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Fig. 1. Evolution of the pesticide regulatory framework in the EU.
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Fig. 2. Regulatory framework for the registration of active microbial ingredients in the EU.
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Fig. 3. Regulatory framework for the registration of microbial PPPs in EU member states.



substances) If > HFTfEft C &R T RE L
o HARE R P EE L& B
BEBLPIHERD R 120 KA - #ZUEEECHAR ]
2 15 0 HAE > & BB G R
VIR TR EE 0D -

= RBINMAYIERC R

EEBEEYIREEN (PPP) KHA
WGy FE RS RFE G (EPA) BH -
EPA 1R#E (BHFSEN » 2R bAa i)
(FFDCA 1938) ™ Fi1 (IhFR ik » 7 B 1
I ERIE) (FIFRA 1947)®) I EAEH
RE - B4 - (B mEREE) (FQPA
1996) @ #E—4 %} FIFRA 1 FFDCA #1T
TBET » R REEERE T RN 2
REHE I TR SRR TR L EE HE
—HiE o EEEIN T RSN T M
BURBEBIV I —2 - itk - (RS
o #E k)
Improvement Act, PRIA) 19 By R [E]FEAIEY
BRI T MR B AR R 2R &
FOPTRERFEAILE 4 2 18 i H A% - PRIA
53 Ry LU N = #B43 « PRIA 1+ PRIA 2 (1§
FF & , renewal) FI PRIA 3 (& ZE ,
extension) * = [ &4 4 B 2004 4F -
2007 40 2012 FEHE o EVIHTIEEH
(Biological control agent, BCA) HJ#& 2
SKAWFR B FSERTE M43 %6 40 (40 CFR) 25
158 #B43 U8 - SHE YA YT B
(MBCA) HERIERIILES VAT« 4
Y) B ¥ 40 CFR 158.2100 £ 40 CFR

(Pesticide Registration

AR BRI 27

158.2174 1 » [[k4} - EPA AR ELER
ZIEHERIFR R BRI R HER] - A RS (L2
LA FIT5 YL TERGE B ) (Office of Chemical
Safety and Pollution Prevention (OSCPP))
%1 830 ~ 850 ~ 870 F 885 (19.20,21.22) o F
RIS RESTNERINE 15 - 18
TEXBAIRHEERE P Bl - FREE AR
€% (pre-submission meeting) FFEl EPA
G - gRIELERE - {H EPA {4
BT E AR SR
S5 H A Y 2 o E SR 1T IR 2B L Y A
Bmoo B B oE H ORI RN E AR A
(identification) » Jz H SCHREHE ok R HL A5
B8 - B AR SR ER R
EPA » DIMERRIR A& R 56 B PG 25
BHEA -

2 (EM) Frrs - e E® (E
DEERE) & 0 IS AR B S L
TR =MEP B - DIEE R HEE R B 65T
B AT R AR E LA EPA i AR T
SE o B EPA M EHEREE S TE &
H TR srBlfatmni v an s AR rI T
DIRELRSE 2 - B BRFERF 21 K - 28
= BYIA B EE R - EOLHEE
e AR HRE  MRERERES
EAFrHE AR (labeling) WA —E » Wl
Al 2 G SRR A ErE (tolerance)
s rim AT R ERE A R - DR
FHEEZB T RES - ISR ES
it o EERWEHIEE AN TTER - QIS
AH 10 & TIFH AR TR &R -
WIARAEEEI (response period) 252 » 1

b=



28 EEMEESERISE 3 9 1Y)

{5 B R 2B ] - GO R s T o g 7
® o WY RN G B
(Biopesticides and Pollution Prevention
Division, BPPD) #R{§ PRIA 3 Wil (15 »
B CTBAHEFITINE L RE
(registration decision) » HAf xR A 19
1IH B 2 1) 5 8 2 R S R o S B

EERHAIA i e BRI A A
*—Pﬁv AIREEECH RS ERIA] - HE
TR IR B B A R i e S - HLEZ AR b
g Ja B 1 3 A B oAt M B - A
KB B AR AT AdF LR I T A R
fREis: B (1) BE8He = Q)

JEEC (state-specific registrations) °

EEESTEMEYRERTNER
(Data requirement 2007) R] 43 By 7 AE FE 53
@319 fFg (1) MAeEYEE  2) BY
w=allE o Q) BEHEN EHERZEZE);
4) FFEEAY—REZRE ; (5) BRE
FI (environmental expression) i o il
LV E TR CER - DI R -
AIRFEEL R DNA [RIJEME - JERE - A bl
AL R FF R E ke &
BE A9 Bedh - E v R RS RN
FaxlF  AJRETFE R MRS - K
IR Y S AN TR R (R R B R 3R
B8 o B BRI EEy - 22!
HaE s g RRE BN MEY) - RiE

submission meeting) (FFPAZE)

EPA 552137 (pre-

l

SEE PN = DK i

LF4SEPA

% 16{[E 7

BPPDim R L fFHY e B

T AT

|10 TfEHA

o s KR
S| ewerert
I
e

B

B0 XEEYERENEERRE

Fig. 4. Regulatory framework for the registration of microbial control agents in the USA.
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Fig. 5. Regulatory framework for the registration of microbial control agents in Taiwan.
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Differences in Microbial Pesticide Registration
Processes in the EU and USA

Ying-Ru Liang!", Feng-Chia Hsieh!

Abstract

Liang, Y. R., and Hsieh, F. C. Differences in Microbial Pesticide Registration Processes in the EU

and USA. 2020. Taiwan Pestic. Sci. 9: 21-35.

Microbial biological control agents (MBCAS) are biological pesticides comprise living
microbes. Although MBCAs have shown potential to control pests and diseases, a number
of barriers have prevented these agents from becoming widely adopted in the European
Union (EU), such as regulations which are less flexible than those of the USA. The objective
of this study was to compare (1) differences in biological pesticides registration process
between the EU and USA and (2) the practical implications of these different registration
procedures in those regions. Our findings showed that the EU biological pesticide
registration process is more complex and less flexible than that of the USA. As a result,
pesticide registration takes an average of 1.6 years longer in the EU than in the USA. In
2009, EU-level regulatory amendments improved active substance registration procedures,
and the number of biological pesticide agents in the EU market increased. Recently,
registration procedures pertaining to biological pesticides have also been amended for
greater flexibility in Taiwan in order to increase the number of microbial pesticides in the

Taiwanese market.
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