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ch as angulation, cavernosal fibrosis or Peyronie’s 
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older (> 65 and ≥ 75 years of age) and 
younger subjects (≤ 65 years of age).
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Table 1. Adverse Events Reported by >2% of Patients with ED Treated with Tadalafil, and 
More Frequent on Drug than Placebo, in Phase 2/3 Clinical Trials.

Tadalafil Dosing Regimen (Patients with 
ED):

On-Demand (10, 20 mg) Once-a-Day (2.5, 5 mg)
Event % Patients % Patients

TADAL
AFIL Placebo TADALAFIL Placebo

(N=1561) (N=758) (N=500) (N=248)

Headache 11 4 4 5

Dyspepsia 7 1 4 2

Back 
Pain  4 3 3 1

Myalgia 4 1 2 1

Nasal congestion 4 2 2 0

Flushing 4 1 2 1

common (≥ 2%) adverse events included nasopharyngitis, gastroenteritis, upper respiratory tract 
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to the patient’s underlying risk factors for hearing loss, a combination of these fa
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–
enile shaft should be punctured at either the 2 o’clock or the 10 

o’clock position, and 20

–
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significantly impact patients’ hemodynamic response
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studies assessing patients’ ability to engage in successful and satisfying sexual intercourse, 

“at home” setting and by office
20 mg significantly improved patients’ ability to have success
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coated tablet, debossed with “14” on one side and other side plain.

debossed with “13” on one side and other side plain.

tablet, debossed with “12” on one side and other side plain.



 

Page 22 of 49 

 

tablet, debossed with “11” on one 

Blisters of 4’s (4x ), 28’s (4x7)
isters of 4’s (4x1), 28’s (4x7) 

dosing): Blisters of 4’s (4x1)
dosing): Blisters of 4’s (4x1)
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[1’,2’:1,6]pyrido [3,4

methylpyrazino[1’,2’:1,6]pyrido [3,4

(methylenedioxy)phenyl]pyrazino[1’,2’:1,6] pyrido[3,4

Pyrazino [1’,2’: I ,6]pyrido[3,4

Pyrazino[1’,2’:1,6]pyrido[3,4

pyrazino[1’,2’:1,6] pyrido [3,4
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EF scores in the “No ED” range (defined as IIEF EF ≥ 26) 

“Were you able to insert your penis into your
partner’s vagina?” “Did your erection last long enough for you to have 
successful intercourse?”

t’s satisfaction with sexual intercourse and 

“Has the treatment you
improved your erections?” “Were you 

satisfied with the hardness of your erection?” “Were you satisfied overall 
with this sexual experience?” 

at included a question assessing the partner’s satisfaction with the sexual experience.

–



 

Page 27 of 49 

 

Table 2. Summary of Efficacy Variables in Tadalafil Pivotal Clinical Trials.

Placebo TADALAFIL 10 mg TADALAFIL 20 mg

Efficacy Variables (N=308) (N=321) (N=258)

Endpoint Change Endpoint Change Endpoint Change

IIEF, mean

Erectile Function domain score 15.1 0.6 21.1 6.5* 23.9 7.9*

Overall Satisfaction domain score 5.2 0.5 6.7 1.8* 7.4 2.4*

SEP diary, mean per-patient % “Yes” response

Question 2 (Vaginal Penetration) 48% 2.0% 73% 24%* 80% 27%*

Question 3 (Successful intercourse) 31% 6.0% 58% 34%* 70% 39%*

* p <0.001 (Pairwise comparisons between placebo and each treatment were adjusted by the method of 
Dunnett). IIEF: International Index of Erectile Function; SEP: Sexual Encounter Profile.

Maximum domain scores achievable for the Erectile Function and Overall Satisfaction domains of the IIEF are 30 
and 10, respectively.

EF† Scores of 26
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– The IIEF also measures patients’ confidence that

Table 3.   Summary of IIEF Domain Scores in tadalafil Placebo-Controlled Studies.

Maximum TADALAFIL 20mg Mean Scores,

IIEF Domain Domain Mean Value Mean Value Untreated Men
Score Without ED*at Baseline at Endpoint

Erectile Function 30 16.0 23.9 25.8

Orgasmic Function 10 5.8 7.6 8.8

Sexual Desire 10 6.5 6.9 7.0

Intercourse Satisfaction 15 7.1 10.5 10.6

Overall Satisfaction 10 5.0 7.4 8.6

* Source of control group data:  Rosen RC, et al.  Urology 1997;49(6):822-830. 
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Source of control group data:  Rosen, RC, et al.  Urology 1997; 49(6):822-830 
 

showed statistically significant improvement in patients’ ability to achieve an erection 
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improvement from baseline in the IIEF EF domain score, and percentage of “Yes” responses to 

. 
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Table 4. Summary of Primary Efficacy Variables in Diabetic Patients - TADALAFIL 

Pivotal Clinical Trials.

Placebo Tadalafil 10 mg TADALAFIL 20 mg

Efficacy Variables (N=141) (N=142) (N=119)

Endpoint Change Endpoint Change Endpoint Change

IIEF, mean

Erectile Function domain score 12.6 0.4 19.1 6.1* 19.6 7.4*

Overall Satisfaction domain score 4.9 0.3 6.2 1.6* 6.2 1.8*

SEP diary, mean per-patient % “Yes” response

Question 2 (Vaginal Penetration) 30% -3.0% 60% 23%* 59% 26%*

Question 3 (Successful intercourse) 19% 1.0% 48% 30%* 48% 32%*

* p < 0.001 (Pairwise comparisons between placebo and each treatment were adjusted by the method of Dunnett)  
IIEF: International Index of Erectile Function; SEP: Sexual Encounter Profile.  
Maximum domain scores achievable for the Erectile Function and Overall Satisfaction domains of the IIEF are 
30 and 10, respectively.  
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– –
mean percentage of ‘yes’

– –

Table 5. Penile Plethysmography Study with TADALAFIL 10 mg: Subjects with
Response 55% Penile Rigidity for at least 3 Consecutive Minutes

Time postdose
Proportion of Responders

(minutes) Placebo (N=41) 10 mg TADALAFIL (N=41)

n (%) n (%)

15 4 (9.8) 8 (19.5)

30 12 (29.3)6 (14.6)

45 8 (19.5) 17 (41.5)*

60 8 (19.5) 20 (48.8)*

* p value < 0.05 versus placebo
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Table 6. Primary Efficacy Variables in TADALAFIL for Once-a- Day Use: General Population Trials.

Placebo TADALAFIL 2.5 mg TADALAFIL 5 mg

Efficacy Variables (N=148) (N=96) (N=206)

Endpoint Change Endpoint Change Endpoint Change

IIEF, mean

Erectile Function domain score 14.9 1.3 19.2 6.2* 21.9 8.6*

SEP diary, mean per-patient % “Yes” response

Question 2 (Vaginal Penetration) 50.4% 6.5% 64.9% 23.9%* 75.4% 31.7%*
Question 3 (Successful intercourse) 32.9% 10.5% 50.2% 31.4%* 62.4% 40.6%*

* p <0.001 versus placebo by ANCOVA model. (Pairwise comparisons between placebo and each treatment were 
adjusted by the method of Dunnett).

IIEF: International Index of Erectile Function; SEP: Sexual Encounter Profile. 
Maximum domain score achievable for the Erectile Function domain of the IIEF is 30. 
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Table 7. Primary Efficacy Variables in TADALAFIL for Once-a-Day Use: Diabetic Trial.

Placebo TADALAFIL 2.5 mg TADALAFIL 5 mg

Efficacy Variables (N=100) (N=100) (N=98)

Endpoint Change Endpoint Change Endpoint Change

IIEF, mean

Erectile Function domain score 14.7 1.3 18.3 4.8* 17.2 4.5*

SEP diary, mean per-patient % “Yes” response

Question 2 (Vaginal Penetration) 43.0% 5.3% 62.3% 20.5%* 61.1% 28.9%*
Question 3 (Successful intercourse) 28.2% 8.2% 46.0% 25.9%* 41.1% 25.0%*

* p < 0.001 versus placebo by ANCOVA model. (Pairwise comparisons between placebo and each treatment were 
adjusted by the method of Dunnett).

IIEF: International Index of Erectile Function; SEP: Sexual Encounter Profile. 
Maximum domain score achievable for the Erectile Function domain of the IIEF is 30.
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part “ ” 

 

• 

amyl nitrite “poppers”), your blood pressure 

• 

• 

• 

coated tablets. They are in shape of almonds and have “14”, 
“13”, “12” or “11” marked on one side. The active substance 
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• 

• you don't get the results you expect ― talk to your 
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