QUARTERLY PHYSICAL REPORT OF OPERATION
Asof 31 March 2016

BAR No. 1

Department * Department of Health ¥ | Current Year Appropriation
Agency * Eood snd Drug Administration Suppl | Appropriati
Operating Unit - lC, g App
Organization Code (UACS) : 13001 92 00001 Off-Budget A
Physical Target ~Physical Accomplahments
Particulars UACS CODE (Annual) V‘*""";u‘;':m“" Remarks
IstQuarter | 20d Quarter | 3rd Quarter | Ath Quarter Total st Quarter | 2nd Quarter | 3rd Quarter | dth Quarter Total
Operation
MFO 4 - Health Sector Reguiation
Services 304010003
Pl I: Licensing/Registration’
| A coreditation
Nhhufmlin_ 23,846
and accreditation issued for (7,496 LTOS, Full implementation of Flectronic
health : - 4,989 CPRa, Registration (E-Reg) for mw matrials and
productu/establishments/facilit 16,500 16,500 16,500 16,500 66,000 6,850 7.346 low risk processad food
ies/devices and technologies A Notifications, | products and Electronic Notification for Toys
‘v 4511 E- and Childcare Articles.
Registration)
b of authorized/scereditod No more than N'::’Ei Nomore than | Nomorethan | No more than A%
entities with dotocted T of the T% of the T% of the T olthe | o iotations
violations of licemse or 13,646 Bk 20,182 10,066 e i
and products | " peoducts | o0 g ey ees 13,646
with e A - catablishmonts
with . with with with o
% of applications for permits,
licemses or acoreditation acted 83%
upon within 3 woeks of 4% ofthe | 04% of the 94% of the 94% of the 94% of the (28,7139 s W
o ived for 15t | received for 2nd | recived for 3rd | received for dth | roceived for the | acted/34,702 [pate v s number of parscmel
ter tor !“l" qui 1 iod ap H b M m
roceived)
PI 2: Monitoring/Post Market
Number of inspection of
S i R
3674 4,697 5.040 3331 16,742 P50 regulated entitics (establishments and
)
& 540 products) [penducly
% of submittod roports that 13.57%
resulted in the issusnce of 11% of the 11% of the 11% of the 11% of the 1% ofthe | (980 Report of
natice of violation and * 3,674 roports | 4,697 roports | 5,040 reports | 3,331 reports | 16,742 reports | Violations from
penaltics imposed submitted for | submitted for | submitted for | submitted for | submitied for | Ticemsed and
the period with | the period with | the period with | the period with | the period with |  unlicensed
Notice of Notice of Notice of Notice of Notice of | establishments/
Violati Violati Violati Violation 7,223 roports




Physical Target Physical Accomplishments Ly
¢ Partitulen UACS CODE (Aspusl) "m';ﬂ"l‘:m""’ Remarka
It Quarter 2nd Quarter 3nd Quarter dth Quarter Total st Quarter 20d Cuarter 3nd Quarter 4th Quarter Total
%% of entities which have been 52.05%
monitored st least once & year 76% of the 6% of the 76% of the 76% of the 76% of the | (2823 licensed
6,980 li d | 7,100 L d | 7,300 h 6,555 ki d 27,935 1 " and 808
establishments | establishments | establishments | establishments A unlicensed
R PR e catablishments 2
entities®
Pl 3: Enforcement
Nember of reporied
and complaints acted upon 404 517 554 366 1.842 696
9% of cases resolved — 7.1%
¥ of the 7, 7,354 5. 3 N
m‘*"l 7,'”‘ TN A% [Tl le T3] % abika 7 7354 (?mlm With addifional 800 cases resotved from tise
cumulative joutput of the Project Backlog that works on
cases from year | cases from year | cases from year | cases from year cases)
2011-2015 | 2011-2015 | 2011-2018 | 2011-2015 mmﬁ" the cases from year 2010 sad belaw
%% of stakcholders who view
FDA enforcement as. 9% 9% 89% 9% 89% -.‘t‘
5 a%
Number of cases acted upon 70 " 70 70 280 89 qs“h Consumer complaint cases
No. of Analysis Conducied 3329 3,593 3,637 3,365 13,924 3334
Centnal Laboratory W 2381 2821 2841 2,581 10,824 1877
Sutolie Labembuey fe 198 m 26 234 900 a8
Vissyes
Satellite Laboratory for
Mindanso 550 550 550 550 2,200 1019
* Entities refers 1o FDA regulated establishments and products
Prepared by: Recommending Approval: Approved by:
Mmﬂﬁ'&_mnu CYNTHIA R ROSUMAN, MD, FPPS, MPH MARIA c MM
Adminmstrative Officer [l Director [ OIC, Director General
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QUARTERLY PHYSICAL REPORT OF OPERATION
Asof 30 hme 2016

Diepaitment Departarent of Hesht . ‘l‘m\'wwmu
Agen Foud amd Dirug Adumimbsi ration Suppd il Appregpr
Oxperationg | it 1 taniveg o
Organizstion Code (UACS) 11 80] 02 9000] ¢ M Bt Aceount
Fhynical Target Flissical Aecomphishments N
Particalusy VACS CODE { Angual) "‘""“;;: 39:dow Rewarks
16l Quarier Ind Quarter Yod uarter Atk Oaanter Teotal 18 Quarter 2ad Quarter Ind Quanier Ath Quanier Total
1 Operation
MFO 4 . Health Sector Regulation
[serines M40 | DN
PL I Licomsing Registration’
A cereditution
Number of pormits, hcenses 1846 19843
and sccreditation memed for (7.496 LTOS, | 18,226 LTOS. Full implemetation of ¥lsctrouic
heslth 4989 CPRy, | 4378 CPRx, Regstration (F-Reg) for mw materials and
products extablishmonts 16,500 16,500 16.500 16,500 66,000 6850 758 47,684 14658 how risk pre-packaged procemad food
Sooilionidovicen sl Notifications, | Notifications. products amd Eh Notification for Tovs
techuologion LI E- LA E and Childars Adticles.
. Regimtion) | Weglstration)
"‘_“M Nomore than | "0 FR | Nomorathan | Nomore than | No more than
ontitics with detecied T of the 192 Teolthe | Taofthe | 7T eofthe s 1%
Violations of licenss or 13,646 AL 0,182 10.066 64,046 | (655 violations | (617 violations
sucrudatation condetion extablishements | * bl ofthe 13,646 | of the 20,152
and prodiscin """‘"“ and prod nd proal and products blisha
with Wy with wilh with and products | and producy
suthaizstion ey bzt thont thorizati with with
wted with o ooted with et with noted with thworization ) | suthor
e of applications for pormits,
Hicummcs o sccreditation scted 3% ™
oo within 3 woeks of Huofihs | Mdteafthe | Odteof the Mroolthe | 0% ofthe 279 (1604 i i ol gl R
jived for It 4 fox 2nd| received for 3rd | recetved for dih | recsived for the | scted 34702 | acted 23,071 ota Wik the sahar of stall precessing e
received) reveived)
(P72 Mowisoring Post Market .
Wumbor of mspectson of 9.7%
nq.dm-l 1223 (1681 Strongthensd post marketing s 85
_— 161 4697 4040 1331 16042 ok Rasiie g estshbyshaments 16,979 %506 cover the umbcensed establishments and
| and 2003 wmre gistered. annotificd health products
& 540 producn)
products)
% o elbuuitied sigasts they S T 3
e woork gl Weorthe | 11%otbe | tiotde | Nteorie | 1ot | (980 Reporiat | TE1 NP
wtheb ol y 36T wpors | 4,697 reports | 5,040 repors | 1330 reparts | 16,742 mports | Violations from s
Pt impent poviiod for | submmitiod for | sabwmiticd for | sibwntiod for | sabwniticd for | licemed and | TP “"l_‘
the period with | the period with | the penod with | the period with | the period with |  unlicensed i
Notice of Netice of Noics of Notice of Notics of rscarnsn i
Violatin Vinlation Vilation Violatioo Violation 7,22 reporte
ahmiied) | TSP
% of eatiticn which have heen T T
memtiwed al leant once 3 vear Tt of the T6% of the F6%wof the 6% of the 26%of the (2,824 Bioonsed | (4,304 lcowsed
5,980 heensed | 7.100 B 7300 licersed | 6,533 biomsed | oo S | and w08 and 2020
rbrat bk hlsshemants | cdtablnd el R senlicensed [ i .
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RECEIVED By
JATE

—%

AN ah Cajes, Devt Plannine

k=
3



Vhiyslenl Targel ~Piosical Accumphahments
Particulars UACS CODE (Answal) \’-hn;: 30 June Hewarks
It Craarter Znad Quaricy Ind Quaaster b Quarter Tatal st Unanaicy Ind Quarter 2rd (rearier Ath Omarter Twtal
Pl 3 Eafercement
Nusnher of repartod violstions
and complaints acted upon 0 57 534 366 1842 96 386 LO82 161 Reportad Vialation
®of cence rosohved o 71% With sdditionsl 2,134 cases resaived from
% of the 7,384 | T of the 7,354 | 7% of the 7,354 | 6% of the 7,384 9354 1522 roolutions 3% {ihe ontpust of the Prigect Backlog thet works
latr Lat Lati ilati P inseed 7354 | (611 resolutions Rk ot thas cawes from ysar 2010 and below
casos from year | cases from year | cases from year | cases from yeasr ks e canes) saed 7,354 13.40% e I
2105 | 011-2018 | 200e-2008 | 2001208 | SO0 AR came) Total Output of Progect Baklog (Feb. - Jane
- 2016) - 19%
*u af vakeholdens who view
FIA enfinvcement s ¥, o [ (e M. 999, L TiN
catitactory of belier
Number of cases acted upen 1060 complaimit cases acted by Centers
within 30 daws 1,575 wial legal orders executed
b, ] 0 70 ™ %0 ™ 1o 189 49
Nete: only complain cames wrc inchuded n
18 the mriber of ample
referrodsabmitied by Rugianal Fighd (lTices
[No. af Analysis Conducted 3319 359 3,637 3,368 13,924 3334 6402 1814 RFON) and procuring |ocal Government
- Units (LGHU's) contribuies to the morvase of
9.73% tost conduciod
S Horvuse Lilwsey 2381 281 2841 158 10.824 1877 s - o
Cosimas Servicon Lsbueviecy 198 m 26 234 %00 e s - a4
Commuon Servicas | aborstory
¥ X 53 A 1019 1431 750
Mldiond %0 350 30 3 2,200 0 .. 175
* Entitigs refers 1o FDA regulated establishments and products
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QUARTERLY PHYSICAL REPORT OF OPERATION
As of 30 September 2016

Department Department of Health v Current Year Appropriation
Agency Food and Drug Administration Supplementatl Appropriation
Operating Unit = Continuing Appropriation
Orgamzation Code (LACS) 13 001 02 00001 Off-Budget Account
Physical Target Physical Aceomplishments .
Particulars UACS CODE (Annual) emeagud i Remarks
Ist Quarter 2nd Quarter 3rd Quarter 4th Quarter Total I'st Quarter 2nd Quarter 3rd Quarter 4th Quarter Total epiember
I Operation
MFO 4 - Health Sector
Regul Services 304010003
Pl I: Licensing/Registration/
Accreditation
N 5
sonlelsb e 2548 i 2162
e L {7496 LTOS, (8,226 LTOS, ! Full implementation of Electronic
health T o 2 (8,641 LTO, )
) ’ 4,989 CPRs, 4,378 CPRs, i Registration ( E-Reg) for raw matenials and
products/establishments/ " 3 5.129 CPR, 7,851 i : ‘
e 16,500 16,500 16,500 16,500 66,000 6,850 7.534 : 71,850 22350 low risk pre-packaged processed food
facilities/devices and 12 e-Notification, = = :
technologies Notifications, Noufications. 21541 e products and Electronic Notification for Tovs
o 4511 E- 4378 E- e and Childcare Articles
: Registration)
Registration) Rewistraton)
¥ of authorized/accredited No more than % No more than 7% K s this T No more than No more than
oot e it tgas | orme2oisz [NOENELSRIH 6 orie 7% of the 48% 31% 1.88%
= 3, « 20,182 ; : J
H_o alons.0 IEEIBE 00 establich blisk T 10,066 64 (46 (655 violations of [(617 violations of] (374 violations of]
accreditation conditions " | and products R establishments | establishments the 13,646 the 20,152 the 20,182
and products and products i e
with with with and products and products establ blishment s
: authorization 3 with with and products and products and products
authorization authorization ; ) 3 :
noted with authonzation authorization | with authonzation with with
noted with s noted with ;i :
violations i % noted with noted with ) authorzation) authorizations)
violations violations el ;
violations violations
% of applications for permuts,
licenses or accreditation 83% 3% 87.72%
acted upon within 3 weeks of 94% of the 94% of the Q4% of the 04% of the 94% of the (28,739 (16,824 (26,445 .
: ; : ks et ; Due to veluminous applications that does not
application applications apphcations applications applications applications F 1ons PF iomn applications i Wik the iimbes oF Staff svalit
received for Ist | recerved for 2nd | received for 3rd | received for 4th | received for the acted/34,702 acted/23,071 acted/30,146 :!:u:e le i Fonstevaluacng
quarter quarter quarter quarter pertod applications applications applications REERRUEELLS:
received) received) received)
PI 2: Monitoring/Post Market
Surveillance
Number of inspection of
regulated products and 7,223 9,756 7,190
entities (6,683 (7.651 (6,617 Strengthened post marketing surveillance to
- 68 ;
3,674 4,697 5,040 3331 16,742 ; establishments | establishments 24,169 10,758 cover the unlicensed estabhshments and
establishments & = ;
% and 2,105 and 1,293 unregistered/unnotified health products
340 products)
products) products)
% of submitted reports that 7.63% )
resulted in the issuance of 13.57% | (744 Report of 8.84% of the
11% of the 3331 11% of the ( 980 Report of submitted reports

notice of violation and
penalties imposed

11% of the 3,674
reports submitted
for the period
with Notice of
Violation

11% of the 4,697
reports submitted
for the period
with Notice of
Violation

11% of the 5,040
reports submitted
for the period
with Notice of
Violation

reports

submitted for the

peniod with
Notice of
Violation

16,742 reports.
submitted for the
period with
Notice of
Violation

Violations from
licensed and
unlicensed
establishments/
7.223 reports
submitted)

Violations
reported from
licensed and

unlicensed
establishments/9,
736 reports

resulted in
1ssuance of
NOVs
{636 ROVs/7,190
reports
subnutted)

submitted)




i Physical Target Physical Accomplishments =
Particulars UACS CODE (Annual) Yarignee sl 30 Remarks
15t Quarter 2nd Quarter 3rd Quarter 4th Quarter Total 1st Quarter 2nd Quarter 3rd Quarter 4th Quarter Total September 2016
% of entities which have 52.05% 89 08% 66.74%
been monitored at least once 76% of the 6,980 | 76% of the 7,100 | 76% of the 7,300 |76% of the 6,555 76% of th (2,825 licensed | (4,305 licensed | (3,048 licensed
a year licensed licensed licensed licensed 27 91(; ? ‘en:ed and 808 and 2,020 and 1,824
establishments | establishments blishments | establish S unlicensed unlicensed unlicensed
establishments ;
monitored monitored monitored momtored entities* entities* entities*
monitored) monitored) monitored)
Pl 3: Enforcement
Number of reported
violations and complaints 404 517 554 366 1,842 696 386 499 1,581 106
acted upon
% of cases resolved
) T1% With additional 824 cases resolved from the
6% of the 7,354 | 7% of the 7.354 | 7% of the 7,354 | 6% of the 7,354 |26% of the 7.354| (522 resolutions 8.3% 8.5% output of the Project Backlog (cases before
cumulative cases| cumulative cases| cumulative cases|  cumulative cumulative 1ssued/7,354 | (611 resolutions | (625 resolutions 23.90% from year 2010 and below)
from year 2011 - | from year 201 | - | from year 2011 - | cases from year | cases from vear cases) issued/7,354 1ssued/7,354 A
2015 2015 2015 2011-2015 2011 - 2015 cases) cases) Total Output of Project Baklog (Feb. - Sept.
2016)=2,934
% of stakeholders who view
FDA enforcement as 890, 890 899 89%, 89%, 955, g4, 90%
satisfactory or better
?\L:lirlbc:‘;;cas&s acted upon 26 complamnt cases acted by Centers
W !
1thin 34 days 3,389 total legal orders executed
560 - reported cases of violation by the
70 70 70 70 280 89 100 586 775 365 regulated establishments
Note. only complaint cases are included m
the target
The merease in the number of samples
referred/submitted by Regional Field Offices
No. of Analysis Conducted 3,329 3,593 3,637 3,365 13,924 3334 6,402 7,624 17,360 6,801 (RFOs) and procuring Local Government
Units { LGUs) contributes to the increase of
test conducted.
Common Services Laboratory,
5 282 2, a
= Ababias 2,581 2,821 2841 2,581 10,824 1.877 4,153 5,339 11,369 3,126
Commeon Services Laboratory
23 2, 3 3 3
A 198 222 246 234 900 438 418 548 1,404 738
Common Services Laboratory
- Mindanao 550 550 550 550 2,200 1019 1,831 1,737 4,587 2937
* Entities refers to FDA regulated establishments and products
Prepared by. Recommending Approval: Approved by

MERLITA B. PEDRON
Planming Officer 111
OIC, Monitoring and Evaluation Division

CYNTHIA RFROSUMAN, MD, FPPS, MPH
Director 111
Policy and Planming Service

NELA CHARADE G, PUNO, RPh

Director General
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