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Abstract

The aim of this survey is to investigate views of pharmaceutical manufacturers conceming the Code of Good
Manufacturing Practice (GMP) of the Pharmaceutical Inspection Cooperation Scheme (PIC/S). Between 19
October and 5 December 2007, data were collected from all modern pharmaceutical manufacturers in
Thailand {(n=165) using mailed questionnaires. Data were analyzed using descriptive statistics and ANOVA to
compare differences across the manufacturer business size as well as spearman correlation to investigate the
associations among variables. Fifty-six questionnaires were completed (response rate 34%). The average age
of the modern pharmaceutical manufacturers in this study was 35 years. According to business size by small
and medium enterprises (SMEs), the manufacturers were divided into three groups: small, medium, and large-
sized businesses (23.2%, 50.0% and 19.6% respectively}. Thirty-three of the manufacturers (59%) are
exporters of drug products. The respondents were asked to assess their potential to achieve the GMP of
PIC/S and the data revealed that the majority rated at a moderate to high level. There was a statistically
significant difference in overall potential to achieve the GMP of PIC/S scores among the three groups (p <
0.001) and the small-sized businesses had the lowest mean scores. Regarding views of obstacles to achieve
the PIC/S GMP, the comparison demonstrated a significant difference for size of manufacturer business
(p=0.005). The small-sized businesses had significantly higher obstacle scores. The major obstacle faced was

financial difficulties (i.e. investment in infrastructure: machines, equipments and premises). Additionally, there
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were correlations between sale value and overall potential; and sale value and obstacles to achieve the GMP
of PIC/S (r = 0.553, p < 0.001 and r = -0.400, p = 0.004 respectively}. Forty-five percent of respondents
suggested that Food and Drug Administration (FDA) should not enforce the GMP of PIC/S upon all modern
pharmaceutical manufacturers at present as such an action could cause difficulties in management and
expenditure. However, 30% agreed to comply with the GMP of PIC/S as they believed that the new GMP
could increase the standards of manufacturing practice. Consequently, the image of pharmaceutical
manufacturers in Thailand would be improved. The findings could be used by the FDA in order to provide a
suitable option for modern pharmaceutical manufacturers and introduce a policy to explore and ultimately
improve the standard of manufacturing practice in Thailand.
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WHNLAG * mean score = azluudnunadolasiuidszning 1-5 (Hauhga fig ANAFA)
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M990 6 azluudnsawadovadlsenun e JQIABIEE PN b pUaaNaUwIa L3991% (n=52)

Aw1al5997% NI (L)

"
mean score SD F

p-value

1. HuIaM iﬂ%ﬁ"li@!ﬂkﬂ"lw

; msmfmu@mmwwa?m”’mmrﬁ%”mgﬁﬂuﬁ&m;@mmmmm L MENLN

dRFMBAEN 9 nTsUaun SRR e 98y aurien s JuRE NN INLN %

Lan 13 2.54
nana 28 3.07
lian] 11 3.36

2. ANIAUARNT ; msa"@?ﬁf:f?'yﬂmnﬂuﬁ?muﬁgﬁmwa

i 13 2.92
nand 28 3.54
Tnag 11 3.91

0.78 4.174 0.021
0.77
0.50

0.95 4.874 0.012
0.84

0.30

3. BNIABIATADTWNUALIATBIAD: mms@“&a.g_j"luavmwLL?@a”awﬁria"l74”.',ﬁ@msﬂmffau@iammﬁﬂﬁaﬂﬁag@

i 13 3.23
AR 28 3.25
Twad 11 4.09

@

0.83 4.183 0.021
0.89
0.83
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AwIAl5I9% I (LUL19) mean score’ sSD F p-value

4. waIARIATENWNLAzIASaINE: USIIn AR T e UL NI N AR DN AN IS HY GO NA A TR I R

ErT I T !

Lan 13 2.62 1.12 6.400 0.003
Nad 28 3.21 0.92

lian] 11 4.00 0.78

5. BNIANIANBWANTHAN: mwﬁmﬁmmsﬂmﬁauﬁ‘rmmTJ"N5@;Qﬁ‘w?@m?ﬂmﬂim:r"wwﬁﬂn”mfﬁ TINH
msﬂmﬁau?ﬁuw?}f UReRIBHY F201eTATITIAUIE RN RNA 1T 108 MTUanuSImNAR uaniaNAe
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i 13 3.15 0.90 4.353 0.018
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Tnag 11 4.09 0.70

6. WNIANSATUANAINN: inTavdialuda s JUGnmmuzauildns o uas im0

i 13 3.23 1.01 3.446 0.040
nand 28 3.64 0.87
lian] 11 4.18 0.75

WANELAR * mean score = AzuUUANUATWLARLIATEATe 1-6 (Hawfiga fls wnfiga)
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2W1AL5991% 91T (1Y)  mean score”  SD F p-value
% 13 22.00 216 6.022 0.005
N84 28 19.07 2.68
lian] 11 17.73 4.92

Ay ! ¥ o A l
RN *mean score = ﬂ&LLHRQﬂmiﬂLaﬂUNﬂﬂi$ﬂiﬂﬂ 5-25 (18 onga a4 Nﬂﬂﬂq@l)
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Pharmaceutical Inspection Cooperation Scheme.
(a) Lists of

participating  authorities

(&observers). http:/Awvww.picscheme.org/
index.php?p=member. Accessed on March
27, 2008.

Pharmaceutical Inspection Cooperation Scheme.
(b} Benefits of PIC/S membership.
http:/Avww . picscheme.orgfindex.php?p=
benefi. Accessed on March 27, 2008.

The Food and Drug Administration. Ministry of Public
Health. Name list of Modern Medicinal GMP
Conformance Manufacturers.
http: /Awww .fda.moph.go.th/fdanet/html/
product/drugffda_drug/gmpenglish.htm.

Accessed on March 27, 2008.
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