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Role of Pharmacy and Therapeutic Committee and Generic Drug Use Policy in
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Abstract

Background: With high expenditure of original drugs use particularly in tertiary hospital of Thailand,
Pharmacy and Therapeutic Committee (PTC) try to mandate strategies and drug policy for cost containment.
Medical Personnel (MP) ideas and attitudes on these issue are key factors for feasible policy implementation.
Objective: to survey the HPs’ ideas on 1) role of PTC 2) generic drugs use policy 3) understanding in generic
products and perception on generic products quality. Methods: A cross-sectional survey research was done
between November 2011 - March 2012. An interview questionnaire and a self-administered questionnaire
were developed and evaluated for content validity and reliability. Research site was a 549-bed Roi-et
Hospital. Study samples consisted of six groups who practicing during January 1 and February 29, 2012
including of physician, dentist, pharmacist, nurse, medical student, and pharmacy student. Descriptive
statistics and Kruskal-Wallis test were used. Results: Response rate was 70.6% from 125 participants
including physicians (32.0%), dentists (6.4%), pharmacists (21.6%), nurses (6.4%), medical students (32.0%),
and pharmacy students (1.6%). Most participants (63.7%) understood role of PTC. In their perspective the
most important role of PTC was to manage drug system and to control quality use of medicines (QUM) in
hospital. Most of MPs (62.4%) accepted generic drugs use policy in the moderate level, while some (7.2%)
rated in the highest and high level. Before implementing generic drug use, most MPs (76.1%) needed
evidence-based information of generic products on therapeutic equivalence (TE) with original products.
Among 6 MP groups, there were significantly difference on understanding in generic products and perception
on generic products quality (p=0.001 and 0.004, respectively). Pharmacist showed the highest score on
understanding in generic products (6.51 &+ 1.72 from the total score of 10). Pharmacy student showed the
highest score on perception in generic products quality (7.75 *+ 1.76 from the total score of 10). Three drug
groups that most of HPs did not recommend to use generic products were antibiotics, antiepileptic and
cardiovascular drugs. Conclusion: Most HPs understood role of PTC and agreed with generic drug use
policy. However, they are concern on quality of generic products and need therapeutic equivalence
information before generic drug use. These findings are important implications for PTC in establishing generic
drug use policy in Roi-et hospital.

Key words: Generic drug, Pharmacy and Therapeutic Committee (PTC) , Drug use policy, Medical

Personnel, Hospital
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Table 1 Characteristics of respondents

Response rate n (%)

Characteristic Self-administered In-dept
questionnaire (n=125) Interview (n=27)
Gender Male 47 (37.6) 13 (48.2)
Female 78 (62.4) 14 (51.8)
Health personnel
Physician 40 (32.0) 12 (44.5)
Dentist 8 (6.4) 5 (18.5)
Pharmacist 27 (21.6) 4 (14.8)
Nurse 8 (6.4) 2(7.4)
Medical student 40 (32.0) 3(11.1)
Pharmacy student 2 (1.6) 1(3.7)
No. of years in practice (years) 9.62 + 9.84 14.7718.91
PTC membership
Current PTC member 18 (14.4) -
Used to be a PTC member 7 (5.6) -
Never been a PTC member 100 (80) -
Coordinated with PTC
Ever - 10 (37.1)
Never - 17 (62.9)

Table 2 Respondents’ opinions about the role of PTC (n =113)

n (%)
Opinions
Understand in role of PTC
Do not understand 41 (36.3)
Understand 72 (63.7)
Role of PTC in hospital (can choose more than one answers)
Manage drug system and control quality use of medicines (QUM) 64 (56.6)
Development of drug policies and drug information 25 (22.1)
Management of drug prescribe and administration 17 (15.0)
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Monitor and analyze expenditure on drugs

6 (5.3)
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Table 4 Respondents’ score on understanding in generic products

Type of participants Mean SD p-value*
physicians (n=40) 5.85 1.21
dentists (n=8) 4.50 1.93
pharmacist (n=27) 6.51 1.72
nurses (n=8) 4.75 1.67 0.001
medical student (n=40) 5.22 1.31
pharmacy students (n=2) 4.50 0.71

total (n=125) 5.62 1.54

*Kruskal-Wallis test was used.
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Table 3 Respondents’ opinions about generic drugs use and generic drugs substitution policy

physicians dentists pharmacist nurses medical student Pharmacy total
Opinions students
n (%) n (%) n (%) n (%) n (%) n (%) n (%)
Should use generic drugs in practice (n=125)
Strongly agree - - - - 1(2.5) - 1(0.8)
Agree 3(7.5) 1(12.5) - - 4 (10.0) - 8 (6.4)
Neutral 26 (65.0) 5 (62.5) 20 (74.1) 4 (50.0) 22 (55.0) 1 (50.0) 78 (62.4)
Disagree 10 (25.0) 2 (25.0) 7 (25.9) 4 (50.0) 13 (32.5) 1 (50.0) 37 (29.6)
Strongly disagree 1(2.5) - - - - - 1(0.8)
Generic drugs substitution policy (n=113)
Disagree because generic drug is not equivalent with _ 1(14.3) 1(4.5) - - - 2(1.8)
original drug
Agree with a reason
1. no needed information - - 1(4.5) 2(18.2) 5(16.7) - 8(7.1)
2. needed evidence-based information of generic 34(91.9) 5(71.4) 18(81.8) 7(63.6) 16(53.3) 6(100) 86(76.1)
products on therapeutic equivalence (TE) with original products
3. based on patient's health insurance ex. original 7(18.9) 1(14.3) 3(13.6) 6(54.5) 8(26.7) 1(16.7) 26(23.0)
drugs can be prescribed for CSMBS patients
4. based on quality of generic drugs which should be 11(29.7) 2(28.6) 9(40.9) 3(27.3) 7(23.3) 2(33.3) 34(30.1)
purchased from company with GMP/PICs certificate
5. needed information from clinical trial study in 11(29.7) 4(17.1) 12(54.5) 6(54.5) 9(30.0) 4(66.7) 46(40.7)

hospital to confirm efficacy and safety of generic products
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Table 5 Respondents’ knowledge and perception in generic products quality

Frequency of correction, n (%)

Knowledge items Correct physicians dentists pharmacist nurses medical Pharmacy total
answer student students

(n=40) (n=8) (n=27) (n=8) (n=40) (n=2) (n=125)
1. Bioequivalence v 34(85.0) 5(62.5) 20(74.1) 8(100) 33(82.5) 2(100) 102(81.6)
2. Bioavailability v 29(72.5)  7(87.5) 23(85.2) 6(75.0) 23(57.5) 2(100) 90(72.0)
3. Pharmaceutical equivalence and bioavailability X 27(67.5) 4(50.0) 17(63.0) 3(37.5) 19(47.5) 1(50.0) 71(56.8)
4. New generic drug registration system X 7(17.5) - 9(33.3) - 7(17.5) - 23(18.4)
5. Excipient v 35(87.5) 2(25.0) 22(81.5) 5(62.5)  23(57.5) - 87(69.6)
6. Strength x 8(20.0) 3(37.5) 5(18.5) - 26(65.0) - 42(33.6)
7. Safety v 36(90.0)  7(87.5) 22(81.5) 7(87.5) 35(87.5) 2(100) 109(87.2)
8. Drug patent v 32(80.0) 3(37.5) 22(81.5) 4(50.0) 23(57.5) 2(100) 86(68.8)
9. Patient's health insurance X 12(30.0)  2(25.0) 17(63.0) 4(50.0) 9(22.5) - 44(35.2)
10. Good Manufacturing Practice (GMP) Certificate X 14(35.0)  3(37.5) 19(70.4) 1(12.5) 11(27.5) - 48(38.4)

Knowledge score (total score of 10) 5.85 4.50 6.51 4.75 5.22 4.50 5.62

+sbD 1.21 1.93 1.72 1.67 1.31 0.71 1.54

perception in generic products quality score (VAS) 6.41 6.94 7.06 712 5.82 7.75 6.46

(0—-10 score)
+sp 1.36 0.94 1.06 0.83 1.52 1.76 1.39
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