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Legal Framework For 
Medical Devices and In-Vitro Diagnostics

CAP 244 
Pharmacy 

and  
Poisons 

ACT.
Subsidiary 
Legislation

Health 
Act 2017

Pharmac
y and 

Poisons 
Rules of 

2022
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Health Technologies Evaluation and Registration

Product Evaluation and 
Registration

Health Technologies 
Evaluation and 

Registration

Medical Products 
Evaluation and 

Registration

Directorate of Health Products 
and Technologies
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Co m m it t e e  o f Exp e rt s  
Me d ic a l De vic e s  

7 COE Members with backgrounds 
from various backgrounds  and other 
institutions

Co m m it t e e  o f Exp e rt s  in -
Vit ro  Dia g n o s t ic s

7 Experts with Diagnostics 
background including Laboratory 
Background, Research

Te c h n ic a l Sta ff

-10 Technical Staff support the 
Medical Devices and IVDs  
activities such as reviewing of 
Technical files and assessments 

CORE STAFF MEMBERS
3 Core staff running the activities of 
the Evaluation and Registration –
12  Years of Experience and 4 Years 
respectively .

HUMAN RESOURCE FOR MEDICAL DEVICES AND IVDs
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Quality Management System For Medical Devices

Qu a lity  
Ma n a g e m e n t  

Sys te m s  

Do c u m e n t s  

-Quality Manual
- Quality Objectives 
-Guidelines across different 
functions
-Internal audits, external audit 
manuals
-QMS related trainings and 
workshops 

.

Re c o rd s  

-Certificates of Registration
-Laboratory report for 
performance and validation of 
IVDs
-Minutes of meetings attended
-List of Products registered
-Automated Product Submission 
system (PRIMS V.3)

.

Pro c e s s e s  

-SOPs (Screening, Procedure for 
Evaluation of MDs and IVDs)
-Form 1( Listing of Medical 
Devices)
-Forms for receipt of Samples for 
IVDs
-Assessment templates
*Register of Reports from 
Laboratory *Assessment for 
Performance and Validation

Re c o rd s  

-List of Medical devices Change 
notifications
-Committee of experts Reports
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Inter Departmental Relation and Communication
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MA-Medical devices communication with external Entities

Overview of the Market Market 
Authorization Function

Presenter Notes
Presentation Notes
Service Level agreements with KEMRI; that stipulates the testing or IVD kits for Performance and Evaluation.
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Scope of Activities 

Screening of Medical 
Devices and IVDs 

Application

Evaluation for Conformity 
of the CSDT

Performance and 
Validation Report for IVDS

Issuance of 
Regulatory 

Decision
Approval Certificate issuance 
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Key 
Function 

Marketing 
Authorization of 
Medical Devices 

and IVDs

Retention of 
Medical Devices 

and IVDs 

Change 
Notification of 

Medical Devices 
and IVDs 

Department 
Functions 

Formulate, review and implement policies, rules, 
regulations and corporate strategies for the testing of of 

Medical Devices and IVDs 

Formulate, review and implement guidelines, standards, 
infrastructure, procedures and tools for the testing of of 

Medical Devices and IVDs 

Formulate, review and implement quality and risk 
management systems in regards to testing the quality of 

Medical Devices and IVDs 

Ensure that the laboratories develop and use quality 
system approach to laboratory testing that provide 

accurate test results; 

Oversee sampling and testing of Medical 
Devices and In-Vitro Diagnostics 
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QUALITY OBJECTIVES WORKPLAN OUTPUTS

Objective 01

100% compliance to 
registration 
standards for all 
regulated health 
products and 
technologies

Objective  02

enhance compliance 
to timelines in 
regulatory decision-
making.

Ac t ivit ie s

Priority review of 
applications made 

through the 
Reliance Pathways

Ac t ivit ie s

Approval of 
Emergency use 

Authorization 
application with 
stated timelines.

Ac t ivit ie s

Eva lu a te  c la ss C
a n d  D Me d ica l
De vice s &a m p ; 
In vit ro
Dia g n ost ics w ith
re g a rd  to  sa fe ty.
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Regulatory Processes 

Screening
• -New applications are screened for completeness of documentations

Evaluation
• Using the conformity assessment template, review of submitted information by technical experts
• Performance and Validation of In-Vitro Diagnostics Reports from the Laboratory  

Query Responses
• -Communication to the applicant if there are queries that have been raised

Approval 
• Satisfactory applicants receive approvals 

Issuance of certificates 
• Certificates are released to the applicant

Change notifications 
• Notifications are reviewed and approved 

Timelines

Within 90 
working days

Within 24 
Months

Depending on 
applicant 
response time

Within 24 
Months

Within 7 days 
of approval 
decision

Depending on 
the type of 
notification 
(within 7days 
to 60 days)

Presenter Notes
Presentation Notes
Turn around time- depending on the correspondence with the applicant/ manufacturer, the time clock starts and stops when communication has been shared with the them.



Pharmacy and Poisons Board
Ensuring the provision of safe, quality and efficacious pharmaceutical products and services 

Republic of Kenya
Ministry of Health

SUBMITTED APPLICATIONS FOR MEDICAL DEVICES 
2019-2022

Using  PRIMS Autom a te d  Syste m

0

2000

4000

6000
No of MDs

Re c e ive d  a p p lic a tio n s  
fo r Me d ic a l De vic e s

No of IVD

Re c e ive d  a p p lic a tio n s  
fo r IVDs

Total No 
MD+IVDs

Co m b in e d  n o  o f 
a p p lic a tio n s

Presenter Notes
Presentation Notes
 2018 2019 2020 2021 20220 1395 3510 3863 1134 0 247 613 740 211 0 1642 4123 4603 1345  
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REGULATORY DECISIONS FOR MEDICAL 
DEVICES

Usin g  PRIMS Au tom ated  System  for Rece ivin g  of Ap p lication s
Su c c e s s fu lly 

Eva lu a t e d

Ap p lica t ion s th a t  h a ve  a ll th e  
d ocu m e n ta t ion  a n d  h a ve  

b e e n  scre e n , h a ve  u n d e rg on e  
first  re vie w  b y a n  a sse ssor.

Qu e rie d  
a p p lic a t io n s

Ad d it ion a l 
in form a t ion  h a s 
b e e n  re q u e ste d  b y 
th e  a sse ssor

Su c c e s s fu lly 
s c re e n e d

Ap p lica t ion s h a ve  
th e  re q u isite  

d ocu m e n ta t ion s 
a n d  scre e n in g  is  

a p p rove d .

Re je c t e d  
Ap p lic a t io n s

Th e re  is  su ffic ie n t  
re a son  to  re je ct  th e  
a p p lica t ion .

Ap p ro ve d  
a p p lic a t io n s

Ap p lica t ion s h a ve  
b e e n  a p p rove d  for 

re g ist ra t ion  
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Good Review Practices

ISO 13485
Manufacturers submit their 

ISO 13485 as part of the 
procedure for market 

authorization 

Technical file assessment 
training and knowledge 

transfer for MDs and IVDs 

Reference 
Regulatory 
Authority 

Using listed RRAs to assist in 
decision making for Market 

authorization 

Leveraging on decisions 
form SRA’s

Reliance and 
Recognition

Using WHO Reliance 
pathways to fast-track 

approvals (such as during 
the COVID-19 Pandemic) 

-Recognition of decisions 
from other Regulatory 

authorities 
-Signed agreement for the 
Collaborative Registration 

Procedure for IVDs

Committee 
of Experts 

Committee of Experts for 
COVID-19 Diagnostics. 

Reports Generated used in 
accelerating decision 

making 

Technical file assessment 
reports

Risk Based 
Classification 

4 Risk Classification for MDs, 
with different requirements 

for each of the Class 

Higher risk clsssified MDs 
have longer review times 
and more processes and 

documentations
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Overview of the Market 
Surveillance and Control (MC) and 
Vigilance (VL) 
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Post-market surveillance (PMS)

Primary objective = to develop information about HPTs 
quality and effects under usual conditions of use

Facilitates evidence-based decision making on 
Substandard and Falsified (SF) medical products

PMS is the monitoring of the quality (and safety & efficacy) 
of medical product after it has been released in the market 
(and made available to the public)
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Market Surveillance
Two approaches
Active Surveillance
Reactive Surveillance

Active Surveillance
 PMS quality surveys
 Batchwise testing and release- based on risk
 Male latex condoms, syringes, surgical face masks,  COVID 19 RDTs

18
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Market Surveillance (2)

RRI PMS- male latex condoms (85.7%)
Syringes (100%)
PoCTs- Only nine (50%) tests had sensitivities ≥ 

40% (range: 40% –60%)

19
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Compliance level

20
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Reactive Surveillance

Pharmacovigilance Electronic Reporting System 
(PvERS)

- provides for public reporting
-USSD code and Mobile application (work in 

progress)
-Receive hard copy FSCA, FSNs

21
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22
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SOP for handling product related market complaints
SOP for receiving, reviewing and investigations of 

reports on incidents and FSCA of MDs including IVDs
Part of investigations- requesting additional 

information from the reporter
Additional information from MAH, LAR, Manufacturer
Review of root cause investigation report
Testing
Quality audits (done for male latex condoms)

23
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Feedback Mechanisms

Feedback given to 
Market Authorization Holders, 
 Local Authorized Representatives, 
 Health Care Professionals, 
Manufacturers, 
 Reporters
 Letters, Emails, e shot, website

24
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Regulatory Actions

Regulatory Guidance to Industry
Quarantine 
Recalls
 suspension of MA
withdrawals

25
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Collaborations and partnerships 
and Reliance

Collaboration with KEMRI-validation of COVID 19 test kits (PoCTs)
https://ajlmonline.org/index.php/ajlm/article/view/1317#.YUhN

Wj4Itv4
MOU with KEBS-Pre-Export verification of conformity (PVoC)
Reliance and convergence mechanism – WHO, 
NPHL-Donors funded programs for HIV,TB,STDs

26

Presenter Notes
Presentation Notes
Only nine (50%) tests had sensitivities ≥ 40% (range: 40% – 60%) and the ability of these tests to detect IgM ranged from 0% to 50%. Many (7/18; 38.9%) of the kits had very weak IgM and IgG band intensities (range: 2–3).

https://ajlmonline.org/index.php/ajlm/article/view/1317#.YUhNWj4Itv4
https://ajlmonline.org/index.php/ajlm/article/view/1317#.YUhNWj4Itv4
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S/N Description of the case / 
market complaint/ Market 
feedback

Nature of investigation carried 
out

Final conclusion of 
the investigation

Regulatory actions 
implemented

1 2018- Suspected Falsified 
male latex condoms

Collaboration with MAH to 
gather intelligence on the 
product-source, distribution 
chain and individuals involved

Distinguishing features from 
genuine product

Product was found 
to be falsified, 
February 2018

Guidance issued 
to public and HCPs

2 March 2020- Kenya Received 
notification from WHO on 
suspected HIV test kits

Collaboration with DCI, and 
Tanzanian Authorities

Products were 
found to be 
falsified

Suspects arrested ,

The case is on-
going

27
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Some photos of suspected falsified products (2)

29
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Some photos of suspected falsified products (3)

30
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Some photos of suspected falsified products (4)

31

Figure: test kit with falsified label with incorrect expiry date format = D MMM YYYY



Pharmacy and Poisons Board
Ensuring the provision of safe, quality and efficacious pharmaceutical products and services 

Republic of Kenya
Ministry of Health

Overview of the 
LICENSING 

ESTABLISHMENTS (LI)
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Guidelines on Establishments 

-Establishments of Medical Devices 
registration guideline -2022

-Licensing-Premises
-Licencing of operators and 

contractors of MDs*-
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Overview of the 
REGULATORY INSPECTION 

(RI)
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Manufacturers of MDs 

-List of Manufacturers of MDs 
established 

-Quality audits using ISO 13485-
not conducted.
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Overview of the 
LABORATORY TESTING (LT)
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MA-Medical devices communication with external Entities

Medical Devices & 
IVDs (MA)

Kenya Medical 
Research Institute

Kenya Bureau of 
Standards

National Public Health 
Laboratory 

PPB Quality Control 
Laboratory 

National Quality 
Control Laboratory 

Presenter Notes
Presentation Notes
Service Level agreements with KEMRI; that stipulates the testing or IVD kits for Performance and Evaluation.



Pharmacy and Poisons Board
Ensuring the provision of safe, quality and efficacious pharmaceutical products and services 

Republic of Kenya
Ministry of Health

Process Flow with KEMRI
AUTOMATED PRIMS SYSTEM 
•Submission of application to MA Submission of (500) samples 

and filliing of internal 
request form in Market 

Authorzation 

Submission of (500) samples 
using internal request form 

to Quality Control

Submission of (500) samples 
using internal request form 

to Kemri

Performance and validation 
to Kemri using template 
agreed upon by PPB   
•for registration purpose  
•research use only

Receipt of report from Kemri 
to office of CEO Pharmacy 

and Poisons Board 

Receipt of report from CEO 
to office of MA

Regulatory decision of the 
application using the report 

finding 

Issuance of Emergency 
Authorization Letter

Presenter Notes
Presentation Notes
1. Submission of application to MA2. Submission of (500) samples using internal request form to MA3. Submission of (500) samples using internal request form TO QC4. Submission of (500) samples using internal request form TO Kemri5. Performance and validation to Kemri using templet agreed upon by PPB for registration 6. Performance and validation to Kemri using templet agreed upon by PPB for research use only7. Receipt of report from Kemri to office of CEO PPB 8. Receipt of report from CEO to office of MA9. Regulatory decision of the application using the report finding 10. Issuance of Emergency Authorization Letter
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Overview of the 
CLINICAL TRIALS OVERSIGHT (CT)
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Medical Devices Oversight

-Established guidelines
-Legal framework
-Applications for MD CTs submitted 

and reviewed



Pharmacy and Poisons Board
Ensuring the provision of safe, quality and efficacious pharmaceutical products and services 

Republic of Kenya
Ministry of HealthMEDICAL DEVICES AND IN-VITRO 

DIAGNOSTICS
Road  Map  on  Reg u latory d ecision  from  listin g  to reg istration  req u irem en ts

Listing of Medical 
Devices and IVDs 

20 11- Ma n u a l a p p lica t ion s 
re ce ive d  

Im p ort  con t ro l a n d  issu a n ce  
of Tra d e  P e rm it

Listing of Medical 
Devices and IVDs

Ga ze t te m e n t  o f Not ice  n o  CXVI n o  
37 of 20 14  for Form  1.

An n e x 1- Ap p lica t ion  fo rm  for 
re g ist ra t ion  of Me d ica l De vice  on  

P P B P orta l

Mandatory Migration to 
Prims Class C&D

Usin g  Risk Ap p roa ch , 
fin a liza t ion  of Gu id e lin e s fo r 
Me d ica l De vice s 20 17-20 18 .

Mandatory 
Registration of MD 

for all Classes

20 18  a ll MD a n d  IVDs re q u ire  
re g ist ra t ion  on  P rim s Syste m .

In -Vit ro  Dia g n o s t ic s  in  
c o u n t ry a s s e s s m e n t ; 

Te s t in g  o f MDs
Re sp on se  to  Em e rg e n cie s 

COVID-19 P a n d e m ic u se  o f in -
cou n t ry a sse ssm e n t  a s p a rt  o f 

Re g ist ra t ion  p roce ss



Pharmacy and Poisons Board
Ensuring the provision of safe, quality and efficacious pharmaceutical products and services 

Republic of Kenya
Ministry of Health

Achievements-Phased 
Implementation 

42

2018
/19

2017/8

2018/19

2011

2017

2022**

2022/3*

2011-
2014

Presenter Notes
Presentation Notes
The QMS requirements for Quality audits of Manufacturers for Medical Devices and IVDs is planned in the FY 2022/23. The developed guideline on requirements for registration of Establishmnents 
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Future Plans

-Quality audits for Medical Devices

-Quality audits for IVDs 
-Clinical investigations controls for MDs and IVDs
--Capacity building of Expertise in Medical Devices and 

Diagnostics 
-Laboratory strengthening in Testing of Medical Devices and IVDs
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Ch a lle n g e s

HUMAN RESOURCE

De ve lo p  a  la rg e  wo rkfo rc e  to  fo c u s  o n  
Me d ic a l De vic e s  a c tivitie s .

Exp e rt is e  a n d  Ca p a c ity  
Bu ild in g

Ne e d  to  b u ild  c a p a c ity with in  th e  NRAs  
fo r Me d ic a l De vic e s  a n d  IVDs  with  
sp e c ia liza tio n s

In s t itu t io n a l Fra m e w o rks

Me d ic a l De vic e s  a n d  IVDs  a c tivitie s  
c e n te re d  in  la rg e r Ph a rm a  u n its
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THANK YOU

P.O. Box 27663 – 00506

Nairobi, Kenya

Telephone: 0709 770 100

Email: info@pharmacyboardkenya.org

Website: web.pharmacyboardkenya.org
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