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EXECUTIVE SUMMARY

The Food and Drugs Authority (FDA) is the national regulatory body in Ghana mandated by Parts 6,
7 and 8 of the Public Health Ac2012 (Act 851) to assure the safety, quality and efficacy of human
and veterinary medicines, food, biological products, castsemedical devices, household chemical
substances and clinical trials, and the control and uselm¢oo products, through the enforcement

of relevant local and international standards to protect public health of the people in Ghana. This
report givess OO02dzy it 2F GKS C5! Qa LISNF2NXIyYyOS Ay (KS
Januaryg December2018.

Product Registration

A total of thirteen thousangdtwo hundred and eight (13,208) applications were received for the year
under review; this repreents an increase of 39% from the previous year, 2018. The number of
processed applications increasey $1% representing twelve thousand, eight hundred and seventy
five (12,875)., Out of this number, a total of eleven thousand seven hundred and thré®3}1,
products were registered, representing an increase of 64% from 2@&8nwhile,a total of one
thousandfour hundredandseventytwo (1,472)applications wereleferred,representingadecrease

of 1%ascomparedto total productsdeferredin 2018.

Facility Licensing

A total of three thousand one hundred and skkour (3,164) applications were receivéa theyear
underreview;thisrepresentsanincreaseof 36%fromthe previousyear2018.Atotal offivethousand,
sevenhundredand thirty-three (5,733)inspectionswere carriedout in 2019; this represents 26%
increase from the previous year. Thre®tlsand one hundred and sixtyree (3,163) facilities were

licensedyrepresenting an increase of 47% fr@d18.

Market Surveillance

Atotal of ninehundredandeighty-eight(988)marketsurveillanceoperationswere carriedout across

the country; this marked an increaseof 45%over the previousé S | pedfbémance.The numbeiof
outletsthat were visitedincreasedoy 31%.A total of one hundredand twenty-four thousand, nine
hundred andfive (124,905) nortompliant products were identified in trade; an ieaise of 269%

2 S NJ f lparforman&el NI &

As an organisation, the FDA undertook an average of nineteen (19) market surveillance operations
each week for the year under review; an ingse of 45% over the performance of the previous year,

2018. This tranalkes to approximately four (4) market surveillance operations per working day across
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the country.

Product Testing

The laboratory received two thousand eight hundred aimety-six (2,896) products; this represents

a decrease of 8% in products received®& Out of this number, two thousand three hundred and
eighty (2,380) products representing 82.2% were analysed; compared to the number of products
analysed in 2018, ilecreased by 15.4% in 2019. Approximately severdit per cent (78%)of
analysedproducts passed.In comparisonto the 2018 data, the number of products that passed

increased by 2.9% R019.

Adverse Drug Reaction Monitoring

The FDA received twihousand, seven hundred and eigkdgven (2,787) adverse drug reaction
(ADRYeports,represerning adecreaseof 10%from 2018.Thenumberof ADRreports submitted to
the Technical Advisory Committee (TAC) decreased by 14%. A total tifawsand, four hundred
and thirty (2,430) reports submitted to the TAC were reviewed, representing an ina&&2&o from
2018.

Food Borne Disease Surveillance & Investigation

The number of outbreaks recorded decreased by 71.4%. There was no death tessodth
outbreaksrecordedin 2019. Dueto the absenceof sentinelsites,there is no collectionof data on
incidentcasesThebreakthroughpartnershipwith GhanaHealthServic GHSyhichallows theFDA
to incorporateits data needsinto their Integrated DiseaseSurveillanceand Response System will

enable the FDA to collect data on incident cases of food biimess across the country.

Import and Export Control

Out of thirty-eight thousand six hundred and severstgven (38,677) permit applitans received,
thirty-seventhousand,three hundredand eighty-seven(37,387)permitswere issued in2019.This
repreented a 7% increasein permits issuedcomparedto 2018 data. Applications received for
inspection increased by 31% with a total thirty-five thousand, six hundred and ninegyght
(35,698) applications submitted; out of this figure, eighteen thousand féhd eight (18,058)
consignments were duly inspected. This represented a 17% decrease in the number of inspections
carried out h 2019 compared to 2018. For export control operations, the number of applications
received for inspections, five hundred ataoh (510), increased by 107% as compared to two hundred

and forty-six (246) applications receivedd18.



Clinical Trial Authoration

The Clinical Trials Department received a totatesf (10) new clinical trial applications, five (5)
amendment and eigty-three (83) AedDoc applications for consideratiotwo (2) fresh andfive (5)
amendment applications were approved. Three hurttlead fifty-one (351) Serious Adverse Events
(SAE) reports were and submitted to the Technical Advisory Committee. FivERSIN&pections
were conducted over the period under review; eigiutye (81) percent of nowompliances observed
were minor, ninetea (19) percent were major and no critical roampliance was observed. A total
of seven (7) permits were issued for importati of investigational products out of fourteen (14)

applications.

Support for Local Industry

Five (5) Pharmaceutical manufactumgn companies Ernest Chemist, Letap Pharmaceuticals,
Amponsah Effah Pharmaceuticals, Eskay Therapeutics and Pharmanova &iengetto complete
construction oftheir new manufacturing facilities as part of tHfeDAUNIDO sponsored GMP

Compliance Road Map Project for large scale pharmaceutical comgmnésl of 2020

The Food Industrial Support Service Department of The EB&ived two hundred angixty-one
(261) training requestsrepresenting a 20% increase in performantbee FDA organisddirty-six
(36) training programmesa decrease of 10% compared to 20h8wever, the ninehundred and
eighty-five (985) participants tained from threehundred andten (310) companiegepresents an
increase of 38% and 34% respectivélytotal of one hundred anfifty-six(156) companies had their
facilities licensed based on the support they received from the Food Industrial SuppuiteSer

Department.

Tobacco and Substae of Abuse Control

Twenty (20) applications for registration of tobacco products were received, an increase of 33%
compared to 2018; seventeen (17) applications were approved and three (3) rejected. A total of one
hundred and eighty (180) permépplications for controlled substances were received, an increase

of 34% compared to 2018; one hundred and thiiitye (135) applications were approved and foerty

five (45) rejected. Sixteen (16) facilities that use controlldasgances were audited; eigéé¢n non
compliances were observed, a decrease of 44% compared to 2018. The FDA successfully organised
the 2019 World No Tobacco Day celebrations across the country with support from the Regional
Offices.



Finance

The FDA througlts Fees, Charges and Admstrative Fines collected a total of Sk®ne Million,
EightHundredand Thirty-Five Thousand ,ThreeHundredand Ninety-Two GhanaCedis ancEighty
SeverPesewagGH351,835,392.87)Thisrepresentsanincreaseof 1.83%overthe 2018collections.

The expenditure for 2019, fiffour million, two hundred and fortfive thousand, seven hundred

and ninetythree Ghana Cedis and eighty Pesewas (GHS 54,245,793.80), was an increase of 39.64%
over that of 2018

Internal Audit
Forthe period underreview,there were noinfractionsrecordedfor revenue expenditureand payroll
audits. This is a tremendous improvement for the organisation and demonstrates the impact of

internal audit on continuousnprovement.

The performance of the FDA respect of its regulatory functions of product registration, facility
licensing, market surveillance, import and export control, product testing and safety monitoring
increasedThisfollowsthe trend of the pasttwo years¢ 2017and2018.Therewas,howeve, an 18%
decreasen the total number of inspections.Thisnotwithstanding,there are still gains to be made
regarding process indicators such as the percentage of product applications processed, percentage
of license inspections conducted, and percentafjsubmittedproductstested. Thesegainsappear

to belockedup by resourceconstraints:human resource, vehicles, computers, application software

and laboratory consumablest YR YIF G SNAI fa® ! RRNBaaay3a G4KSas$s
performance in tie respectivareas.Thiswill ensurethatissueghat limited performance in 2019 will

be addressed to enhance performancedR0.



1 INTRODUCTION

The Food and Drugs Authority (FDA) is the national remyldody in Ghana mandated Rarts 6,

7 and 8 of the Public Health AcR012 (Act 851) to assuthe safety, quality and efficacy of human

and veterinary medicines, food, biological products, cosmetics, medical devices, household
chemical substances and clinical trials, and the control and use of tobasdagts, through the
enforcement of relevantdcal and international standards to protettte health of the people in

Ghana.

TheFDA)ériticalrole in the national health delivery system in Ghana cannot be overemphasized as
the medical products it regules are essential in the diagnosis, treatmamid/or management of
diseases. The importance of food in our lives is summed up by this Hippocratesajjio® i ¥ 2 2 R
thy medicine and medicine be thy fo6@he FDAensuresthat the consumption ofood doesnot
contribute to the disease burden through sound food control practices. The effectiveness and

efficiency of the FDA e execution of its mandate jtherefore, criticalto the health of the Nation.

Functions of the FDA

Parts six (6), seven (7)aright (8) of Act 851 stipulates nineteen (19) functions for the FDA, these
are in turn reflected by the respective Technical Divisions and Departments as well as Regional
Offices within the organisation. The daily activitiesbbperational units oftie FDA find their place
within the following functions.

1. Enforce standards for human (allopathic and herbal) and veterinary drugs, food, biological
products, cosmetics, medical devices, household chemical substances, cliaisahtrd the
control and ug of tobacco products.

2. Register food, human (allopathic, homeopathic, and herbal) and veterinary medicines,
biological products, cosmetics, household chemical substances and tobacco products.

3. Register facilities for manufacturend storage, and vehicles rfadhe transportation of
products regulated by the FDA.

4. Issue food hygiene permit for food service establishments, meat shops, abattoirs, and
slaughter slabs.

5. Issue import and export permits for FDA regulated products.

6. Issue freesale certificate for expaorof FDA regulated products.

7. Carryout market surveillance of FDA registered products.

8. Monitor adverse effects in the use of FDA regulated products.

9. Approve and monitor advertisement of FDA regulated products.

10. Investigate consmer complaints for £DA retpted products.



11.Provide industrial support services to manufacturers of FDA regulated products.

12.Provide clients services to companies and individuals.

13.Monitor FDA regulated products at all ports of entry.

14. Approve thenitiation and conduct of clinical tls.

15. Test all FDA regulated products to ensure conformance to all relevant standards.

16. Educate the public on safe handling and use of FDA regulated products.

17.Monitor through the District Assemblies and any other agesfcytate, compliance with the
provisians of Parts 6, 7 and 8 of Act 851.

18. Develop effective Regulations for the implementation of Parts 6, 7 and 8 of Act 851.

19. Advise the Minister of Health on measures to protect public health.

This report gives account 6 K S C5! Q& LIS NF 2 NI df is@SBe maydatdiférshe SE S

period Januaryg, December 209.



2 MANAGEMENT AND STRUCTURE OF FDA

FDA Governing Board
Tablel10.0-1: The following members of the FDA Governing Board ended their tenure in 2019:

DATE OF

NO. NAME POSITION APPOINTMENT END OF TENURE
1. Rosalind Kainyah (Ms.) Member 3 April, 2018 December, 2019
2. Augustine Ocloo (Prof.) Member 3 April, 2018 June,2019
3. Kenneth Gbeddy (Dr.) Member 3 April, 2018 May, 2019

Prof. Augustine Ocloods been replaced by his successor, Dr. Joyce Dobivactor Veterinary
Service Directorate, whilst Dr. Kenneth Gbeddy has been replaced W§ofiBobi Barimah, Ag.
Executive Director Centre for Plant Medicine ReseaBde appendix | for updated list members

of the Governing Board.

Management Team

Strategic Management

Two management members retired from active service in 2019: Ag. Deputy Chief Executive
responsible for Food Safety DivisigftSDpand Food Inspectorate Divisi¢RID) Mrs. Isabella Mnsa

Agra andHead of theProjects Research amdanagement Information SystenfBRMIS)etired after

14 years and 16 years respectivaly service to the FDAThe Rector of the Ghana College of
Pharmacists, a seconded staff of the FDA, Mr. Benjamin Kwatwee Betired after 21 years of

service.See appedix I for current list ofStrategic Minagement members.

Middle Level Management

The FDA inaugurated a Middle Level Management in 2019 to play the role of translating and
implementing the strategic decmis taken by Strategic Management; they have endeared
themselves and worked towards improving the effectiveness and efficien€/5of dpetational

activities.See appendixlifor current list ofMiddle LeveManagement members
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3 TECHNICAL REGULATIONS

3.1 Product Registration
The FDAhas six (6) registration departmentsas follows: Food Evaluationand Registration,Drug
Evaluation and Registration, Biological Products, Herbal Medicine, Medical Devices, and Cosmetics

and Household Chemical SubstanBepartnents.

PRODUCT REGISTRATION PERFORMANCE TREND

13,204 12,871
11,701

9,683

NUMBER OF APPLICATIONS

SUBMITTED PROCESSED APPROVED DEFFERED

m 2017 m2018 m 2019
Figure3.1-1: Trend for productegistration performance indicators for 2041B.

Figure3.1-1 shows that a total of thirteen thousand, two hundred and four p0Bl) applications
were receivedfor the yearunderreview;this representsanincreaseof 36%from the previousyear.
Twelvethousandeighthundredandseventyone (12,871 )applicationswvere processed, an increase
of 56% compared to 2018; eleveéhousand sven hundred and one (11,70dj productswere
approved,an increaseof 61%comparedto 2018;o0ne thousandfour hundred and seventy (1,470)

products were deferred, an increase of 52% as compared with 2018.

PRODUCT REGISTRATION PERFORMANCE TREND

61%
56%
52%

41%
36%

30%

19%
11%

PERCENTAGE CHANGE IN
APPLICATIONS

SUBMITTED PROCESSED APPROVED DEFFERED

2018 2019

Figure3.1-2: Trend of product registration application processing performance indicators showing
percentage changes in performance relative to the previous year.
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The year 2019 experienced a continued increase in performance aaloise performance
indicators of applicationssubmitted, processedand approved.Thoughthe number of deferred
applications increased, relative to the number of applications received for 2019, the percemntage

processeapplicationghat weredeferreddecreasedy 1%asdepictedin Figure3.1-3.
PRODUCT REGISTRATION PERFORMANCE TREND

97%

85% 88% 91%

12% 11%
[
PROCESSED APPROVED DEFERRED

PERCENTAGE OF APPLICATIONS

m 2018 m 2019

Figure3.1-3: Trend of product registration application processing performance indicators showing
proportions of applicationsreceived that were prcessed, approved and deferred for two
consecutive years.

3.2 Facility Licensing

In 2019 the FDA had six (6) departments involved in the licensing of facilities; these are the Drug
Inspectorate, Food Inspectorate, MedicBevices, Cosmetics, Household ChaiiBubstances
Inspectorate, Food Safety Management, Animal Products, Agro Produce and Biosafety Departments

and the Regional Offices.

PREMISES REGISTRATION PERFORMANCE TREND

7,031

5,733
5,144

3,869
3,380

3,207
3,050 2,603

TOTAL INSPECTIONS APPLICATIONS SUBMITTERE-LICENSE INSPECTIONEACILITIES LICENSED
CONDUCTED CONDUCTED

m 2017 m2018 = 2019

Figure3.2-1: Trend forpremises registration performance indicators f@1%-19.
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A total of five thousand, seven hundred and thittyee (5,733) inspections (pieense, re
license, followups and routine inspections) were conducted in 2019 as showigure3.2-1; this
represents an 18% decrease from the previous year. Five thousand one hundréartgrfidur
(5,144)applicationsfor registrationof premiseswere submitted, an increaseof 33% from 2018.
Three thousand three hundred and eighty (3,3&@)lities were licensed, representing an increase
of 30% compared t@018.

PREMISES REGISTRATION PERFORMANCE TREND

L
O 32% 33% 30%
Z
< 22%
5 18%
L
A
>4
|_
Z
L
O
@
Ll
o
-18%
TOTAL INSPECTIONS CONDUCTEAPPLICATIONS SUBMITTED FACILITIES LICENSED
2018 = 2019

Figure3.2-2: Trend of product registration application processing performance indicators showing
percentage changes in performancadative to the previous year.

Except for total inspections that reduced, there was continued increasedonmance for

applications submitted and facilities licensed.

3.3 Market Surveillance

In 2019, as part of the C 5 ! d2éngtheningof market surveillanceoperations,two new market
surveillance departments, Food Market Surveillance DepartmentMedical Devices, Cosmetic,
Household Chemical Substance Market Surveillance Department were operationalised in addition to
Drug Market Surveillance. Other Departntethat perform market surveillance activities for specific
category of products include thénimal Products Department, Agro Produce and Biosafety

Department and the Region@iffices.

For 2019, a total of nine hundred and eiglaight (988) market operatns were carried out across
the country; this markedan increaseof 27%over the previousé S | gédfbEmance. The number of

retail outlets visited increased by 19% totalling ten thousand, seven hundred and serghty
(10,778) retail outlets.
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MARKET SURVEILLANCE PERFORMANCE TREND

124,905
m 2017
40,767 m 2018
547 778 988 7,602 9,062 10,778 — . 2019
—— — [
MARKET SURVEILLANCE OPERATIONSO. OF OUTLETS VISITED NON-COMPLIANT (NC) PRODUCTS
IDENTIFIED

Figure3.3-1: Trend of markesurveillance performance indicators showing changes in performance
for 201719.

A total of one hundred and twentfour thousand nine hundred and five (124,905) rrompliant
products werddentified in trade; an increase of 206% as compared to the petf8rmance.Figure
3.31shows sustained increase in performance for market surveillance operations carried oilt, reta
outlets visited, identification of nogompliant products and detention of nezcompliant products.

The number of market surveillance operations increased cardist across the country as shown

from Figure3.3-2.

%
8 MARKET SURVEILLANCE PERFORMANCE TREND

> 19

s

b 14.96

O

2 1082 m 2017
I-OL m 2018
0w 2019
= 0osg 125 158 074 0098 136

2 s BN e

ENTIRE COUNTRY PER WEEK PER DEPT. PER WEEK PER REGIONAL OFFICE PER WEEK

Figure3.3-2: Trend of market surveillance performance indicators showing increased frequency of
market surveillance operations across the FBrA201719.

According toFigure3.3-2, in 2019 the FDA undertook nineteen (19) market surveillance
operations each week; this represents an increase of 27% over the performance of the
previousyear,2018.Theseresultsconfirmthe increasedmarket surveillanceoperationsby

the FDA,; this means the FDA is present in the marketplace 32% and 27% each week in

Greater Accra Region and the otHeegionsrespectively.
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3.3.1 Product quality monitoring

FoodProducts
Out of seventyeight (78) tomato paste/mikrands sampled and tested, 63 failed and 15 passed.
Those that failed were found to contain starch and the colourant, Erythrosine, \ahéctot

permitted for usein suchproducts.TheFDAissuedarecallof all affectedbrandsfrom the market.

Allopathic Medicines

The FDA participated in a WHO Structured nmdtintry survey on quality of essential medicimes
sixAfricancountries.Threehundredand twenty-five (325)samplesof Antibiotics andAntimalarials
were sampled from Northern, Volta and Greaf&ccra Regions. One hundrgd00) samples
consistingof 20 antimalarialsand 80 antibiotics were submittedto the FDA Laboratory Services
Department for quality evaluation; out of the ninegyx (%) samples tested, eightive (85) passed
guality evaluatn (67 antibiotics and 18 antimalarials) and eleven (11) failed quality evaluation (2

ciprofloxacin brands and 9 amoxicillin+clavulanic acid formulations).

The following were sent to external lalaiories; results are yet to be received:

1 inphA GmbH Germanenzyl penicillin powder for injection §amples)

71 Institute for ChemicalDrug Control ChinaNational Institutes for Food and Drug
Control (NIFDCAIl other antibiotics (40 samples). Thds®ve been returned due
to administrative issues with ChineSeisoms.

1 BfArM GermanyAntimalarials, Artemether/ Lumefantrine ( 20samples)

1 Shenzhen Institute for Drug Control (SIDC) CGhiwatimalarials Dihydroartemisinin
piperaquine and Artesunate Amodiaige (10 samples)

The remaining 150 samples are with the DMSIHQMs arranging funding for the analysis by an

external laboratory.

Cosmetics

A total of one hundred and forty (140) cosmetics were sampled for quality evaluation; lotions (82),
creams(46), shower gels (3), powder (5) and bar soaps (4). All the shovgepgevder and bar soap
samples passed. For the lotions and creams, 45% and 41% respectively passed. The failed products

were recalled and safely disposef.

15



3.4 Product Quality Testing

The laboratory received two thousand eight hundred and nirsexy (2896) products;
representing is a decrease of 8% due to the-baked approach adopted by the Registration
Departments. Out of this number, two thousand three hundred and eighty (23&@ucts
representing 82% were analysed; the number of products aedlydecreased by 14%
compared to 2018. Sevensight (78) percent (1,856 products) of analysed products passed,;
however, the number of products that passed decreased by 11% as compatetbtai
products that passed in 2018.

PRODUCT QUALITY TESTING PERFORMANCE TREND

3,1503,146
2,896

2,6652:759

2,380

2,1002,095
1,856

565 664 5p4

485 3g7 516

NUBMER OF PRODUCTS

RECEIVED ANALYZED PENDING ANALYSIS PASSED FAILED

m 2017 m2018 m 2019
Figure3.4-1: Trend of performance for product quality testing for 2019
Twentytwo percent (22%)of analysedproductsfailed in 2019; this representsa 21%decrease
compared to the 2018 product failure rate. Out of the total number amples submitted for
testing, 18% could not be tested; this is a 33% increase in the number of products pending analysis

when compared t@®018.

ot PRODUCT QUALITY TESTING PERFORMANCE TREND
—

= 88% .

<§E 82% 76% 78%

%)

L

@)

L(bJ 18% 24%  22%
< 12%

i

&J ANALYSED PENDING PASSED FAILED
L 2018 = 2019

Figure3.4-2: Comparing poduct testing performancén percenagesfor 201819
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3.5 Adverse Reaction Monitoring

The FDA received three thousand, four hundred and ftirtge (3,443) adverse reaction reports;
thisrepresentsa decreasean reports submittedby 8%comparedto 2018.0ut of this, four thousand

four hundred anl forty-six (4,446) adverse reactions were entered into the Safety Watch System

(SWS); this was 93% more than was achiev@@18.

w

&) n SAFETY MONITORING PERFORMANCE TREND

W fr

>0 4446

Qg

< 3,729

L 3443

O 2789

x O 2713 ) 027 m 2017

W w 2,308 115 2259

- H ’ 1,867 m 2018

m 1,334

) ,

> 2019
176 I 0 5 12
| |

SUBMITTED ENTERED INTO SWBBMITTED TO TAREVIEWED BY TACTAC OUTCOME
Figure3.5-1:Trend of safety monitoring performance from 2019.

The nunber of adverse reaction reports submitted to the TAC increased by 38% to two
thousand, sevenhundred and eighty-nine (2,789)reports, and the number ofadverse

reaction reports reviewed by the TAC also increased by 69% compared to 2018

SAFETY MONITORING PERFORMANCE TREND
129%

81% 81%

9 66%
62% 54%

REPORTS

0.53%
0.37%

ENTERED INTO SWS SUBMITTED TO TAC REVIEWED BY TAC INVESTIGATION OUTCOME

PERCENTAGE OF ADVERSE

2018 © 2019

Figure 4.62: A 20190 2018 comparative performance of safety monitoring activities.

Comparing performance of 2019 to 2018, the percentage of adverse effect reportsedntgo
the SWS increased by 129%, whilst the percentage submitted to and reviewed by the TAC increased
by 81% and 81% respectively.
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3.6 Food borne Disease Surveillance

The foodborne disease outbreaks increased by 113% to fourteen (14) outbreaks from six (6)
in2018;allthesewereinvestigatedThenumberof peopleaffectedbythe outbreaksdropped
by 36% to ae hundred and sixtpne (161) from two hundred and fif(250).

FOODBORNE DISEASE OUTBREAKS & INVESTIGATIONS TREND

250

161

45

OUTBREAKS OCCURRED OUTBREAKS DEATHS OCCURRED PEOPLE AFFECTED INCIDENT CASES
INVESTIGATED REPORTED

M 2016 m2017 m2018 m 2019
Figure3.6-1: Trend of foodborne disease outbreaks and investigations indicators for 20817

There was no death associated with the outbreakvestigated in 2019. No record of incident cases
was collected for 2018 as well as 2019. Currently, no data is being collected on inagEsbecause
there are no sentinel sites. The breakthrough partnership with Ghana Health SEBF&Wwhich
allowsthe FDAto incorporateits dataneedsinto their IntegratedDisease SurveillaneadResponse
Systenwill enablethe FDAO collectdataonincidentcase®ffood borne ilinesses across the country.

This will commence as soon as GHS staff receive ttessary training from thEDA.

3.7 Import and Export Control

A total of thirty-eight thousand, six hundred and seveeven (38,677permits were received and
processed in 2019; this represents an increase of 6% from the previous year. Out of this number,
thirty-seven thousand, three hundred and eigls#igven (37,387) permits were approved.
Applicationsreceivedfor inspectionof consigmentsincreasedoy 31%to thirty-five thousand, six
hundred and ninety-eight (35,698);out of the total applicationsreceivedfor inspections, eighteen
thousand, and fiftyeight (18,058) consignments were duly inspected, representing 51% of total
applications received{gure3.7-1 & Figure3.7-2).
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Figure3.7-1: Trend of import control performance indicators for 2019

The number of consignments released decreased by 15%; the numt@mignmentgetained also
decreased by 22% in 2019, but in 2019 out of the total consignment inspected 21% were detained,
with 49.4% of the total consignment received not inspected. Ekellof compliancéy importers
improvedin 2018;thus,resultingin recordlow levelof detentionsat the port as compared with 2018
detention records. There is a need to put interventions in place to curb this problem; as it would
make more time andresources available to deal with other pertinent issues by the market

survadllanceteams.

IMPORT CONTROL OPERATIONS TREND

225%
199%

112%

50%

PERCENTAGE OF
CONSIGNMENTS
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-17% -15% 2204
APPLICATIONS INSPECTED RELEASED DETAINED NOT INSPECTED
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2018 © 2019

Figure3.7-2: Trend of import control performance indicators showing percentage changes in
performancerelative to the previous year.

Comparing the performance of work output for 2019 w2818, the number of consignments

inspectedincreasedby 51%,releasedincreasedvy 79%,detainedincreasedby 21%and those not
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inspected increased by 49%. Though {ercentage of detained consignments increased, the
number of consignmentdetainedreduced by 21%for 2019relative to 2018. Theincrease in the
number of consignments not inspected by 225% is attributable to the implementation of the National
Integrated Bsk Management System (NIRMS) at the Tema Port, where products in the green channel

arenot inspected.

IMPORT CONTROL OPERATIONS TREND
90% 86%

80% 77% 79%
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PERCENTAGE CHANGE IN
CONSIGNMENTS

m2017 m2018 m2019
Figure3.7-3: Trend of export control performance indicators for 2019.

According toFigure 3.83, five hundred and ten (510) applications for export wereereed,
inspected and approved; an increase of 107% compared to 2018. A total of three thousand, three
hundred and eightffour (3,384) certificates of fregale was issued in 2019; a decrease of about 1%

compared to 2018.

3.8 Clinical Trial Authorisation

The dnical Trials Department received a total teih (10) new clinical trial applicationsfive (5)
amendment and eightyhree (83) AeDoc applicationgor consideration;two (2) fresh andfive (5)
amendmentapplications were approved hree hundred and fiftpne (351) Serious Adverse Events
(SAE) reports wereeceivedand submitted to the Technical Advisory Committdave (5) GCP
inspections were conductedver the period under reviewgighty-one (81) percent of non
compliances observed were minoineteen(19) percent were major ando criticalnon-compliance
was observedA total ofseven(7) permits were issued for importation afvestigational products
out of fourteen (14) applications

The following notable achievements were chalked by the Department:

1 The Clinical Trial Department achieved WHO GBT maturity level 3
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1 Organised a fouweek course forthirteen (13) RCORE Fellows fromight (8) African
countries
1 Organised its annual Good Clinical Practice training course which trainety-nine (99)
participants
1 Trained Researchers at Navrongo Health Research Cémerersity of Health and Allied
Sciences, Schoof Public Health Research Centre (Hohoe Campladiria Research Center,
Agogo
Four (4) stakeholder meetings were organised for Clini€ahl researchers ahe Greater Accra
Regional Ridgg Hospital, Accra Komfo Anokye Teaching HospitalKumasi,Navrongo Health
ResearchTamale andJniversity of Health and Allied Science®to introduce and solicit feedback

on clinical trials regulaty framework, and existing clinical trials guidelines

3.9 Support for Local Industry

3.9.1 Phamaceutical Industry
Five (5) Pharmaceutical manufacturing companieErnest Chemist, Letap Pharmaceuticals,

Amponsah Effah Pharmaceuticals, Eskay Therapeutics and PluMariamitedare set to complete
construction oftheir new manufacturing facilities as part of the FDONIDO sponsored GMP
Compliance Road Map Project for large scale pharmaceutical comganezsd of 2020Three (3)
companies achieveGrade C rating bringg the total number of Grade C rated facil#ito twenty-
seven(27), a 13% increase compared to 208 new companies were admitted to Grade B in 2019,
thus three (3) companiesre currentlyrated Grade BOne (1) company achieved compliance to
guality management system requiremenisinging the toall number of such companies to three (3)
for 2019

The FDAsuccessfully commenced the regulation of srsalile pharmaceutical manufacturers (for
extemporaneous preparations) in 2019wd@ training sessionsvere organisedfor this industry

training one hunded and seventyour (174) participants froneighty-nine (89) companies

3.9.2 Food Industry
Training Programmes
The Food Industrial Support Service Department of The FDA received two hundrstkigsmhe
(261) training requestsrepresenting a 20% increase in performantbhe FDA organisddirty-six

(36) training programmesa decrease 0fl0% compared to 201&owever, the ninehundred and
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eighty-five (985) participants trained from threehundred andten (310) canpaniesrepresent an
increase of 38% and 34% respectivéytotal of one hundred anfifty-six(156) companies had their
facilities licensed based on theupport they received from the Food Industrial Support Service

Department this represents a 10% irease compared to 2018 performance.

A total number offorty-seven (47)participants were trainedluring the 2019 annudfood Safety
{ dzLJS NIJ A & 2(iNtBoductoty dedENBigyfive (65) participants from the food industry were
trained in Hazard Analys@Zritical Control Point (HACCP) at the introductory level.

3.10 Tobacco and Substances of Abuse Control

Tobacco Control

Twenty (20) applications for regriation of tobacco products were received, an increase of 33%
compared to 2018; seventeen (17) applicasamere approved and three (3) rejected. One hundred
and thirty (130) pemit applications were receive@n increase of 38% compared to 2018. Out & th

number one hundred and twentgeven (127) applications were approved and three (3) rejected.

Controllel Substances Control

Atotal of one hundred and eighty (180) permit applicatidoiscontrolled substancesere received,

an increase of 34% compar&mi2018 one hundred andhirty-five (135) applicationswvere approved
and forty-five (45) rejected Sixteen (16) facilities that use controlled substances were audited;

eighteen norcompliances were observed decrease of 44% compared to 2018.

PublicAwareness and Education

The FDAuccessfully organised the 2019 World No Tobacco Day celebrations &eessihtry with
support from the Regional Office®verone thousand 1000 people were educated on thharmful
effects of tobacco productsvith emphasis ontobacco and lung health Nationwide media
engagemend on the print, electronic and social media fiams were organizedo raise awareness

on the health implication of tobacco use

The Departmenbrganised one hundred angeventythree (173) public education programmes on
tobacco use and substance of abufhe FDA collaborated with MUSIGA to composersy on drug

abuse.

3.11 Finance

The FDA through its Fees, Charges and Administraities Eollected a total of sixtyne million,
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eight hundred and thirtyfive thousand, three hundred and ninetywo and eighty seven Pesewas

(GHS 61,835,392.87). This repmtsean approximate 2% increase in revenue collected compared to
2018 but fell shorof our revenue target for 2019 by 4%. IGF retained in 2019 was-Rorg/Million

Eight Hundred and Thirlyive Thousand Three Hundred and Nirétyo Ghana Cedis and Eighty
Seven Pesewas (GHS49,835,392-8¢ék Figue 3.11-1. The distributiorof revenuecollectionsfor

the HeadOffice,ImportandExportControlDepartment (IECD) and Regional officesh@vn inFigure

3.9-2. The contribution by the Head Office decreased by 1% to 61%, whilst that of IECD (Tema & KIA)

increased by 5% to 33% and the Regional Offices increased by 13% to 6% of the total revenue

collected.
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Figue 3.11-1: Trend of FDA revenue and expenditure performance for 287
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