No seizure No seizure
47 300 1 1 1-2/d 0.5 /
48 300 24 14 1-2/d 0.5-1 / cerebellar atrophy
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Continue....

Pt. No. Dose/d Duration of Duration of Frequency of Duration of Clinical response
(mg.) Epileptic treatment (yr.) Phenytoin treatment (yr.) seizure (/month) seizure (min.) Absolutely Partially Not control Adverse Reactions
49 325 36 30 No seizure No seizure /
50 300 4 R No seizure No seizure / nystagmus, ataxia, nausea,
vomitting
250 No seizure No seizure /
51 100 3 3 1-2/d 0.5-1 /
52 300 4 4 1-2/d 1 / horizontal nystagmus,
ataxia
200 0-1/d 0.5 /
53 50 0.16 0.16 1-6/d 0.5-1 /
54 200 4 4 No seizure No seizure /
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