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Foreword 
The Government of  Kenya has  taken the lead,  with s upport  from 
development and implementing partners ,  to  systematical ly put  in place 
mechanisms to ensure the achievement of  universal  access  to  HIV testing .  
The Ministry of  Health -  National  AIDS and STI  Control  Programme 
(NASCOP) developed and launched the  HIV testing  services operational  
manual  in Kenya.  This  was an important  step for  Kenya to keep in l ine with 
the international  guidel ines  and recommendations on quali ty  HIV Testing 
services  (HTS).  The Ministry of  Health (MOH) through NASCOP recognizes 
that  there is  need to  minimize missed opportunities  for  HIV Testing 
services .  I t  is  for  this  reason that  there has  been a  pu sh towards 
diversi fying testing  approaches  in the recent  past .  This  push has  seen an 
unprecedented scale-up of  counsel l ing and testing  models  and HTS 
del ivery points .   

The scale-up,  however,  must  be achieved while  guaranteeing quali ty of  the  
HTS.  This  wi l l  be achieved by ensuring that  the service providers  have the 
necessary capacity and structures ,  as  well  as  systems to del iver increased 
access  to  qual i ty HTS.  As  we seek to  diversi fy the testing  efforts ,  we wish 
to  ensure that  quali ty is  maintained across  al l  the sett ings  where HTS is  
provided.  This  document provides  a  broad policy framework of  quali ty 
HTS,  and i t  is  my bel ief  that  al l  s takeholders  wil l  be  guided by this 
document ,  as  they provide HIV Testing  services  in a  manner that  observes  
al l  the Standard Operating Procedures  and Bio-Safety recommendations .  

 I  encourage al l  HTS providers  in al l  sett ings  to  study the quali ty detai ls  
described here and embrace them with a  view to  ensuring that  HTS 
provision is  guided by quali ty and not  o nly driven by the need to  see an 
increase in the numbers  tested.   

I t  is  my s incere hope that  this  comprehensive HTS National  Quali ty 
Management Guidance Framework wil l  go a  long way i n helping to  
strengthen the provision of  qual i ty HTS which every Kenyan deserves .  I  
look forward to a  successful  ful fi lment of  the objectives  as  set  out  in this 
guidance document .  

 

 

__________________________________________  
Dr.  Rose Wafula ,  
Head, National AIDs and STI Control Programme
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Executive Summary 
The del ivery of  qual i ty HTS is  cri t ical ,  hence the need to manage i t  ef fectively 
and eff ic iently.  The aim of  the National  Quali ty Management Guidance 
Framework is  to  provide an outl ine  for  quali ty HTS in Kenya.  This  document 
describes  systematic approaches  to  assessing ,  monitoring ,  and improving the 
quali ty of  HTS to  consistently meet  c l ients ’  needs .  Quali ty assurance 
measures  should be in place in al l  e lements  of  HTS.  Provision of  quali ty HTS 
is  everyone’s  responsibi l i ty,  from service del ivery points  up to  the national  
level .  Therefore,  this document endeavou rs  to  ensure that  qual i ty becomes an 
integral  part  of  HIV Testing  services  in the diverse approaches and sett ings ,  
as  provided for  in the HIV Testing  services  operational  manual  in Kenya,  i .e . ,  
community based and health faci l i ty sett ings .  

This  document advocates  for  quali ty i n HTS service package protocol  I t  
further recommends the application of  the core principals  of  HIV testing 
services  summarized as  the 6Cs:  Consent ,  Confidential i ty,  Counsel l ing ,  correct 
results ,  Connection and creating  an enabling  environment .  Quali ty testing 
begins  at  the national  level  with the evaluation,  approval ,  and registration of  
HIV test  ki ts .  Only HIV test  kits  that are provided for  in the national  
algorithm by the Ministry of  Health wil l  be used for  HIV testing  in Kenya.  
Provis ion of  accurate HIV test  results  is  important ,  and this  cal ls  for 
continuous quali ty assessment .  

This  document gives  guidance on quali ty commodity management which 
include real istic  forecasting ,  procurement ,  distribution and storage of  
supplies .  I t  a lso provides  guidance on quali ty data management ,  which 
ensures  accurate measures  of  current  performance.  

National  standardized tools  shal l  be u sed for  HIV Testing services  data 
col lection  and management .  For  this  document to  be uti l ized most  ef fectively,  
NASCOP through the National  Quali ty Improvement Team,  via  the 
decentral ized structures  at  the County and Sub County levels ,  wi l l  continue to 
provide leadership and direction.  The Ministry of  Health wil l  continue 
working c losely with development and i mplementing partners  and to  ensure 
provision of  qual i ty HIV Testing  services .  
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Definitions of Terms 

Quality The degree to  which a  health or  social  service meets  or  
exceeds established professional  standards and c l ient  
expectations .  

External Quality 
Assessment (EQA) 

This  is  a  method that  al lows for  comparison of  
laboratory  testing  to  a  source outside the laboratory.   

Quality Management 
(QM) 

Involves  coordinating al l  activit ies  and resources 
needed to maintain  a  desired level  of  excel lence in 
healthcare.  QM is  considered to  have three  core 
components  (Quali ty Assurance,  Quali ty Control  and  
Quali ty Improvement) .  

Quality Improvement 
(QI) 

This  is  a  systematic  and continuous actions  that  lead to  
measurable  improvement in health service 
del ivery/better  health system performance.  

Quality Assurance 
(QA) 

A process  of  establishing standards and using them 
consistently as  a  basis  for  assessing performance.  
Results  from quali ty assurance monitoring lead to  the  
quali ty improvement process .  

Quality Control (QC) A procedure/system that  is  used to ensure that  a  health 
service adheres  to  a defined set  of  qual ity cri teria  or  
meets  the requirements  of  c l ients .  

Continuous Quality 
Improvement (CQI) 

 

An approach to  qual i ty management that  focuses  on the 
process  (not  individual)  to  improve health care by 
identi fying problems,  perform a root  cause analysis ,  
implementing and monitoring corrective action and 
studying i ts  ef fectiveness .  

Small  Tests of  Chan ge A method to break down change into manageable 
chunks and test  each small  part  to  make sure that  
things  are improving and no  effort  is  wasted.  

Indicator In health ,  i t  is  def ined as  a  characterist ic  of  an 
individual ,  population,  or  environment ,  which is  
subject  to  measurement (directly or  indirectly)  and can 
be used to  describe one or more aspects  of  the health of  
an individual  or  population (quali ty,  quantity and 
t ime).  
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Inconclusive HIV  
status 

When the testing  strategy cannot provide a  posit ive or 
negative HIV-status .  This  is  di f ferent  from discrepant 
test  results .  

Testing event A testing  session by a  HTS provider using the approved 
national  algorithm 

Persistent  
inconclusive status  

A situation in which there is  discrepancy between 
screening and confirmatory tests  (Screening test  –  
Reactive ,  Confirmatory test  –  Non reactive)  in 2  testing  
events  by  2  di f ferent  service providers  upon testing  the 
same client .  
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Chapter 1: Introduction 
National  Quali ty Management guidance (NQMG) is  a  framework that  guide 
on quali ty  assurance standards addressing the gaps in  qu ali ty of  HIV 
testing  services  (HTS).  This  guidance is  a  revis ion of  the NQMG framework 
developed in 2010.  Fol lowing the revis ion of  the Kenya HIV Testing 
Services  (HTS) operational  manual  and development of  a  host  of  many 
Quali ty Assurance (QA) related  polic ies and guidel ines  on Point  of  Care  
Testing  (POCT),  there was need to  revise the NQMG to ref lect  the current  
qual i ty assurance standards .  The revised NQMG wil l  address  the gaps in 
quali ty of  HTS and ref lect  the quali ty assurance roles  of  the new 
management structures  in Kenya fol lowing the devolution of  health 
services .  

1.1  Goal of the guidance 

The goal  of  the NQMG is  to  provide a  comprehensive framework for  qual i ty 
HTS in al l  sett ings  and approaches in Kenya.  

1.2 Objectives of the guidance  

The objectives  of  the NQMG is  to  provide HTS guidance on;      

•  Quali ty training of  trainers  (TOT) and service providers   
•  Quali ty assurance measures  in HIV counsel ing ,  screening for  

other conditions  and l inkage 
•  Quali ty assurance practices  in rapid HIV testing    
•  Quali ty Logistics  management practices   
•  Coordination in provis ion of  qual i ty services 
•  Monitoring and evalu ation strategies   

1.3 Target Audience  

This  guidance targets  HTS providers ,  HTS trainers ,  health care workers 
and health managers  working in government ,  fai th-based and private 
health faci li t ies .  Programme managers  and policymakers  in national  and 
county governments ,  non-governmental  insti tutions ,  private sector,  
commodity procurement agencies ,  development and implementing partners  
would al l  benefi t  from this  guidance.    

1.4 What informs this guidance 

To ensure the highest  qual i ty of  HTS,  this  guidance is  anchored on both 
national  and international  quali ty standards for  del ivery of  health 
services .  The fol lowing quali ty assurance and quali ty improvement policy 
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documents  form the basis  for  the standards and procedures  recommended 
in this  guidance:  

The Kenya consti tution 2010 

•  The Kenya AIDS Strategic  Framework II  (KASF II)  2020/21-2024/25 
•  Kenya Quali ty Model  for  Health (KQMH) 
•  Kenya HIV Quali ty Im provement Framework (KHQIF)  2014 
•  Kenya HIV Quali ty  Improvement Framework (KHQIF)  operational  

manual  (2014) 
•  The Kenya National  AIDS Strategic  Plan (KNASP) I I I  
•  The Kenya Health Sector Strategic  and Investment Plan (KHSSP II I)  
•  Kenya HIV Testing  Services  operational  manual  (2022)  
•  A guidance document for  the del ivery  of  HIV Self -Testing  and 

Assisted Partner Noti f ication Services  in Kenya (2019)  
•  Quali ty Pol icy  Manual  for  Medical  Laboratory  Services  in Kenya  

(2011) 
•  Kenya HIV Prevent ion and Treatment Guidel ines  (2022) WHO 

Consolidated Guidel ines  on HIV Testing  Services  (2019) 
•  WHO Technical  guidance update on qual i ty assurance for  HIV rapid 

diagnostic  tests  (2015) 
•  Point  of  care testing  policy guideline Edition 1:  2015 

1.5 Background 

Rapid HIV testing  is  recognized as  one of  the main strategies  for  HIV/AIDS 
prevention,  care and treatment ,  and other support  services  (WHO,  2019).  
HIV testing  aids  in identi f ication of  those who are infected with HIV and 
l ink them for early i nterventions .  In Kenya,  there has  been rapid scale  up 
of  HTS s ince the year 2000 (NASCOP,  2015).  S ince the beginning of  the  
epidemic ,  sub-Saharan Africa  remains  the most  severely af fected,  with 
almost  1 in every 25 adults  (4.4%) l iving  with HIV.  The region also 
accounts  for  nearly 70% of  the people l iving  with HIV worldwide (UNAIDS,  
2021).   To accelerate the progress  towards ending the HIV epidemic ,  Joint  
United Nations Programme on HIV/AIDS (UNAIDS) developed ambitious  95 
-95 –  95 fast  track targets  that  aim to transform the vis ion of  zero new HIV 
infections ,  zero discrimination and zero AIDS-related deaths  into concrete  
milestones  and end-points .  The target  is  to  ensure that  by 2025,  95% of  al l  
people l iving  with HIV wil l  know their  HIV status ,  95% of  al l  people with 
diagnosed HIV infection wil l  receive sustained antiretroviral  therapy and  
95% of  al l  people receiving antiretroviral  therapy wil l  have viral  
suppression (UNAIDS,  2020).  To meet the goals  of  prevention and 
treatment programs, mil l ions  of  people  require HIV testing ,  especial ly in 
areas  of  high HIV prevalence (Operational  manual) .  In Kenya,  i t  is  
estimated that  c lose to  1 .43 mil l ion people are l iving  with HIV/AIDs 
(PLHIV),  (HIV estimates ,  2021).  
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As a  result  of  the increasing demand for HIV testing ,  ef fort  to  expand the 
services  and to ensu re access  has  been ongoing .  On average 5M test  are 
conducted annually according to  KHIS .  In Kenya,  there has  been a  pol icy  
shi ft  that  has  empowered non-laboratory staff  including HTS Providers  to  
offer  HIV testing  services  (task shi fting)  as  per the HTS operational  
manual .  This  pol icy shi ft  has  been associated with the huge scale  up of  HTS 
in the country including HIV self- testing  (HIVST) and index testing .  The 
Kenya HTS operational  manual  (2022)  recommend integration of  HTS with 
other services  l ike tuberculosis  (TB),  prevention of  mother to  chi ld 
transmission (PMTCT),  sexual  and reproductive health services  (SRH),  
voluntary  medical  male c ircumcision (VMMC) and other  HIV prevention 
services  including evidence informed behavioral  intervent ions  (EBIs) .  
(NASCOP,  2022).  Kenya  HIV Prevention and Treatment Guidel ines ,  2022 
advocate for  immediate treatment after  HIV diagnosis ,  further increasing 
the demand for quali ty HTS.   
 
With the rapid expansion of  HTS ,  there has  been chal lenges  that 
sometimes result  to  human or equipment errors  that  af fect  th e accuracy of  
HIV diagnosis ,  leading to  incorrect  HIV test  results  (NPHLS,  2016) .Quali ty 
issues  for  HIV testing relate  to  test  kit  qual i ty,  testing  algorithm,  training ,  
qual i ty control/assurance,  qual i ty  of  new lots ,  qual i ty  of  logistics  and 
supply of  commodities ,  qual i ty management ,  post  market  survei l lance,  
external  quali ty assurance (EQA),  data qual i ty assurance (DQA),  qual i ty  
counsel ing  and quali ty l inkage among others .  

HIV testing ,  l ike other point  of  care tests ,  requires  quali ty assurance 
systems to enable service providers to  adhere to  minimum quali ty 
standards .  A qual i ty system that  addresses  al l  aspects  of  HTS is  essential .  
Currently,  qual i ty  of  HIV services  is  guided by the NQMG framework.   The 
framework outl ines  strategies  used to enhance quali ty  of  HI V testing  and 
implementation.  The Kenya  HTS operational  manual  (2022) has  been 
revised,  with emphasis  on 6Cs of  Consent ,  Confidential i ty,  Counsel ing ,  
Correct  test  results ,  Connection ( l inkage to  care)  and creating an enabling  
environment .  In addition,  the HTS package consist  of  pretesting 
counsel ing ,  HIV testing ,  post-test  counsel l ing ,  assessment of  other health 
related conditions ,  referral ,  and l inkage.  The NQMG needed to be revised 
to  ref lect  the changes  in the national  operational  manual .     
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Chapter 2: Approach to Quality 
Management in HIV Testing 
There are several  approaches to  qual i ty management in HIV testing .  These 
approaches are geared towards improving HTS.   

The Consti tution guarantees  that  every person has  the right  to  the 
highest  attainable  standard of  health (Kenya Consti tution,  2010).  Quali ty 
is  the degree to  which a  health or  social  service meets or  exceeds 
establ ished professional  standards and c l ient  expectations  (KHQIF,  2014).  
Therefore,  HTS must  embrace quali ty improvement (QI)  at  al l  levels  
(faci l i ty,  sub county,  county and national)  to  meet  expectations  of  Kenyans.  
There are many quali ty improvement (QI)  models  used in healthcare.  HIV 
testing  services  has  adopted the Plan-Do-Study-Act  (PDSA)  as  outl ined i n  
the Kenya Health  Quali ty Improvement Framework (KHQIF,  2014) and 
KHQIF operational  m anual  (2014).  

Del ivery of  quali ty services  depends on al l  the bui lding blocks  of  health  
systems,  including optimized management ,  funding ,  human resources  for  
health ,  information systems and procurement of  high-quali ty supplies  and 
commodities  (WHO 2019) 

2.1 Quality Management (QM) 

Quali ty management involves  coordinating  al l  activit ies  and resources 
needed to maintain a  desired level  of  excel lence in healthcare.  QM is  done 
on ongoing basis  to  provide services  that  meet  or  exceed c l ients ’  
expectations .  QM is considered to  have  three core components  (Quali ty  
Assurance,  Quali ty Control  and Quali ty I mprovement);  

•  Quali ty Assurance (QA) is  a  process  of  establishing standards and 
using them consistently as  a  basis  for  assessing performance.   

•  Quali ty Control  (QC) is  a  procedure/system that  is  used to  ensure 
that  a  health service adheres  to  a  defined set  of  quali ty cri teria  or 
meets  the requirements  of  c l ients .   

Quali ty Improvement (QI)  consists  of  systematic  and continuous actions  
that  lead to  measurable  improvement in health service del ivery/better  
health system performance.  
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2.2 Continuous Quality Improvement (CQI)  

Continuous quali ty improvement (CQI)  is  the systematic  process  of  
identi fying ,  describing ,  and analyzing s trengths  and problems and then 
testing ,  implementing ,  learning from,  and revis ing solutions .   More simply,  
one can describe CQI  as  an ongoing cycle  of  col lecting  data and using  i t  to  
make decis ions  to  gradually improve program processes  (Estes  Park 
Health ,  2020) 

CQI  is  an approach to qual i ty management that  focusses  on the process  to  
improve health care by identi fying problems,  implementing ,  and 
monitoring corrective action and stu dying i ts  ef fectiveness .  Quali ty 
improvement in HTS entai ls  ‘doing the right  thing ,  the right way,  and al l  
the t ime’.  Quali ty improvement is  the key to  creating  this  culture and this 
framework shows how healthcare providers  and managers  can identi fy,  
implement CQI  init iatives ,  continuously measure progress ,  report ,  and 
disseminate best  practices ,  and use the data generated to improve HTS 
services  at  local ,  facil i ty,  county and natio nal  levels .  

2.2.1 Benefits of Quality Improvement 

•  Safe :  Systematic  and organized approach is  intended towards 
optimizing care for  the c l ients  i t  serves  and avoids  harm.  Effective :  
By improving the HTS del ivery process ,  the chances  associated with 
errors  are reduced.   

•  Client-centered :  Improved eff ic iency of  managerial  and c l inical  
processes  leaves  transit ion space for  doctors  and staff  to  provides 
responsive,  respectful  and value-based care to  a  c l ient .  

•  Proactive :  Improved processes  recognize and solve  the problems 
even before they occur.  

•  Cost-effective :  Quali ty improvement processes  are budget  neutral .  
I t  avoids  the  cost  associated with process  fai lure,  poor outcomes,  
and errors .  Rel iable  and streamlined processes  are less  expensive to  
maintain.  

•  Efficient :  Improving process  makes wasteful  activit ies  associated 
with equipment ,  supplies ,  ideas ,  and energy more obvious and makes 
i t  easier  to  el iminate.  

•  Enables  standardization to  ensure an acceptable  level  of  quali ty 
services 

•  Encourages  a  multidiscipl inary team approach  
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2.3 The PDSA cycle for Continuous Quality Improvement  

The PDSA model  for  improvement provides  a  framework for  developing ,  
testing  and implementing changes  leading to  quali ty  improvement .  I t  is  a 
sc ienti fic  method for  testing  a  change—by planning i t ,  trying i t ,  observing 
the results ,  and acting  on what is  learned.  

     

Figure 1:  The Improvement Model (Adapted from the institute for  
Health Care Improvement)  
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Steps in the PDSA Cycle  

Table 1: Steps in the PDSA Cycle  

Steps in the PDSA Cycle  

PLAN: Plan the 
change 

•  Which process  needs improvement?   
•  What information and data do we need to understand the 

problem?  
•  What is  our project  goal?   
•  What change should be implemented?  
•  How wil l  the change be implemented?  
•  How wil l  the effect  of  the change be measured?  
•  How wil l  the required data be col lected,  documented and 

analyzed? 

DO: Implement/ 
Test  the change 

•  Implement the change  
•  Continuously monitor and col lect  data per the plan  

STUDY: Monitor 
and review the 
change 

•  Did the results  match the theory/predictions?  
•  Is  there an improvement?  I f  yes ,  by how much? 
•  Are there trends? 
•  Are there any unintended s ide effects? 
•  Is  the process  more di f f icult  using new methods? 
•  Is  the change scalable?  
Note:  Studying should go on continuously throughout the 
improvement cycle .  

ACT:  Revise and 
plan use of  lessons 
learnt  

Did the results  match the theory/predictions?   
•  Is  there an improvement?  I f  yes ,  by how much?  
•  Are there trends?  
•  Are there any unintended s ide effects?   
•  Is  the process  more di f f icult  using new methods?  
•  Is  the change scalable?  Note:  Studying should go on 

continuously throughout the improvement cycle  

ACT:  Revise and 
plan use of  lessons 
learnt  

•  Should the change be modif ied or a  new change tested? 
(Return to  Step 1 :  Plan)  

•  Should the change be adopted?  (continue to  scale  up/  
maintenance phase)  



National  Quali ty Management Guidance for  HIV Testing  Services  in Kenya  

 8  
 

Chapter 3: Quality Assurance in 
Counseling, Testing  and Linkage    
HIV Testing  Services  should be conducted in accordance with the best  
interests  of  the c l ient .  HTS services  are guided by 6  core principles  (6Cs);  
consent ,  confidential i ty,  counsel ing ,  correct  results ,  connection to  prevention,  
treatment and other  appropriate  post-test  services  and creating  an enabling  
environment for  HTS as  described in the Kenya HTS operational  manual ,2022.  
Compromising quali ty of  any aspect ,  af fects  quali ty of  the others .  

3.1 HTS Core Principles   

The HTS services  are guided by 6 core principles  (6Cs);   

•  Consent:  People receiving HTS must  be well  informed and voluntari ly 
take up counsel l ing  and testing .  They should be informed of  the process 
for  HIV testing  and c ounsel l ing  and of  their  r ight  to  decl ine testing  (no 
coercion).  

•  Confidentiality:  Confidential i ty in the  context  of  HTS refers  to  privacy  
of  interaction between the c l ient  and the service provider and 
obligation to  hold in confidence medical  or  personal  information 
regarding their  c l ients .  Confidential i ty shal l  be maintained even after  
the patient ’s  death.  Cl ient ’s  names wil l  be used in order to  faci l i tate 
referral  to  other services  and test  results  may be shared with other 
health care workers  providing services  to  the c l ient  (shared 
confidential i ty) .  Confidential i ty shal l  be upheld except where consent 
has  been expressly given or disclosure is  al lowed by law in the interest 
of  public  health .  Confidential i ty must  be maintained when conducting 
al l  types  of  HIV testing  and in  al l  sett ings .   Written documents  should 
be stored in  lockable cabinets  accessible only  by authorized personnel  
while  electronic  medical  records  should be stored in password 
protected computers .  A person who  contravenes confi dential i ty 
provisions  commits  an offence under the  HIV and AIDS Prevention and 
Control  Act  (2006).  

•  Counselling .  HTS counsel l ing  is  aimed at  al lowing the c l ient  to  make  
informed decis ions  and benefi t  from the HIV service package by the  
c l ients .  Counseling  includes  pre-test  counsel ing/information,  HIV test ,  
post-test  counsel ing and referral  and l i nkage to  prevention,  care and 
treatment services .  Everyone who receives  a  HIV test  is  enti t led to  
adequate information and counsel l ing  before and after  the test  to  al low 
making of  informed decisions .  The length and scope of  the counsel ing 
session wil l  depend on the speci f ic  sett ings  and needs of  the cl ient .  I t  is  
recommended that  pre-test  counsel ing  focus  on providing information 
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to  faci l i tate  informed consent while  the post-test  counsel ing  should be 
tai lored on the outcome of  the test  and the individual  c l ient  needs ,  
including referrals  and index testing .  Post-test  counsel l ing  is  a  cri t ical  
component of  c l ient ’s  l inkage to  treatment ,  retention and reengagement 
to  care.  Risk assessment and risk reduction counsel l ing  should be 
provided to al l  c l ients  as  part  of  HTS package.  High risk HIV negative  
individuals  should receive counsel ing  tai lored on the on-going risks  and  
l inkage to  the speci f ic  prevention interventions .  

•  Correct  results:  HTS providers  should strive to  provide quali ty testing  
services  and quali ty assurance mechanisms (both internal  and external)  
should be in place to  ensure the provis ion of  correct  test  results  to  
c l ients .  Providers  should adhere to  the national  HIV testing  algorithm 
as  part  of  the effort  to  achieve acceptable  standards in test  results 
g iven to  c l ients .   

•  Connection-(linkage) to prevention,  treatment and other 
appropriate post-test  services :  HTS services  should be accompanied 
by appropriate ,  comprehensive and effective referral  and l inkage to  
post-test  services .   

o  Clients  who test  HIV posit ive should be l inked to  care,  treatment 
and support  services.   

Note:  

  I t  is  the responsibi li ty of  the HTS provider to  ensure al l  
posit ive c l ients  have been l inked to treatment .  

  I t  is  the responsibi l ity of  HTS provider who is  retesting  at 
the receiving faci l i ty to  confirm l inkag e to  the referring 
faci l i ty.  

  Confirmed Client  l inkage should be documented in the HTS 
Lab,  referral  and l inkage register  (MOH 362).  

o  Those who test  HIV negative and are at  the risk of  HIV infection 
should be l inked to  ef fective prevention interventions e .g  PrEP,  
VMMC etc .   

o  Clients  who need post-test  services ,  such as  sexual and 
reproductive health (SRH) or TB services,  should also be l inked,  as 
described in the Kenya HTS operational  manual .  

•  Creating an enabling environment for HTS:  Enabling  people to  make 
an informed and healthy choice to  access HIV testing  and engage in HIV 
treatment or  prevent ion is  a  core public  health function.  The fol lowing 
are key areas  to    consider when creating  an enabling  environment for  
c l ients  seeking HTS:  
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o  Reviewing laws,  pol ic ies  and practices 

o  Reducing st igma and discrimination  

o  Empowering the communities 

o  Reducing Violence 

3.2 HTS Service Package  

The primary components  of  the HTS package are:  

•  Pre-test  counsel l ing/ Pre-test  information  

•  Perform quali ty HIV test   

•  Post-test  counsel l ing  

•  Assessment of  other health related conditions  such as  TB 

•  Referral  and l inkage   

 
Note :  Before pre-test  counsel l ing,  conduct  HTS el igibi l i t y  screening for  al l  
populations except  ANC/PNC cl ients ,  chi ldren,  couples  and key populations 
to  establ ish  i f  the cl ient  is  el igible  for  HTS or  not  

The fol lowing minimum service del ivery package should be of fered for  qual i ty  
HTS 

3.2.1 Pre-test Counselling  

•  Introduce and orient  c l ient  to  the session (ensure privacy of  the 
sett ing) .   

•  Check c l ient ’s  particulars  and previous attendance.   

•  Do contracting  with the c l ient  and state  the t ime the session is  l ikely to  
take.  

•  Address  the option to  opt  out  

•  Provide information on other testing  strategies  (HIVST,  index testing  
and/or SNS)  

•  Explain about the test  procedures  and reassure about confidential i ty.  

•  Discuss  potential  implications  of  a  posit ive and negative test  result .  
Inform cl ient  how to interpret  and read results .  
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•  Provide information on retesting  by a  second provider i f  the HIV test  is  
posit ive  

•  Conduct  HIV risk assessment .  

•  Allow cl ients  adequate t ime to ask questions  and provide them with 
tai lor-made information to  address  their  concerns .   

•  Obtain c l ient ’s  consent/assent .   

•  Explain the benefi ts  of  ART.  

•  With the consent of  index c l ient ,  note  sexual ,  drug injecting partners  
and chi ldren mentioned 

•  Throughout the counsel ing ,  be aware of  c l ient ’s  mental  and emotional  
status .  I f  there are concerns ,  refer  to  a  more experienced col league.   

3.2.2 HIV Test (as per the details  in the testing section) 

Guidance of  approxi mate t ime taken to conduct  a rapid HIV test   

Table 2:  Guidance of  approximate t ime taken to conduct  a  rapid HIV test  

Procedures Assay 1  Assay 2 Assay 3 

Test  preparation 1 minute 1 Minute 1 minutes 

Swabbing process   1  minute 1 minute 1Minutes 

Pricking ,  
harvesting  and 
dropping blood into 
the test  device  

3  minutes 3 minutes 3 minutes 

Results  reading 
waiting  t ime  

Speci fic  to  test  
kit  in use (Pre-
test  counsel l ing  
to  continue 
during this  
t ime) 

Speci fic  to  test  ki t  
in use (Post-test  
counsel l ing  to  
continue during 
this  t ime) 

Speci fic  to  test  
kit  in use 
(post-test  
counsel ing  to  
continue 
during this  
t ime) 

Reading the test  
results   

2  minutes 2 minutes 2 minutes 



National  Quali ty Management Guidance for  HIV Testing  Services  in Kenya  

 12  
 

Documentation of  
respective tools 

5  minutes 2 minutes 2 minutes 

Clearing and 
dis infecting  the 
desk 

2 minutes 2 minutes 2 minutes 

Minimum time 
required for  testing  
i f  above test  ki ts  
are used.  

Total  t ime taken 
is  dependent on 
the type of  test  
ki t  used.   

Total  t ime taken is  
dependent on the 
type of  test  ki t  
used.   

Total  t ime 
taken is  
dependent on 
the type of  
test  ki t  used.  

Note:  The t ime indicated wil l  be determined by HTS protocol e .g .  counsel ing 
and testing ,  and speci f ic  test  ki ts  and test  to  be done.  

3.2.3 Post-test Counselling  

For Negative HIV test  results  

Explain that  c l ient  is  not  infected unless  within the window period (Refer to  
retesting  guidance) .   

•  Revisit  the risk assessment 

•  Provide counsel ling  on HIV prevention and risk reduction plan.   

•  Answer questions  raised by c l ient .   

•  Emphasize on retesting  as  per  the  retesting  guidance i f  c l ient  continues 
risk-taking behavior.   

•  Emphasize on importance of  knowing the  status  of  sexual  partners  and 
information about the avai labi l i ty of  partner and couples  testing  
services 

•  Do condom demonstration as  required and issue/refer  for  condom 

For Positive HIV test  results  

•  Explore and acknowledge c l ient ’s  feel ings ,  fears  and concerns ,  of fer  
necessary support 

•  Review and encourage disclosure,  and partner noti f ication   

•  Discuss  posit ive l iving  and help c l ient  come up with a  r isk reduction 
plan 
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•  Explain importance of  immediate l inkage to  HIV care and treatment ,  
including undetectable  =untransmissible  (U=U) 

•  Explain that  this  is  a  prel iminary posit ive test  result  and refer  the  
c l ients  to  CCC for  retest  and l inkage to  treatment 

•  Revisit  index testing  and HIVST to determine partner no ti f ication 
plan/approach  

•  With the consent of  index c l ient ,  Obtain  contact  information of  index 
c l ient  contacts .  

•  Conduct  Intimate partner violence (IPV) assessment 

•  Capture locator information  

•  Obtain a  writ ten consent to  contact  the index c l ients  contact 

•  Discussion of  the risks  and benefi ts  of  disclosure to  partners;  couples 
counsel l ing  should be offered to  support  mutual  disclosure.  

Post-test  counselling for in conclusive result :  

•  Explain the meaning of  an inconclusive result  

•  Discuss  and address  the c l ient ’s  immediate concerns 

•  Normalize and val idate c l ient ’s  feel ings 

•  Inform the c l ient  that  the test  wi l l  have to  be repeated after  14  days  

•  Conduct  repeat  testing  as  per the national  algorithm 

NB: Quali ty assurance in Assessment of  other related conditions  such as  TB 
(continues  during pre and post  testing) should be done in l ine  with the 
existing  national  tools .  

3.2.4 Linkage to Prevention Services 

Based on the c l ient ’s  results ,  high risk HIV negative c l ients  who screen 
posit ive for  various risks  are effectively l inked to  respective prevention 
interventions .  This  package comprises  but  not  l imited to;  
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 Referral Service Eligible clients Follow up HIV testing 
1 

PEP Exposed to  HIV 
within 72hrs 

Re-test  at  4  weeks .  For negative  
c l ients  retest  at  month 3 after  
which usual  guidel ine should 
apply.  

2 
PrEP Cl ient  with ongoing 

risk to  HIV infection 
Retest  at  Month o ne,  Re-test  at  
month 3 then retest  after  every  3 
months  

3 
STI With STI  or  exposed  Retest  at  4  weeks,  for  negat ive 

c l ients  retest  at  month 3  after  
which usual  test ing guidel ines  
apply   

4 
VMMC Uncircumcised male Tested every two years  after  HTS 

screening  

5 
GBV Any c l ient  who has  

undergone sexual  
violence 

Fol lows PEP test ing schedule.  

NB:  For key populat ion,  the prevention services  and repeat  testing  schedule 
are offered   in l ine with the KP guidel ines .  

3.2.5 Quality Assurance in Assessment of Other Related 
Conditions  

Assessment of  the below l isted conditions  should be done in l ine with the 
existing  national  guidel ine.  Screen,  provide health education and/or refer  for:  

•  Sexually Transmitted Infections  (STIs)   

•  Tuberculosis 

•  Gender Based Violence (GBV)/Intimate Partner Violence (IPV) 

•  Alcoholism  

•  Triple  el imination of  mother to  chi ld transmission of  HIV,  Syphi l is  and 
hepatit is  B  

•  Voluntary Male Medical  Circumcision (VMMC) 
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•  Family planning  

•  Non-Communicable  Diseases  (NCDs) e .g . ,  cancer 

•  Psychosocial  issues .  

3.2.6 Referral  and Linkage to Other Appropriate Health 
Related Services 

•  Support  the c l ient  to  decide on appropriate  Referral  Faci l i ty  

•  Encourage patient  to  attend HIV care/treatment s i te  c losest  to  his/her 
home that  is  also acceptable  to  him/her.   

•  The c l ient  should be enrol led into  care on the same day after  retesting  
by a  di f ferent  provider.   

•  Document referrals  and l inkages  in the HTS Lab,  referral  and l inkage  
register    

•  In l ine with speci f ic  national  guidel ine,  priorit ize  referral  for  any other 
health condition  in need of  further management  

 
 
 
 
 

3.3 Quality Assurance in Counselling  

Counsel l ing  is  an integral  and important  part  of  HIV testing  s ervices .  I t  of fers 
a  window of  opportunity to  share important  HIV prevention information and 
empowers  the c l ients  to  focus  on solutions  for  r isk reduction.  I t  should result  
in appropriate  t imely and effective l inkage to  care and support  services  l ike 
GBV and TB screening .  

HIV testing  services should be guided by the fol lowing qual i ty counsel l ing 
core conditions;  

•  Unconditional  Posit ive Regard  

•  Empathy   

•  Genuineness 

The core principles should guide HTS providers  in fol lowing a  def ined 
protocol  in order to  uphold Quali ty assurance measures  in Counsel l ing .  To 

To adhere to  the protocol ,  HTS Providers should have easi ly accessible 
job aids  as  a  quick reference at  each service del ivery point  
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achieve this  and uphold quali ty in counsel l ing  services ,  the fol lowing need to 
be in place;  

•  Counselor support  supervis ion  

•  Administrative support  supervis ion  

•  Observed practice  

•  Client  exit  interviews  

•  Provider self -assessment  

•  Mentorship 

3.4 Quality in HIV Testing 

Quali ty in HIV testing  is  of  utmost  importance in provis ion of  HTS.  This 
process  ensures  accurate ,  rel iable  and t imely results  to  the c l ient .  This 
involves;  proper identi f ication of  c l ients,  appropriate  infrastructure,  proper 
and quali ty testing  commodities ,  qual i f ied staff ,  adherence to  job aids/SOPs,  
proper documentation/national  approved registers  (e .g .  ANC,  HTS and 
Maternity registers among others)  and partic ipation in External  Quali ty  
Assessment (EQA) by  way of  profic iency testing  and support  supervis ion.  

3.4.1 Classical  Process Control in Quality HIV Testing 

Process  control  refers  to  the  activit ies  and techniques that  are carried out  to  
ensure that  the testing  procedures  are performed correctly,  the environment 
is  suitable ,  and the test  kit  works  as  expected to  produce accurate and 
rel iable  results .  

3.5 Counsellor Support Supervision 

Counsel lor  support supervis ion/debrief ing  is  a  forum that  g ives  HTS 
providers  an opportunity to  come together,  discuss  and process  issues  that 
arise  during HTS with a  qual i f ied and experienced HTS supervisor ei ther 
during group or one-on-one sessions .  I t  is  important  for  preventing ‘burn out ’  
of  individual  HTS providers  and maintaining high quali ty communication 
between providers  and c l ients .  Al l  HTS providers  should attend at  least  one 
Counsel lor  support  supervis ion per Quarter,  with documented evidence.  

  
3.5.1  Administrative Support Supervision for HTS  

This  is  overal l  coordination and overseeing of  the provis ion of  HTS by 
National ,  County   and sub-county program managers 
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•  Administrative support  supervis ion is  aimed at  strengthening 
management and administrative duties .   

•  I t  should be carried out  at  al l  levels .  I .e .  national ,  county,  s ub county 
and s i te  levels .  

•  The national  level  offers  technical  support  where required,  ei ther 
scheduled or need based    

•  At the county level ,  this  is  recommended annually faci l i tated by a  
respective CHMTs and quarterly at  the sub-county level  faci li tated by  
the respective SCHMTs.  I t  can be integrated in routine supervis ion for 
other health services 

•  This  helps  in troubleshooting the various  quali ty issues  and offer  on job 
trainings  in areas  identi f ied.   

•  A standardized s i te  assessment tool  wi l l  be used  

3.5.2 Observed Practice 

Observed practice  is  a  mechanism of  providing instant  feedback to  
counsel lors  on a  counsel l ing  session conducted.   

•  I t ’s  conducted by an experienced counsel lor  or  counsel lor  supervisor,  
with the consent of  the c l ient .   

•  The observer,  using a standardized check l ist ,  s i ts  through a  counsel l ing 
and testing  session  

•  Gives  feedback to  th e counsel lor  at  the  end of  the session,  based on 
what they had observed.  

•  Confidential i ty should be observed by al l  parties 

•  The observed sessions are done and documented on quarterly  basis  

3.5.3 Client Exit  Interviews 

Client  exit  interviews are structured questionnaires  administered on c l ients  
that  have received HTS.   

•  This  approach is  aimed at  obtaining c l ient  views on the qu ali ty and 
their  satis faction of  services  received.   

•  This  can be  administered by independent interviewers  or  c l ients  can 
pick forms and f i l l  them as  feedback.   
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•  This  is  done on quarterly basis  with documented evidence of 
implementation of  recommendations   

•  Faci l i t ies  should also provide suggestion boxes  for  col lection of  
anonymous c l ient  feedback at  any t ime,  and face-to-face c l ient feedback 
should also be encouraged 

3.5.4 Provider Self-Assessment 

Counsel lors  should use standardized NASCOP approved self-assessment forms 
to monitor the quali ty of  their  own service provis ion over t ime.  This  is  a  sel f-  
evaluation of  a  completed HTS session by the HTS provider.   

•  The tool  focuses  on al l  key  components  of  the HTS service package.  

•  Counsel lors  are required to f i l l  at  least  one sel f-assessment form per  
month.    

•  This  wil l  be summarized and discussed Monthly with their  supervisor,  
as  they review their  performance.  

3.5.5 Mentorship  

HTS mentorship entai ls  attaching a  less  experienced HTS provider to  an 
experienced HTS providers  for  guidance and support  on HTS provision.  Al l  
newly quali f ied HTS providers  should be attached to a  mentor for  at  least  3  
months .  
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Chapter 4:   Standard Requirements For 
HTS Provision 
A continuous and systematic  approach should   be put  in place to  guide on 
quali ty assurance (QA)  practices ,  to  ensure good quali ty and rel iabi l i ty  of  
HTS.  A set  of  minimum standards are used to  provide guidance for  compliance 
with the national  requirements  for  implementation of  continuous quali ty 
improvement .  These standards are as  outlined below:  
 

4.1 Personnel Training and Competence Maintenance 

The quali ty of  HTS is  heavi ly dependent on a  well- trained network of 
providers  and supervisors .    Personnel  providing HTS,  training ,  and 
supervis ion are therefore subject  to a  minimum set  of  training and 
competence acquisit ion standards .  These standards include: 

4.1.1 Training in Approved HTS Institution 

Training of  HTS providers  should always be conducted by insti tutions  that 
meet  minimum requirement of NASCOP assessment .  The assessment process  wil l  
involve  objective physical  on-site  assessment as  guided by a  standard 
checklist  (annex 7)  to  determine ful f i l lment of  the fol lowing:  

•  Suitable  infrastructure 

•  Suff icient  infection Prevention Control  and safety measures 

•  Quali f ied HTS Trainers   

•  Management structure 

•  Implementation of  Training Quali ty management systems.  

•  Avai labi l i ty of  Accessories  and consumables  for  practical  session  

•  Provision of  trainees ’  af fairs  and support  services 

•  Quali ty management practices 

•  Avai labi l i ty of  training resources 

Init ial  assessment of  training insti tutions  wil l  last  for  a  period of  2  years .  
Thereafter,  survei l lance wil l  be conducted on annual  basis  to  ensure 
maintenance of  the required quali ty standards .  Init ial ly,  approved insti tutions 
may lose their  status  i f  they are deemed to have fai led to  maintain the 
standards fol lowing f indings  of  survei l lance assessments .  They wil l  therefore 
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not be  al lowed to c ontinue offering HTS training unless  th ey demonstrate 
reinstatement of  the requirements  in a  later  assessment .  

4.1.2 Trainers of Trainees 

Trainers  of  Trainees  (ToTs) should always be individuals  who have undergone 
the NASCOP approved training  program that  should culminate in certi f ication.   
El ig ibi li ty for  this  training should include possessions  of  diploma in social  /  
health sciences  and be  profic ient  in HTS.  ToTs should endeavor to  gather  
relevant ski l l  and program updates ,  post-quali fication through refresher 
trainings ,  acquisition of  new information through wide reading ,  attendance of  
conferences  etc .  

4.1.3 Training of Service Providers 

Only el ig ible  individuals  should be enrol led and trained as  HT S providers .  At  a 
minimum, individuals  without any medical  training  should possess  O- level 
education with a  Diploma in social  sc iences .  

Note :  Already trained and ser ving  individuals  who  don’t  possess  Diploma in 
social  or  health  sciences  should endeavor  to  ful f i l l  the above requirement  while 
st i l l  in  ser vice  

HTS trainees  should undergo the standardized comprehensive training  
program.  The recommended training period and sessions must  be covered.  As 
part  of  the  training ,  every  trainee  should acquire exposure to  practical  
sessions ,  during which observed practice should be conducted.  The observed 
practice  should be managed by experienced HTS counselor/HTS provider and 
should include sessions  involving at  least  4  individual  c l ients  and 2 couples .  
Upon quali f ication,  service providers shal l  be provided with control led 
national  level  veri f i able  certi f icate  from NASCOP.  The certi f icate  wil l  have 
security features  that  wi l l  be useful  in veri fying whether it  is  genuine.  A 
national  database of  genuinely certi f ied HTS providers  wil l  be maintained at  
NASCOP and wil l  be updated from time to t ime.  No individual wi l l  be al lowed 
to offer  HTS unless  they satisfy the above requirements .  
 
Note:  Individuals  in  pr ior  possession of  any level  (cert i f icate ,  diploma or 
degree)  of  health  training wil l  be  el igible for  HTS training and wil l  therefore 
not  be required to  possess  a diploma in social  sc iences .  

4.1.4 Refresher training  

Refresher trainings  are necessary for  continuous sustenance of  competence 
and ski l ls  for  both HTS trainers  and providers .  The training should be 
designed to provide program updates ,  strengthen identi f ied areas ,  and 
enhance knowledge in cri t ical  program areas .  Al l  service providers  should 
undergo refresher training at  least  ones  per two years .  The trainings  can be 
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class-based or in form of  on-site  training as  per the HTS training guide.  
Certi f ied copies  of  refresher training certi f icates  or  training records  wil l  be 
kept  in  an easi ly accessible  manner.  
 
Note:  1 .  HTS trained individuals  who have not  been in pract ice  for  more than 
one year  are required to  undergo refresh er  training and provide cert i f icate  or 
ver i f iable  records of  training before being  al lowed to  provide ser vices .  
 
Note 2.  HTS super visors  and managers  wi l l  make del iberate efforts  to  ensure 
that  there are   equitably and appropriately  distr ibuted personnel  to  ensure  
Ser vice  provision,  super vision,  comprehensive data col lect ion,  transmission and 
analysis  as  wel l  as  pol icy implementation and oversight .  

4.1.5 Continuous Maintenance of Competence 

HTS providers  are also required to  access  continuous means of  increasing 
mastery and maintenance of  the required work ski l ls .  This  can be done 
through mentorship,  support  supervis ion and partic ipation in CMEs,  CPDs.   
Record of  partic ipation in  any of  these activit ies  wil l  be kept .  Health 
professional  wi l l  keep records that  meet  the standard set  out  by  the 
respective regulatory bodies .  Certi f ied copies  of  training records wil l  be kept  
in an easi ly accessible  manner.  Objective assessments  of  service provider 
continued performance wil l  be conducted periodical ly.   

4.2 Availability and Adherence to National HTS Operational 
Manual, Protocols and Procedures 

HTS providers  wil l  be required to  adhere to  al l  the polic ies  and standards as  
outl ined in the operational  manual .   HTS related guidel ines  for  speci fic  
program area (e .g .  PMTCT,  ART) or extracts  of  the guidel ines that  outl ine the 
key day to  day operations  should be avai lable  in  al l  s i tes .  The job aids  should 
include but  not  l imited to:   

•  Current HTS protocols  for  conventional  HTS,  HIVST and other 
innovative strategies .  

•  Current HTS algorithm 

•  Procedures  for  each of  the tests  currently in the algorithm 

•  Waste Management –  segregation,  disposal  of  sharps ,  infectious  and 
non-infectious  waste 

•  Management of  blood spi l ls   

•  Infection Prevention and Control  

•  Post  Exposure Prophylaxis  protocol 
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•  Commodity management 

Al l  guidel ines/extracts  should be avai lable  and easi ly accessible  at  the points  
of  service provis ion.  They must  be  adhered to  during the related  
operation/task.  

4.3 Suitable Physical Facility  

All  HTS service provis ion models  used in s i tes  and faci li t ies  shal l  make every  
effort  to  ensure privacy and confidential i ty.  In  health faci l i ty sett ings  where 
services  are provided at  open Spaces  e .g .  wards ,  OPD etc .  screens should be 
avai led to  provide visual  privacy for  c l i ents  taking up services .  Otherwise 
whenever  possible ,  a  room shal l  be  identi f ied and used for  HTS service  
del ivery.  HTS services  provided in community sett ings  shal l  be provided in a  
well  venti lated VCT room,  tent ,  van or home.  Al l  care wil l  be taken to ensure 
that  c l ients  have privacy and confidential i ty when receiving the services .  

HTS wil l  be provided in diverse sett ings .   

a)  Health faci lity  settings 

•  I t  is  desirable  that  a  designated room with adequate space or a 
parti t ion is  provided to ensure safety of  c l ients ’  information and 
confidential i ty.  

•  Where services  are provided at  open spaces  (e .g .  wards ,  OPD etc .) ,  
screens wil l  be avai led to  provide visual  privacy for  c l ients  taking up 
services .  

•  Service space wil l  be maintained in c lean and organized state .  

•  The primary l ight  source should be adequate to  al low for  good 
conditions  while  conducting testing  as  well  as  visualization of  test 
results 

•  Monitoring of  environmental  temperatures  to  ensure that  Test  kit  
storage and testing  environmental  conditions  are appropriate 
according to  manufacturer’s  instructions   

o  Where temperatures  are normally higher or  lower than 
recommended by test  kits  manufacturers’ ,  innovative efforts  
should be made to keep temperatures  in control  (eg  use of  
refrigerators ,  Air  Conditioner or  sand pots)  

o  Temperature should be monitored dai ly in the morning and 
afternoon 

•  Storage space for  test  kits  and other supplies  should be suff ic ient ,  
secured and accessible  to  the authorized personnel .  
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•  Service del ivery points  must  be accessible and convenient  for  a l l  the 
segments  of  the po pulation including people with disabi l i t ies  and 
the marginal ized.  

b)  Community settings  

•  Well  venti lated tent ,  van or home/outreach faci l i t ies  should be  
provided to ensure that  c l ients  have privacy when receiving the 
services .  

•  Stand-alone VCT room should meet the requirements  outl ined for  the 
health faci l i ties .  

•  Monitoring of  commodities  shal l  be done at  the l inking faci l i ty using 
the standard bin cards  and top up cards .  

•  The kits  should have their  temperature monitored at  the point  of  
storage as  well  as  during the outreach activit ies .  Every HTS provider 
should be assigned a  ful l  pack of  the test  kits  with al l  i ts  
components ,  avoid exposure to  direct  sunlight  and adverse 
conditions .  

•  HTS providers  should use the standard HTS package while  offering 
services  in the outreaches .  

•  Waste disposal  in community sett ings  should fol low the biosafety 
guidelines  regarding segregation and disposal .  Al l  waste generated 
in the various  community models  should be l inked to  a  heath  faci l i ty 
for  storage and disposal .  

In al l  sett ings ,  hand washing faci l i t ies should be avai lable (c lean running  
water and soap or hand sanit izers) .  S imilarly,  there should be faci l i t ies  to 
accommodate safety practices .  

4.4 Safety Practices 

4.4.1 Workplace Organization 

HTS site  should have organized processes in place providing for  the safety of  
staff  members ,  patients ,  community and the environment .  SOPs and/or job 
aids  should be in place to  implement safety practices  e .g . ,  SOPs and/or job 
aids  on management of  sharps ,  infectious  and non-infectious  waste ,  blood 
spi l ls .  Personal  protective equipment (PPE) e .g . ,  aprons/lab coats ,  gloves  
should always be avai lable  and consistently used while  providing services .  

4.4.2 Waste Management   

Procedure for  handling  sharps ,  infectious  and non-infectious waste should 
involve :   
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•  Segregated in accordance with the vari ous  categories  –  disposal  into  
di f ferent  color-coded biohazard bins  and l iners  (black/white  for 
general  off ice  waste e .g .  paper and yel low for infectious  waste e .g .  used 
gloves ,  gauze) and sharps  container (Annex 3) .   

•  Use of  puncture proof  waste containers  and ensuring that  they are  
c losed in between and after  use.  

•  Three quarter ful l  safety boxes  should be c losed,  and waste bags  t ied.  

•  Detai ls  of  waste generation source should be indicated on the waste 
bags .   

•  Regular disposal  of  sharp containers  and waste bags  as  per the 
guidelines  in the biosafety and biosecurity manual .  

•  The waste needs  to  be kept  in  a  secured designated holding area with 
restricted access .   

•  Waste disposal  from the faci l i t ies  should be carried out  by  l icensed 
biohazard waste holders  and documentation should be avai lable  in the 
faci l i ty.  

•  Disposal  of  HIVST waste should fol low the manufacturer’s  instructions .   

4.4.3 Hand washing Practices 

Hand washing faci l i ties  should be avai lable  in  the form of  c lean running  tap  
water and soap.  Al ternatively,  functional  engineered bucket/container or 
hand sanit izers  can be used.   job aid on how to handwash should be avai led  
(Annex 4) .   Dai ly  dis infection (at  beginning and end of  day)  o f  work benches 
should be done using an appropriate  dis infectant  (e .g .  0 .5  % sodium 
hypochlorite) .  Dai ly bench dis infection records  should be maintained at  s i te  
and recorded in the Bench Decontamination log  (Annex1).  Dis infection should 
always be done in  case of  blood spi l ls  (Annex 2) .  

4.4.4 Post-exposure Prophylaxis  

In case of  accidental exposure to  blood through a  needle prick injury,  splash  
or other sharps injuries ,  the affected person should seek Post  Exposure 
Prophylaxis  (PEP) services  as  per the procedure outl ined in the national  
Infection Prevention and Control  (IPC) guidel ines  and faci l i ty standard 
protocol .  Records of  the incidence should be  maintained at  s i te/faci l i ty.  
Faci l i t ies  should prepare their  own PEP protocol .  
 



National  Quali ty Management Guidance for  HIV Testing  Services  in Kenya  

 25  
 

4.4.5 Vaccination  

All  HTS providers  are required to  have  Hepatit is  B Virus  (HBV) vaccination as 
protection against  possible  occupational exposure.  The ful l  dosage should be 
completed at  the required t ime.   

4.5 Pre-testing Phase Practices 

Before testing ,  service providers  and supervisors  should ensure that  written 
procedures  are in place.  

Quali ty control  specimen (known HIV pos it ive or  negative  sample)  should be 
tested (monitoring performance of  test  k its  sect ion)  to  veri fy  that  the test  kits  
are in good working condition.  Additional ly,  ef forts  should be made to ensure 
test  kits  to  be used are stored appropriately to  avoid possible  deterioration 
and that  they are no t  expired at  the date  of  use.  Testing  area should be  well  
set  up to  avoid c lutter  and accord operational  convenience.  Al l  needed testing 
materials  should be assembled prior to  conducting test  procedures .  Test 
devices  should always be labeled with c l ients ’  identi f iers .   

 

4.6 Testing Phase Practices 

During testing ,  HTS providers  should always observe/adhere to  the fol lowing: 

•  Current HTS algorithm  

•  Use samples  col lection devices  speci f ic  to  the test  and the assigned 
buffer  respective for  the test  kit .  

•  Accurate use of  sample col lection devices  (e .g . ,  capi l lary tube,  
disposable  pipettes ,  etc .)  

•  Collect  the correct  sample as  per the job aid (Annex 5)  

•  Written procedure for  speci f ic  tests  in the algorithm. 

•  Consistent  use of  functional  t imers  during testing   

•  Correctly interpret  test  results .  

•  Repeat  inval id test  results 

4.7 Participation in EQA 

All  HTS providers  are required to enrol l  and partic ipate i n EQA program 
(Profic iency testing  and technical  supervis ion).  Records for  partic ipation and 
performance are reviewed by supervisor and wil l  be kept  at  s i te/faci l i ty level  
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and should be  made avai lable  to  in-charges  and QA supervisors .   Ef fective 
corrective and preventive  actions  should be carried o ut  as  required.  
Documentation of  root  cause of  unsatisfactory performance should be done 
and records maintained.   

4.8 Documentation 

Complete and accurate documentation of  HTS process  is  cri t ical .  National  HTS 
standards require al l  testing  points  to  use standardized registers  with al l  key  
elements  e .g . ,  c l ient demographics ,  ki t  names,  lot  numbers ,  expiration dates 
of  test  ki ts  used,  HT S provider name,  individual  and f inal  HIV results .  Total  
summary at  the end of  each page of  the register  should be  compiled 
accurately.  Periodic  review and analysis  of  data from registers  should be 
done.  Trends of  sudden increase/decrease of  posit ivi ty,  increased inval id and  
inconclusive results  should be identi f ied and necessary corrective measures 
taken that  include evaluating  the quali ty of  HTS process  and performance of 
test  ki ts .  To ensure c onfidential i ty,  a l l  c l ient  documents  and records  should be 
securely kept  throughout al l  phases  of  the testing  process  and when not  in use  
and should be  properly labeled  and archived when ful l  according to  
government regulation and quali ty  pol i cy manual  for  Medical  Laboratory  
services  in Kenya.  

4.9 Commodity Management  

Only national ly  approved HIV tests  should be avai lable  for  us e,  ki ts  used for 
provis ion of  service should be within expiration date .  Test kits  should be 
handled and stored according to  manufactures  instruction.  Kits  and other 
supplies  should be locked in a  safe  and secure place.  An effective commodity 
management system must  be put  in place to  ensure the accessibi l i ty  of ,  and 
effective use of  HIV Test  kits  at  the service del ivery points  e .g . ,  
Quanti f ication,  reporting ,  ordering ,  supply and distribution.  

4.10 Monitoring Quality and Performance of Test Kits 

The accuracy and rel iabi l i ty of  HIV test  results  is  highly depended on test  kits  
that  should produce the expected results  when the correct  test  procedures 
have been fol lowed.  Test  kits  performance should therefore be monitored as 
routine practice  through a  combination of practices  which include:   

4.10.1 External Quality Control  

The viabi l i ty of  test  ki ts  wi l l  be confirmed by using known HIV posit ive and 
known HIV  negative  samples  in the labo ratory.  In  cases  where a  health faci l i ty 
lacks  a  labo ratory,  the Sub County  Labo ratory  Coordinator or  designee wil l  
make arrangements  to  ensure viabi l i ty is  confirmed.  The External  quali ty 
control  specimen wil l  be tested:  

•  When a New Shipment of  Test  Kits is  Re ceived 
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One kit  from each of  test  types  repre sented in  the consignment wil l  be 
randomly sampled.  Two devices  wil l  be selected,  with one being used against 
the known HIV posit ive while  the other wil l  be used against  the known HIV 
negative sample.  

•  Beginning a New Lot  Number 

Two devices  wil l  be  selected from a kit  representing the test  whose lot  is  
changing.  One of  th e devices  wil l  be used against  the known HIV posit ive 
while  the other wil l  be used against  the known HIV negative s ample.  

•  At the Beginning of  a New Month 

Two devices  wil l  be selected from kits  in current  use in a  service del ivery 
point  (SDP).  One  of  the devices  wil l  be  used against  the known HIV posit ive 
while  the other wil l  be used against  the known HIV negative s ample.  

•  When Test  Kit  Storage Conditions Change  

I f  there is  a  change in monitored conditions  under which test  kits  have  
previously been stored,  two devices  wil l  be selected from a kit  representing 
the test  types  that  are being stored in the new conditions .  One of  the devices  
wil l  be used against the known HIV posit ive while  the other wil l  be used 
against  the known HI V negative sample.  

•  After an Invalid Test  

After rul ing  out  th at  the test  device kits  are not  damaged or expired,  
procedure for  testing  was fol lowed,  repeat  the test .  I f  th e result  is  st i l l  
inval id ,  the external  quali ty control  specimen wil l  be  tested to  ensure that  the 
test  kits  are  working .  Satis factori ly performing test  kits  should yield the  
results  expected from the samples  with known reactivity  results  ie  reactive 
results  with the known HIV posit ive sample and non-reactive results  with 
known negative sample.  I f  unexpected or inval id results  are obtained,  
troubleshooting should be done  to  establish the cause.  This  should include 
investigations  for  possible  sample contamination,  wrong characterization or 
mislabel ing .  I f  these are ruled out ,  unex pected results  should be  interpreted 
to  mean performance of  concerned test  kits  is  compromised and should thus 
not  be used.  The Sub County Lab Coordinator should be informed forthwith 
for  upward reporting .  I f  results  obtained match with the expected ones ,  the 
test  ki ts  concerned should be confirmed as  performing satis factori ly and 
deemed suitable  for  use.  Results  obtained as  well  as  actions  taken should be  
appropriately documented on QC  logs  in the registers .     
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4.10.1 . 1  Post-market Surveillance of Rapid HIV Test 
Kits 

To ensure test  ki ts  remain safe  and effective once they reach the Kenyan 
market ,  post  market  survei l lance will  be undertaken.  This  involves  a  
col lection of  processes  and activit ies  used to  monitor the performance of  the 
test  kits .   The post market  survei l lance wil l  be done both proactively and 
reactively.   

4.10.1 . 1 .1  Proactive Post Market Surveillance  

This  wil l  involve  identi fying a  potential  problem before i t  af fects  accuracy of 
HIV test  results .  When shipment of  new kit  lot  is  received in the country,  
performance veri f ication wil l  be conducted pre-distribution.  Performance 
veri f ication wil l  a lso be done post-distribution by sampling kits  from the 
health faci li t ies  where the end users  are and tested at  the national  HIV 
reference lab.  This  wi l l  be aimed at :  

•  Ascertaining that  test  ki ts  continue to  conform to their 
speci fications 

•  Identi fying  any catastrophic  test  kits  fai lure 

•  Determining variation from one kit  lot  to  the next  

•  Establishing that  test  kits  have not  been adversely af fected by 
inappropriate  storage and transport  conditions .  

4.10.2.1.1.1 Pre-distribution Verification 

This  wil l  be done once test  kits  are received at  the central  store and before 
distribution to  testing  s i tes  to  ensures  that  only lots  with g ood performance 
are distributed.  Suff ic ient  additional  quantit ies  of  RDTs should be  procured to  
enable col lection of  post-market  survei l lance data .   

4.10.2.1.1.1 Sampling at the Central Store 

The process  wil l  be conducted by appropriately trained and quali f ied 
personnel .   Each lot  in the central  store wil l  be sampled.  A representative 
sample of  tests  per lot  should be taken.  The number of  tests wi l l  depend on 
the protocol  in use.  On receipt  of  HIV  test  ki ts  consignment ,  the central  stores  
wil l  noti fy the National  HIV Reference Laboratory and provide them with 
sampled test  ki ts    for  veri f ication and analysis  of  test  ki ts  performance.  
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4.10.2.1.1 Post Distribution Verification 

In order to  detect  potential  deterioratio n of  performance of  test  that  would 
arise  over longer periods  of  t ime,  continuous monitoring wil l  be done on the 
same lots  that  were veri f ied pre-distribution.  This  wi l l  also veri fy that  
transport  and/or sto rage conditions  have not  af fected performance of  the test 
kits  and that  stabi l i ty (shelf  l i fe)  c laims made by the manufacturer are met .  A 
vigi lance system wil l  thus  be scheduled at  least  annually and implemented by 
ensuring that  every lot  is  sampled post  distribution.  

 4.10.2.1.2.1 Post Distribution Sampling 

A sample of  test  ki ts  from the same lot  should be taken in  HI V testing  points 
at  di f ferent  levels  of  the health system as  fol lows: 

•  All  t iers  of  health faci l i t ies 

•  Faith based hospitals 

•  Private hospitals  

•  Stand-alone testing  si tes 

Dif ferent  geographical  areas  should be covered,  i .e . ,  i f  test  ki ts  from a primary 
care testing  level  f rom a geographical  area has  been sampled,  the next  
sampling should not  involve a  primary care testing  level  from the same 
geographical  area.  

Appropriately trained and quali f ied personnel  consti tuted should do the 
sampling at  al l  level .  Random sampling should be done according to  the PMS  
protocol .  

A complete test  ki t  wi l l  be sampled with  a  replacement of  th e same kit  done 
by the  team conduct ing sampling .  The faci l i ty assessment wil l  comprise of  a  
structured tool  to  enhance information col lection on test  kits .  

As  part  of  good practices ,  a  sample batch should consist  of  a l l  components  of  
the test  kit  as  described by the manufacturer including kit  inserts  and any 
accompanying leaf lets .  The sampling team wil l  ensure samples  are 
transported to the N ational  HIV Reference Laboratory in  such a  way that  the 
integrity of  the test  kits  is  not  adversely af fected and that  the appropriate  
storage conditions ,  as  speci fied by the manufacturer,  are maintained.  
Temperature log  monitors  should be included within the transportation 
package of  the samples .  
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4.10.1.1.1 Monitoring HIV Test Kits Performance 
through Evaluation of EQAS and QC test 
results 

In addition to  lot  ver i f ication testing  and complains,  performance of  rapid  HIV  
test  kits  can be done through assessment of  data obtained from the national  
profic iency testing  (PT) scheme and from quali ty control  (QC) results .   

Use of  Proficiency Testing data:  analysis  of  PT data may indicate errors 
related to  the  tests  in use,  g iven that  large numbers  of  testing  s i tes  that  use 
the same tests .  The lot  numbers  of  test  ki ts  used to  test  PT panels  should be 
recorded to make this  data useful .  The national  HIV PT scheme management 
wil l  maintain data repository.  Analysis  wi l l  be done on the PT data to  monitor 
the performance of  test  ki ts  used already in  the market  after  every  PT round.  
Performance of  di f ferent  test  ki t  lots  wi l l  be monitored.  Report  of  f indings 
wil l  be shared with stakeholders .  

Use of  Quality Cont rol (QC)  data :   The performance of  QC specimen should 
be documented.  Trouble shooting should be  done and docu mented for  any 
fai lure noted.  Unresolved cases  should be reported to  the next  level .  

4.10.2.2 Reactive Post Market Surveillance Mechanism 
(Vigilance system) 

This  occurs  when a  problem has  been identi f ied during use of  the HIV rapid 
test  ki ts .  I t  is  carried out  through reporting  and evaluation of  complaints ,  
including reports  of  adverse events ,  and any required actions to  correct  the 
problem and prevent  recurrence.  Reported adverse events  should be evaluated 
and the information disseminated in order to  provide a  driving force to 
prevent  or  minimize the consequences  of  such events .  This  may involve 
removing the affected test  kits  from use.   More data/information of  the kit  
should be gathered,  and appropriate  corrective actions  taken.  Reactive Post  
Market  Survei l lance may also be  triggered by information obtained from on-
going external  qual i ty assessment schemes activit ies  or  operations  research 
data .  Examples  of  events  that  may raise suspicions  on performance of  test  ki ts  
may include:  

•  Increased screening and confirmatory test  result  discrepancy (>2 %) 

•  Increased results  inval idity (>1%)  

•  Insuff icient  c lari ty of  reactivity markers  eg  faint  l ines  

•  Insuff iciency of  test  reagents 

•  Presence of  vis ible  reactivity markers  before device use 
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•  Reaction with specimen other than the speci f ied one or other substance 
(s)  e .g . ,  for  blood-based test  kits  g iving a  reaction with urine or water.  

•  Inaccuracy in the label l ing  of  the kit ,   

•  Inappropriate  instructions  for  use 

•  Insuff icient  /Missing information e .g . ,  expiry date .  

Service providers  should document any problems with test  kits  using 
information obtained from the testing  service registers ,  inventory  records ,  
i tem requisition and del ivery  records .  These may include affected product 
code(s) ,  af fected lot  number(s) ,  and expiry date(s) ,  af fected c onsignments  or 
test  ki ts  and any measures  taken.  Where possible ,  photographs of  af fected test  
devices  and/or test kits  should be taken to i l lustrate  the problem.  Users 
should keep and appropriately store at  least  1-2 affected test  kit  as  retention 
kits  for  later  testing ,  i f  required.  

In case the problem/complain is  identi f ied from data analysis ,  the fol lowing 
should be done:  

•  Conduct  QA audit  at  s i tes  level   

•  I f  unresolved,  report  to  the county level  

•  In the  event of  testing  anomalies  noted f rom program level ,  the county  
team can review their  QMS.  A corrective action can then be  
implemented fol lowed by reviewing o f  any improvements .  I f  the 
anomaly persists ,  a  report  should be prepared and interventio ns sought 
from the national  level .  

At  the National  level ,  the course of  action wil l  involve;  

•  Sampling same lots associated with the anomaly from th e data ,  i f  
avai lable  at  the s i te ,  or  from neighboring s i tes  for  confirmation 

•  Conducting a  thorough QA audit  

Reports  generated from reactive PMS wil l  determine the interventions  
required.  Such interventions  may include:  

•  Test  kits  recal l  

•  Recal l  of  speci f ic  test  ki t  lot  

•  QA auditing  

•  Corrective actions  after  root  cause analysis  



National  Quali ty Management Guidance for  HIV Testing  Services  in Kenya  

 32  
 

•  Report  to  Ministry of  Health/ Regulatory authority.  

Depending on the seriousness  of  the test  kits  def ic iency discovered in the 
post-market  phase and/or potential  fo r  future harm,  Mini stry of  Health/ 
Regulatory authority should consider the fol lowing possibi li t ies  as  well :  

•  Perform additional  in use survei l lance of  the test  kits  concerned 

•  Issue an alert  g iving advice to  service providers  

•  Send the data acquired to the manufacturer and store i t  in a  database to  
help identi fy trends that  require action.  

•  Request  the manufacturer to  make appro priate  changes  in the design,  
manufacturing process  or  information supplied with the product;  

4.11 HTS Service Delivery Point (SDP) Quality Assessment and 
Certification 

To evaluate the extent  to  which HTS service del ivery points  have complied 
with the standards outl ined in chapter 4 ,  an  objective service quali ty 
assessment wil l  be carried out  periodical ly.  The assessment f indings  wil l  be 
used to identi fy areas  that  require improvement as  well  as  to  determine 
whether s i te  has  attained the required level  for  formal  recognition for 
implementation of  quali ty standards .  

4.11 .1  Service Delivery Point Quality Assessment 
Process 

HTS sites  wil l  require planned assessment to  enable ongoing monitoring for 
s i te  certi fication.  The assessment wil l  be conducted by trained and certi f ied 
HTS si te  assessors  while  the ones  for  monitoring si te  improvement wil l  be 
conducted by trained quali ty off icers .  To achieve impartial i ty during s i te 
certi f ication assessment ,  no assessor wil l  be al lowed to parti c ipate in event  
involving s i tes  in  wh ich he/she has  personal  or  off ic ial  interests .  The process 
of  s i te  assessment can be summarized as  fol lows:   

a)  Pre-assessment stage steps  

•  SDPs for  assessment wil l  be identi f ied 

•  Identi f ied SDPs wil l  be  noti f ied s i tes  and assessment dates  
agreed on  

•  Planning for  assessment logistics  wi l l  be done 

•  Checklist/assessment areas  wil l  be shared  
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•  Assessment team will  famil iarize the process  and tools  

b)  Assessment steps 

•  Assessment teams wil l  be introduced to  county,  sub county and 
faci l i ty management 

•  Purpose of  assessment wil l  be  introduced  

•  Assessment process  wil l  be described  

•  Assessment wil l  be conducted using the standardized checklist   

c)  Post-assessment steps  

•  Debrief  wi l l  be done to SDP/faci l i ty management 

•  Agreement on f indings ,  action points  and t imelines  for  
implementation of  recommended corrective actions  wil l  be do ne 

•  Point  of  contacts  for  fol low up actions  will  be identi f ied  

4.11 .2 Assessment procedures 

A standard assessment tool  ( the SDP Service Quali ty Assessment (SDP-SQA)  
tool)  wi l l  be used (annex 6) .  Standard assessment procedures  wil l  be 
employed to provides  a  description of  how and what data wil l  be col lected.  
These wil l  include the fol lowing: 

•  Reviewing of  records  and documents  to  veri fy and confirm evidence of  
compliance e .g .  test  records ,  supervisory vis i t  reports ,  incident reports ,  
logs ,  Standard Operating Procedures  (SOPs),  and job aids   

•  Asking open-ended questions  to  c lar i fy documentation seen and 
observations  made.          

o  Asking questions  l ike ,  “show me how…” or “tel l  me about…”.   

o  I t  is  often not  nec essary to  ask  al l  the checklist  questions 
verbatim.   

o  An experienced Assessor can often learn to  answer multiple 
checklist  questions  through open-ended questions  with the s i te 
staff .   

•  Following through t he HTS provision process  whenever  possible  

•  Follow cl ient  through the testing  process  



National  Quali ty Management Guidance for  HIV Testing  Services  in Kenya  

 34  
 

4.11 .3 Grading of Assessed Service Delivery Points 

At the end of  the assessment ,  scores  wil l  be awarded against  the various 
assessment areas .  Average of  the aggregate score wil l  be used for  staging 
SDPs to  ei ther of  5  levels  ranging from level  0  to  level  4 .  

The s i te  scores ,  level  and required actions wil l  be summarized as  fol lows: 

 

Levels  % Score  Description of  f indings 

Level  0  Less  than 
40% 

Needs improvement in al l  areas  and immediate 
remediation 

Level  1   40–59% Needs improvement in speci f ic  areas 

Level  2  60–79% Partly  el ig ible  national  SDP certi f ication 

Level  3  80–89% Close to  national  SDP certi f ication 

Level  4  90% or 
higher 

El ig ible  to  national  s i te  certi f ication 

SDPs that  wi l l  achieve a  low score in speci f ic  area wil l  be provided additional 
support  and corrective actions .  Appropriate  corrective actions  wil l  include 
training (both  init ial  HTS and refresher as  needed),  provision of  lacking QA 
tools  e .g . ,  job aids ,  guidel ines ,  t imers ,  PPE etc .  to  improve their  performance.  
Only s i tes  that  wi l l  attain 90% (Level  4)  wi l l  be considered for  certi f ication 
upon request  by the CHMT.   

 
4.11 .4 Certification of Service Delivery Points 

A certi f icate  of  recognition wil l  be issued to  el ig ible  SDPs and wil l  be val id for 
3 consecutive years .  However,  such a  s i te  wi l l  undergo annual  survei l lance to  
ensure that  they u phold the standard requirements .  Assessment for  both 
certi f ication and survei l lance purposes  wil l  be conducted by MOH trained and 
certi f ied HTS s i te  assessors .  

 However,  to  maintain qual i ty standards of  HTS service provision,  i t  is  
advisable  that  SDPs be assessed quarterly.  This  wi l l  be done  by the faci l i ty 
laboratory quali ty off icer  or  HTS coordinator.  The assessments  results  wi l l  be 
used to guide on corrective interventions .  Quarterly assessments  wil l  help the 
s i tes  in reaching and maintaining certi f ication standards and should therefore 
be a  continuous process .  Documentation of  the assessments  and corrective 
interventions  should be maintained in the faci l i ty and should be used to  
inform the management to  support  improvements .  
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Chapter 5: HTS Quality Management 
Structures and Coordination 
HTS Quali ty improvement is  an integral  component of  the general  QI  in al l  
health faci l i t ies  offering HTS in the country.  Therefore,  i t  is  very  cri t ical  to  
have QI  teams from the national  to  the faci l i ty level  whose mandate is  to  
ensure quali ty HIV services .  Interdiscipl inary HTS QI  teams are the best  
mechanisms for  driving the quali ty culture and the QI  process .  I t  is  
recommended that  some team members  have managerial  decision-making 
ski l ls  that  can directly inf luence quali ty of  service del ivery.  

Community involvement is  cri t ical  to  the continued success  and improvement 
of  health services .  HTS providers  and managers  are encouraged to embrace 
partic ipatory approaches to  QI  in the  community and can be used to  
strengthen dialogue between communities  and service providers .  Health 
faci l i t ies  are encouraged to  invite  local  community volunteers  to  be part  of  
faci l i ty QI  teams. 

Managers  and service providers  wil l  strive to  ensure that  there is  free 
information f low,  both from service providers  to  the community and vice 
versa.  Some of  the functions  of  QI  teams are i l lustrated in the table  below:  

Table  3:  Functions  of  QI  teams 

LEVEL INSTITUTIONS RESPONSIBILITIES/FUNCTIONS  

NATIONAL 

(NQIT) 

 

•  NASCOP 

•  NPHL 

•  NACC 

•  KEMSA 

•  Professional  
bodies  eg  
KMLTTB and 
PPB 

•  Developing 
and 
implementing 
partners  

 

•  Provide leadership and advocacy for  QI  of  HTS 
in Kenya  

•  Mobilizing resources for  QI activities in  HTS 

•  Set quality as a priority and clearly  
communicate this message to stakeholders  

•  Review and development of  guidel ines ,  
curricular  standards,  and standard operating 
procedures  (SOP) including National  QI  
mechanisms,  M&E tools ,  and approaches 

•  Coordinating  developing and implementing 
partners  involved in  QI  activit ies 

•  Make recommendations to  NASCOP/MoH on 
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issues  of  qual i ty HTS provis ion.   

•  Development of  short-  and long-term objectives  
for  QI  of  HTS in Kenya 

•  Development of  an  annual  work plan for  
achieving the national  QI  objectives  

•  Conducting annual  quali ty assessment 
(DQA/SQA)  at  respective levels  

•  Review national  progress  on QI  and annual  
reports  on quali ty of  HTS in Kenya  

•  Dissemination of  information on quali ty of  HTS 
to stakeholders  and partners  

•  Feedback to the  relevant  national  systems,  for  
faci l i tation of  appropriate  pol icy development 

•  National  registration,  l icensing ,  and 
accreditation of  HTS s i tes  and providers  as 
required 

•  National  l ist ing ,  registration,  and l icensing of 
the HTS commodities and devices  

•  Maintenance of  an updated inventory of 
certi f ied HTS providers  

•  Capacity building of county teams and other 
National teams involved in HTS activities  

•  Ensure equitable  and appropriate  distribution 
of  resources  and logistics  for  HTS services  

•  Assessment of  priority areas  for  quali ty 
improvement ,  technical  assistance,  and capacity 
bui lding needs  

•  Technical  guidance on procurement and supply  
chain management 

•  Conduct  HTS stakeholder’s  engagement 
meetings  in QI  

•  Holding quarterly COE or QIT meetings  with 
stakeholders   
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•  Give strategic  guidance on the HIV response 

•  Coordinate post  market  survei l lance 

•  Provide leadership on profic iency testing 

•  Monitoring the quali ty of  HIV Rapid  test  kits  
pre-distribution 

•  Ensure forecasting ,  quanti f ication,  management 
of  HTS commodities  in the country  is  done and 
continuous avai labi li ty of  HIV test  ki ts  and 
other QI  commodities  at  al l  HTS si tes  within the 
Country.  

COUNTY  

(CQIT) 

 

•  CASCO 

•  CMLT 

•  CHRIO 

•  County 
implementing 
partners  

•  Work c losely with the national  and the sub 
county level  to  oversee the county HTS quali ty 
issues 

•  Mobilizing resources for  QI  

•  Coordinating implementing partners involved 
in QI activities  

•  Holding quarterly TWG or QIT meetings with 
stakeholders  

•  Overseeing HTS alongside other HIV and AIDS 
related issues  in the County 

•  Ensure that  the nat ional  pol icy guidel ines  in 
HTS are fol lowed in the county and Sub Co unty  

•  Foresee t imely,  correct  and quali ty Report ing  of  
HTS in the county 

•  Ensure forecasting ,  quanti f ication,  management 
of  HTS commodities in the county  is  done and 
continuous avai labi li ty of  HIV test  kits  and 
other QI  commodities  at  al l  HTS si tes  within the 
County.  

•  Ensure QI  supervis ions  are done in the county  

•  Work c losely with sub-county level  to  oversee 
the HTS quali ty issues   

•  Ensure quali ty of  HTS data val idation and 
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management is  done 

•  Ensure HTS QI  support  supervis ion and 
mentorship done in the county.   

•  Warehousing and distribution of  HTS 
commodities  

•  Training county,  sub-county,  and facil ity  
teams on HTS and QI  

•  Validation of RTK al location at  county level  

•  Implementing HTS continuous quality  
improvement (CQI)  

SUB-
COUNTY 

(SCQIT) 

 

•  SCASCO 

•  SCMLTs 

•  SCHRIOs 

•  Implementing 
partners  

•  Implementing HTS CQI 

•  Training sub-county,  and facil ity teams on 
HTS and QI  

•  Ensure the continuous avai labi l i ty of  RTKs and 
other QI  commodities  at  al l  HTS si tes  within the 
Sub-County.   

•  Redistribution of  HTS commodities 

•  Forecasting ,  quanti f ication,  and data 
management of  HTS commodities  in the sub-
county 

•  Ensure HTS QI  support  supervis ion and 

mentorship done in the sub-county.   

•  Ensure quali ty of  HTS data val idation and 
management is  done 

•  Ensure QI  supervis ions  are done in the sub-
county 

•  Ensure t imely,  correct  and quali ty Reporting  of 
HTS in the sub-county 

•  Mobilizing resources for  QI from partners  

•  Data quali ty audits  for  HTS at  the sub-county  
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•  Holding quarterly TWG or QIT meetings with 
stakeholders  

•  Overseeing HTS alongside other HIV and AIDS 
related issues  in the sub-County 

•  Ensure that  the nat ional  pol icy guidel ines  in 
HTS are fol lowed in the Sub County 

•  Allocation of  RTKs 

•  Oversee corrective actions  of  PT panels   

FACILITY 
LEVEL 

(FQIT) 

 

•  Faci l i ty in-
charges 

•  Health 
records and 
information 
off icers 

•  Health 
workers  

•  HTS 
Coordinator 

•  Laboratory 

in-charge 

•  Laboratory 
coordinator  

•  Counsel lor  
mentors  

•  HTS Service 
provider 

 

•  Oversee planning ,  staff  reshuff l ing ,  monitoring 
and evaluation of  HT S 

•  Mobilizing resources for  QI  

•  Ensure HTS is  promoted in the faci l i ty through 
support  and administrative Supervis ion.  

•  Coordinating implementing partners  
involved in QI activities  

•  Ensure proper commodity management for  HTS 
e .g . ,  test  ki ts  

•  Communicate the HTS performance targets  

•  Faci l i tate  t imely reporting  for  HTS services  and 

commodities  to  the relevant off ices 

•  Receive and review faci l i ty reports  for  decision 
making 

•  Working as  an interdiscipl inary QI  team to 
address  issues  of  HTS in the faci l i ty 

•  Conduct  quali ty control  on RTKs 

•  Ensure quali ty of  HTS data val idation and 
management 

•  Collate  data from the faci l i ty and report to  the 
relevant sub-county off ices .  

•   Init iate/offer  qual i ty HTS to  al l  the 
patients/cl ients 
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•  Ensure SOPs are adhered to ,  etc .   

•  Ensure HTS providers  are enrol led into 
profic iency testing  program and corrective 
measures  undertaken where necessary.  

•  Provide mentorship for  continuous professional 
development 

•  Identi fy and address  knowledge and ski l l s  gaps 
amongst  service providers 

•  Organizing and attending learning sessions 
for different levels (Facility  multi-
disciplinary teams,  continuous medical  
education) 

•  Implementing HTS CQI     

•  Capacity bui lding work improvement  teams 
(WIT) 
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Chapter 6: Monitoring and Evaluation  
6.1 Introduction 

Implementation of the NQMG shal l  be monitored regularly to  track 
performance towards meeting set  objectives  and targets .  Periodic  evaluation 
shal l  be carried out to  determine whether NQMG goals  and objectives  are 
being achieved,  and whether an appropriate  set  of  indicators  is  being uti l ized.  
This  wi l l  be done  through routine data col lection,  periodic assessment ,  or  
surveys .  This  wi l l  be useful  to  define changes  in pol icy and identi fy areas  of  
program improvement to  aid corrective measures .  

An M&E framework wil l  be  developed to  measure overal l  performance in l ine  
with NQMG goals  and objectives  and wil l  form the basis  for  routine 
monitoring and evaluation.   

Evaluation shal l  be  done annually or  when need arises  to  determine i f  the 
NQMG is  meeting i ts  strategic  objectives  and explore the need for  changes .  

Faci l i ty,  sub-county,  county,  and national  committees  wil l  be involved in 
monitoring and evaluating the implementation of  the NQMG.  The committees 
wil l  use various  methods including meetings ,  support  supervis ion,  mentorship 
vis i ts ,  and periodic  performance reviews.  

6.2 Monitoring 

6.2.1 Quality Data Documentation 

To ensure quali ty documentation of  HTS services ,  appropriate  tools  should be 
uti l ized by al l  the service providers .  Measures  should be put  in place to  
ensure accurate ,  t imely recording and reporting  of  HTS.  The tools  should 
capture data and i nformation related to  HTS:  HIV  test ing ,  counsel ing,  
integrated services ,  referrals ,  commodities  management ,  and QA/QC.  The 
service providers  should use national ly approved tools  to  record c l ient  data ,  
screen for  integrated services ,  referrals ,  consumption and ordering ,  QA,  and 
QC.  This  should be reported using the standard MOH reporting  tools  through 
KHIS2 and HCMP   

These are some of  the source documents  that  should be used-   

•  HTS Lab,  Referral  & Linkage Register  (MOH 362) 

•  Monthly summary reporting  tool  (MOH 731) 

•  Bin/stock Card 

•  Faci l i ty Consumption Data Report  and Request  (FCDRR) (MOH 643) 
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•  Top up forms 

•  Daily Activity Register   

•  S11 

•  Commodity expiry tracking chart 

•  TB screening tool-ICF 

•  Referral  form 

•  PT submission form 

•  DBS submission form 

These tools  and records  should be safely stored,  reviewed as  per the  
government regulations .  
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6.3 Overall M&E Logic Frame 

Table 4: Overal l  M&E Logic Frame 

Indicator Activities Targets Indicator 
Definition 

Outputs Frequency Data 
source  

Responsible 
persons 

  Objective 1:  To increase availability of  HIV testing services in testing facilit ies   

Proportion 
of  faci l i t ies  
with HIV 
rapid test  
kits  
avai lable  

Conduct  an 
inventory of  
rapid test  ki t  
avai labi l i ty 

100% Numerator:  No of  
faci l i t ies  with HIV 
rapid test  kits  
avai lable  

Denominator:  Total  
number of  testing  
faci l i t ies 

Rapid Test  
kits  
Inventory 
report  

Quarterly Faci l i ty 
FCDRR and 
Bin cards 

NASCOP,  
NPHLS,  
KEMSA,  
Counties  and 
Implementing 
partners  

Proportion 
of  faci l i t ies  
experienced 
stock out  of  
HIV rapid 
test  kits  in 
the last  
three 
months 

 

Conduct  an 
inventory of  
rapid test  ki t  
avai labi l i ty 

100% Numerator:  No.  of  
faci l i t ies  with stock 
out  of  HIV test  kits  
in the last  three 
months 

Denominator:  Total  
number of  testing  
faci l i t ies 

Test  kits  
Inventory 
report  

Quarterly Faci l i ty 
FCDRR 

NASCOP,  
NPHLS,  
KEMSA,  
Counties  and 
Implementing 
partners  
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Proportion 
of  s i tes  with 
expired kits  

Conduct  
inventory of  
test  ki ts  
expired 

100% Numerator:  No.  of  
s i tes  with expired 
kits  

Denominator:  

No.  of  total  s i tes  
with an inventory  
done 

Test  kits  
Inventory 
report  

Quarterly Faci l i ty 
FCDRR,  
Expiry 
tracking 
chart  

NASCOP,  
NPHLS,  
KEMSA,  
Counties  and 
Implementing 
partners  

Proportion 
of  faci l i t ies  
with 
complete 
and accurate 
HTS data 
tools  

Conduct  
regular 

HTS data 
quali ty 

reviews 

100% Numerator:  No of  
faci l i t ies  with 
complete and 

accurate HTS data 

tools  

Denominator:  Total  
number of  testing  
faci l i t ies 

Data 
quali ty 
reviews 

conducted 

Quarterly MoH 
approved 
tools  (refer  
monitoring 
tools  
above),   

Counties ,  sub 
counties ,  
faci l i t ies  and 
Implementing 
partners  

Proportion 
of  faci l i t ies  
reporting  
using MOH 
Registers 

Veri fication 
of  HTS 
recording & 
reporting  
tools  (MOH 
362 
Registers ,  
Referral  & 

100% Numerator:  No of  
faci l i t ies  reporting  
using MOH 
Registers  
Denominator:  Total  
number of  testing  
faci l i t ies 

Avai labi l i t
y of  MOH 
362 
Registers ,  
Referral  & 
Linkage 
Registers ,  
MOH 731 

Quarterly MoH 
registers  
and KHIS2 

Counties ,  sub 
counties ,  
faci l i t ies  and 
Implementing 
partners  
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Linkage 
Registers ,  
MOH 731 

Proportion 
of  
faci l i t ies/sit
es  using HIV 
approved 
testing  SOPs 

Veri fication 
of  approved 
HIV testing  
SOPs 

100% Numerator:  No of  
faci l i t ies  using HIV 
approved testing  
SOPs Denominator:  
Total  number of  
testing  faci l i ties 

Avai labi l i t
y of  HIV 
testing  
SOPs 

Quarterly HIV testing  
approved 
SOP’s  

Counties ,  sub 
counties ,  
faci l i t ies  and 
Implementing 
partners  

Proportion 
of  HIV 
testing  
service  

Providers  
trained and 
certi f ied by 
NASCOP 

Conduct  HTS 
Training 
audit  

100% Numerator:  Number 
of  HTS providers  
who have been 
trained and 
certi f ied by NASCOP 

Denominator:  
Number of  HTS 
providers   

HTS 
training 
audit  
Report  

Every two 
years  

Training 
records ,  
database 
and 
certi f icates 

NASCOP,  
NPHLS,  
KEMSA,  
Counties  and 
Implementing 
partners  

Proportion 
of  el ig ible  
HTS 
providers  
received 
refresher 
training in 
the last  2  
years  

Conduct  HTS 
refresher 
Training 
audit  

100% Numerator:  Number 
of  HTSproviders  
who have received 
refresher training 
in the last  2  years   

Denominator:  
Number of  HTS 
providers  offering 

Refresher 
training 
audit  
report  

Every two 
years  

Training 
records ,  
database 
and 
certi f icates 

NASCOP,  
NPHLS,  
KEMSA,  
Counties  and 
Implementing 
partners  
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HTS at  the t ime of  
refresher training 

Proportion 
of  HTS 
providers  
who meet 
the national  
qual i f ication 
standards 
(Minimum 
‘ ’O’ ’  level ,  
any diploma 
in social  
sc ience and 
a  NASCOP 
HTS 
certi f icate)  

HTS provider 
qual i f ication 
audit  

100% Numerator:  Number 
of  HTS providers  
who meet the 
national  
qual i f ication 
standards 
Denominator:  
Number of  HTS 
providers   

Training 
audit  
report  

Every two 
years  

Training 
records ,  
database 
and 
certi f icates 

NASCOP,  
NPHLS,  
Counties  and 
Implementing 
partners  

Objective 2:  Improving quality in HIV testing sites 

Proportion 
of  s i tes  
meeting QA 
thresholds  
for  
certi f ication 

Conduct  s i te  
assessment 

100% Numerator:  No.  of  
s i tes  qual i f ied for  
certi f ication 

Denominator:  No.  
of  total  s i tes  
assessed 

Assessme
nt report  

Bi-
annually  

Assessmen
t report  

National/ 
County/Sub-
County 
Assessors/Imp
lementing 
partner  
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Proportion 
of  s i tes 
certi f ied 

Conduct  s i te 
assessment 
and 
certi f ication 

100% Numerator:  No.  of  
s i tes  certi f ied 
Denominator:  No.  
of  s i tes  assessed 

Assessme
nt and 
certi f icati
on report  

Bi-
annually  

Assessmen
t and 
certi f icatio
n report  

National/ 
County/Sub-
County 
Assessors/Imp
lementing 
partner  

Objective 3:  Improving quality of  HIV counselling services   

Proportion 
of  HTS 
counselor 
supervised 
quarterly in 
the past  year  

Counselor 
supervis ion 
Audit  

100% Numerator:  Number 
of  counselors  
supervised 
quarterly in the 
past  year  

Denominator:  Total  
number of  HTS 
providers 

Counselor 
supervis io
n reports  

Annually  Supervis io
n booklets  
and 
counselor 
supervis io
n register 

Counties ,  sub 
counties ,  
faci l i t ies  and 
Implementing 
partners  

Proportion 
of  observed 
practices  per 
HTS 
providers  
conducted 
by the HTS 
supervisors  
annually  

 

Observed 
practice  
Audit  

100% Numerator:  No of  
HTS provider who 
had an observed 
practice  conducted 
annually  

Denominator:  
Number of  HTS 
counselors  assessed 

Observed 
practice  
reports 

Annually  Observed 
practice  
reports 

NASCOP,  
NPHLS,  
Counties  and 
Implementing 
partners  
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Proportion 
of  HTS  
counselors  
with 
provider 
self -
assessment 

provider sel f -
assessment 
Audit  

100% Numerator:  No of  
HTS provider who 
conducted self -
assessment 

Denominator:  No of  
HTS counselors  
assessed  

Provider 
self -
assessmen
t Report  

 

semi-
annually  

Provider 
self -
assessment 
tool  
completed 

Site  
Supervisor/Co
unty/Sub-
County 

Proportion 
of  HTS 
providers  
vaccinated 
against  Hep.  
B.  

HEP B 
vaccination 
Audit  

100% Numerator:  Number 
of  HTS providers  
vaccinated against  
Hep.  B  

Denominator:  

Total  number of  
HTS providers  at  
the s i te  

Hep B 
vaccinatio
n audit  
report  

Annually  Hep.  B 
vaccination 
card 

Site  
supervisor/Co
unty/Sub-
County 

Objective 4:  Improving quality of  HIV te sting services   

Proportion 
of  ki t  lots  
evaluated 
before 
distribution  

 

Conduct  RTK 

evaluation 

100% Numerator:  Number 
of  ki t  

Lots  evaluated and 
veri f ied.  

Denominator:  Total  
number of  ki ts  lots  

RTK 
Evaluation 
Report  

Quarterly RTK 
evaluation 
reports 

NPHLS and 
KEMSA 
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received in the  
period under 
review 

Proportion 
(%) of  Lots  
meeting the 
required 
performance 
cri teria   and 

released for 

distribution 

Conduct  RTK 

Evaluation 

100% Numerator:  Number 
of  ki t  lots  meeting 
the required 
cri teria    and 
released for 
distribution 

Denominator:  
Number of  ki ts  
evaluated and 
veri f ied 

RTK 

Evaluation 
report  

Quarterly RTK 
evaluation 
reports 

NPHLS and 
KEMSA 

Proportion 
of  HTS 
providers  
enrol led in a  
PT program 

PT Analysis  100% Numerator:  Number 
of  HTS providers 
enrol led in a  PT  
program  

Denominator:  
Number of  HTS 
providers 

PT 
analysis  
Report  

Quarterly PT 
database 

NPHLS 

Proportion 
of  HTS 
providers  
partic ipating  
in PT by 

PT analysis  100% Numerator:  Number 
of  HTS providers 
partic ipating  in PT 
by returning results  

HTS 
providers  
partic ipati
ng  in  

Quarterly PT 
database 

NPHLS 
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returning 
results 

 

Denominator:  
Number of  HTS 
providers  provided 
with PT panels  

 

PT panel  
report  

Proportion 
of  HTS 

providers  
with 

satis factory 

performance 

Feedback of  
PT panel  
performance 
and data 
analysis .  

100% Numerator:  Number 
of  HTS providers  
with 

satis factory 

performance 

Denominator:  
Number of  HTS 
providers  
partic ipating  in PT 

(Returning results)  

PT panel  
report  

Quarterly PT 
database 

NPHLS 

Proportion 
of  HTS 
providers  
with 
unsatisfactor
y 
performance 
where 

Corrective 
action 
preventive 
action 
(CAPA) taken 
either 
through 
formal  

100% Numerator:  Number 
of  those with 
unsatisfactory 
performance who 
have taken  
corrective action  

Denominator:  

PT panel  
report  

Quarterly PT 
database 
and county 
reports 

Counties ,  sub 
counties ,  
faci l i t ies  and 
Implementing 
partners  
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corrective 
action has 
been taken 

training or 
on job 
training and 
s i te  
supervis ion 
assessment 

Number of  HTS 
providers  with 

unsatisfactory 

performance 

Objective 5:  Quality of  documentation  

Proportion 
of  HTS s i tes  
analyzing 
and uti l iz ing  
HTS QA data 
to  monitor 
and improve 
quali ty 

Use of  data 
for  decision 
making 
quali ty audit  
at  faci l i ty 
and county 
level  

100% Numerator:  Number 
of  faci l i t ies  using 
data for  decis ion 
making 

Denominator:  
Number of  HTS 
faci l i t ies 

 

 

Report  on 
testing  
trends ,  ki t  
performan
ce,  data 
document
ation 

Quarterly HTS and 
lab 
registers 

Counties  ,  sub 
counties ,  
faci l i t ies  and 
Implementing 
partners  

Percentage 
of  overal l  
concordance 
of  testing  
with Test  
1 ,Test  2 and 
Test  3 

Conduct  data 
abstraction 
on 
concordance 
scores 

100% 

 

Numerator:  Number 
of  agreements  
among  test  1 ,  2  and 
3 

Denominator:  Total  
of  test  1  ,  test  2  and 
test  3  

Concordan
ce report  

Quarterly HTS 
lab,referral  
and 
l inkage 
registers 

NASCOP,  
NPHLS,  
Counties ,  sub 
counties ,  
faci l i t ies  and 
Implementing 
partners  
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Percentage 
of  HIV 
posit ive 
c l ients  
retested by 
the second 
tester 

Conduct  data 
abstraction  

100% Numerator:  No.  of  
HIV posit ive c l ients  
retested 
Denominator:  No.  
of  c l ients  testing  
posit ive at  the f irst  
tester 

HTS 
report  at  
CCC 

Monthly  HTS report  
at  CCC  

Faci l i ty 
supervisor/QA 
Off icer 

Percentage 
of  HIV 
posit ive 
c l ients  
referred and 
l inked to  
care and 
treatment 

Conduct  data 
abstraction 

100% Numerator:  Number 
of  HIV posit ive 
c l ients  referred and 
l inked to  care & 
treatment 

Denominator:  Total  
number of  c l ient  
who tested HIV 
posit ive  

Referral  & 
Linkage 
reports 

Monthly  Referral  & 
Linkage 
reports 

Faci l i ty 
supervisor/QA 
Off icer 

Percentage 
of  HIV 
negative 
c l ients  at  
r isk referred 
and l inked to  
HIV 
Prevention 
intervention 

Conduct  Data 
abstraction 

100% Numerator:  Number 
of  HIV negative 
c l ients  referred and 
l inked to  HIV 
prevention 

Denominator:  Total  
number of  HIV 
negative c l ients  

Referral  
and 
l inkage 
report  

Monthly  HTS Lab,  
Referral  
&Linkage 
register  

Faci l i ty 
supervisor/QA 
Off icer 
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Objective 6:  Improve commodity security of  test  kits  

Proportion 
of  staffs  
sensit ized 
on 
commodity 
management 

Conduct  a  
SQA/DQA 

80% Numerator:  No.  of  
staffs  sensit ized on 
commodity 
management 

Denominator:No.  of  
total  staffs  in a  
faci l i ty 

SQA/DQA 
report  

Annually  Training 
logbook 

Faci l i ty 
supervisor 

Proportion 
of  faci l i t ies  
submitting  
t imely 
consumption 
reports 

 Report  rate  
summary 
analysis   

100% Numerator:  Number 
of  faci l i t ies  
submitting  reports  
by 5 t h  of  the 
fol lowing month 

Denominator:  Total  
number of  
reporting  faci li t ies 

Reporting  
rate  
summary 

 

Annually  

 

Monthly  

 

KHIS ,HCMP 

NASCOP,  
NPHLS,  
Counties ,  sub 
counties ,  
faci l i t ies  and 
Implementing 
partners  

Proportion 
of  faci l i t ies  
submitting  
complete 
consumption 
reports 

Conduct  
SQA/DQA 

100% Numerator:  Number 
of  faci l i t ies  
submitting  
complete 
consumption 
reports  
Denominator:  Total  
number of  
reporting  faci li t ies 

SQA/DQA 
report  

Annually  Faci l i ty 
CDRR,  
KHIS and 
HCMP 
reports 

NASCOP,  
NPHLS,  
Counties ,  sub 
counties ,  
faci l i t ies  and 
Implementing 
partners  
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Proportion 
of  faci l i t ies  
with 
consumption 
reports  
matching 
orders .  

Conduct  DQA 80% Numerator:  Number 
of  faci l i t ies  
submitting  orders  
that  match orders  
Denominator:  Total  
number of  
reporting  faci li t ies 

 

SQA/DQA 
report  

Annually  HTS and 
Lab 
registers ,  
MOH 731,  
KHIS 
reports ,HC
MP 

NASCOP,  
NPHLS,  
Counties ,  sub 
counties ,  
faci l i t ies  and 
Implementing 
partners  
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Annex 1: Bench Decontamination Log  
  SECTION: _________________________________________        MONTH: __________________               YEAR:  _______________   

  

Maintenance 
Procedures   1   2   3   4   5   6   7   8   9   

1  

0  

1  

1  

1  

2  

1  

3  

1  

4  

1  

5  

1  

6  

1  

7  

1  

8  

1  

9  

2  

0  

2  

1  

2  

2  

2  

3  

2  

4  

2  

5  

2  

6  

2  

7  

2  

8  

2  

9  

3  

0  

3  

1  

             MORNING                  

Check 
c leanliness   

                                                              

Wipe dust                                                                 

Apply  
dis infectant  
(0.5% 
bleach/70% 
ethanol   

                                                              

Staff  init ials                                                                 

              EVENING                  

Check                                                               
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cleanliness   

Wipe dust                                                                 

Apply  
dis infectant  
(0.5% 
bleach/70% 
ethanol   

                                                              

Staff  Init ials                                                                 

KEY:                         

 

    Means  NOT DONE        Means DONE                  N/U    Means NOT IN USE  

COMMENTS________________________________________________________________________________________________________________  

Supervisor/Section Head__________________________________________  Date_____________________     S ign____________________  

  

QA / QC Review: ____________________________________________  Date_____________________     S ign____________________  
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Annex 2: Spill Management 
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Annex 3: Segregation of Medical Waste 
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Annex 4: Hand washing Procedure 
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Annex 5: Finger Prick – Job Aid 

   

 

 

   

  

                                                       

              

   

                                           

               

 

 

Ask  c l ien t  to  
r u b /m assa ge   
Han d s  to geth er .   
E n su r e  th e  c l ien ts  

    
 

Pos it ion  h an d  p a lm -s id e  
u p .  Ch oose  le as t  
ca l lou sed  f in ger  (e i th e r  

    

Ap p l y  in ter m it ten t  
p r essu r e  to  h e lp  th e  
b lood  f low  

D isi nfe ct  f i nge r tip .  
S ta r t  i n  th e m id d l e  
and  wo rk  ou t w a rd  t o  
av oid  co nt am in a ti on .  

    

Hold  th e  f in ger  an d  
f i r m ly  p l ace  a  n ew  
ster i le  lan cet  o f f -

   
  

F ir m l y  p r es s  th e  l an cet   
to  p u n ctu r e  th e  f in g er t ip   

Wip e a wa y th e  1st  
d r op  of  b lood  with  a  
s ter i le  gau ze  p ad  or  
cotton  b a l l   

I f  n ece ssar y,  ap p ly  
in ter m it ten t  p r es su r e  on  
op p os ite  s id e  of  f in g er  
fo r  b lo o d  to  f low  

Ap p l y  a  gau ze  p ad  or  
cotton  b a l l  to  th e  
p u n ctu r e  s i te  u n t i l  th e  
b leed in g  stop s  

Pr op er ly  d isp o se  of  a l l   
Con tam in ated  su p p l ies .   
Do  n ot  r etr ie ve  an yt h in g  
f r om  th e  wast e  con ta in er s .     
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Annex 6: The SDP Service Quality 
Assessment (SDP-SQA) tool  

SECTION YES Part ia l  NO Comments  Score  

1.0  PERSONNEL TRAINING AND CERTIFICATION   3  

1.1  Have a l l  HTS serv ice prov iders  undergone the 
approved t ra in ing program? 

     

1 .2  Are  t ra in ing  cer t i f ica tes  ava i lab le in  the  tes t ing 
s i tes / fac i l i ty?  

     

1 .3  Have a l l  serv ice HTS prov iders  undergone 
ref resher  t ra in ing/CME in  the las t  two years? 

     

1.0    PERSONNEL TRAINING AND CERTIF ICATION  SCORE   

2.0   PHYSICAL FACILITY 6  

2.1  Is  there  a des ignated area for  HTS prov is ion?       

2 .2  Does the des ignated area have suf f ic ien t  space for  
HTS?  

     

2 .3  Does  the  HTS s i te  have fac i l i t ies  to  accord  
conf ident ia l i ty?  

     

2 .4  Is  the tes t ing area c lean and organ ized for  serv ice  
prov is ion?  

     

2 .5  Is  there su f f ic ien t  l igh t ing  in  the des ignated tes t ing 
area?  

     

2 .6  Are  there  su i tab le  fac i l i t ies  for  secure s to rage o f  
tes t  k i ts?  

     

2.0   PHYSICAL FACILITY SCORE   

3 .0   SAFETY 7  

3.1  Is  there prov is ion for  runn ing water  ( tap or  
engineered bucket)?  
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3.2  Is  soap ava i lab le for  hand wash ing?       

3 .3  Is  there  was te segregat ion fac i l i t ies?      

3 .4  Is  was te segregat ion done at  the HTS s i te?      

3 .5  Is  PEP protoco l  avai lab le in  case of  exposure to 
b lood and needle s t ick  in jury ,  sp lash or  any other  
sharps in jury?  

     

3 .6  Is  PEP protoco l  fo l lowed in case o f  exposure to 
b lood and need le s t ick  in jury ,  sp lash or  other  
sharps in jury? 

     

3 .7  Have a l l  the  HTS prov iders  been vacc ina ted 
agains t  Hepat i t is  B  

     

33.0 SAFETY SCORE   

4.0  PRE-TESTING PHASE 13/1
4 

4.1  Are  there  job  a ides  for disposa l  of  in fec t ious and 
non- infec t ious  was te at  the tes t ing s i te?  

     

4 .2  Are there job a ids  for  b lood sp i l ls /body  f lu ids  
management?  

     

4 .3  Is  there job  a ide  out l in ing  the  nat ional  HTS 
algor i thm?  

     

 Is  Duo HIV/  Syphi l is  tes t  be ing  used? (Yes/No:  No 
score to be awarded)  

     

4 .4  Is  there job a ids  ou t l in ing the cor rec t  Duo HIV/  
Syphi l is  procedure? 

     

4 .5  Is  there job  a ids  ou t l in ing  the  cor rec t  Assay 1 
procedure?  

     

4 .6  Is  there  job  a ids  out l in ing  the  cor rec t  Assay 
2procedure?  

     

4 .7  Is  there job  a ids  ou t l in ing  the  cor rec t  Assay 3 
procedure? 

     

4 .8  Is  k i t  expiry  da te observed before  tes t ing?      
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4.9  Are  the  tes t  k i ts  kept  as  per  manufacturer ’s  
ins t ruc t ions? 

     

4 .10  Is  Qual i ty  contro l  for  tes t  k i ts  done  on receiv ing 
new cons ignment?  

     

4 .11  Is  Qual i ty  contro l  for  tes t  k i ts  done before  us ing  a 
new k i t  lo t?  

     

4 .12  Is  Qual i ty  contro l  for  tes t  k i ts  done at  the 
beginn ing of  every  month? 

     

4 .13  Are  QC resu l ts  proper ly  recorded?      

4 .14  Are  appropr iate  s teps  taken and documented when 
QC resu l ts  are incorrec t  and/or  inval id? 

     

4.0   PRE-TESTING PHASE SCORE  

5.0  TESTING PHASE                                                                 8 /10  

5.1  Is  the HTS a lgor i thm always fo l lowed?      

5 .2  Is  the Duo HIV/  Syphi l is  tes t  a lgor i thm a lways fo l lowed     

5 .3  Are sample co l lec t ion dev ices (e .g. ,  cap i l lary  tube,  
d isposab le p ipet tes ,  e tc . )  used accurate ly?  

    

5 .4  Is  the cor rec t  procedure for  Assay 1  tes t  fo l lowed?      

5 .5  Is  the cor rec t  procedure  for  Duo HIV/  Syphi l is  tes t  
fo l lowed? 

    

5 .6  Is  the cor rec t  procedure for  Assay 2  fo l lowed?      

5 .7  Is  the cor rec t  procedure for  Assay 3  fo l lowed?     

5 .8  Are  funct iona l  t imers  ava i lab le  for  H IV rapid tes t ing?      

5 .9  Are  t imers  rout inely  used for  HIV rap id  tes t ing?     

5 .10  Are  tes t ing  resu l ts  cor rec t ly  in terpre ted?     

5.0  TESTING PHASE SCORE  

6.0     POST TESTING PHASE -  DOCUMENTS AND RECORDS              10  
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6.1  Are QC records rou t inely  rev iewed by the person in  
charge? 

    

6 .2  Is  there  a na t iona l  s tandard ized HIV rap id tes t ing 
reg is ter  ava i lab le and in  use? 

    

6 .3  Does  the HIV tes t ing regis ter  inc lude a l l  o f  the  key  
qual i ty  e lements? E.g. ,  k i t  name, expiry  date,  k i t  lo t  
number .  

    

6 .4  
Are a l l  the e lements  in  the reg is ter  recorded/captured 
cor rec t ly?  (e.g. ,  c l ient  demographics ,  k i t  names,  lo t  
numbers ,  expirat ion  dates,  HTS prov ider  name,  
indiv idua l  and f ina l  HIV resu l ts ,  etc . )?  

    

6 .5  Is  the  tota l  summary  a t  the end o f  each page of  the 
reg is ter  compl ied  accurate ly?   

    

6 .6  Are  inva l id  tes t  resu l ts  proper ly  recorded in  the reg is ter?      

6 .7  Are  inva l id  tes ts  repeated and resu l ts  proper ly  recorded 
in  the reg is ter?  

    

6 .8  Are  a l l  c l ient  documents  and records secure ly  kept?     

6 .9  Are a l l  regis ters  and other  documents  kept  in  a  secure 
locat ion when not  in  use? 

    

6 .10  Are  reg is ters  proper ly  labeled  and arch ived when fu l l?      

6.0   POST TESTING PHASE -  DOCUMENTS AND RECORDS SCORE 

7.0  EXTERNAL QUALITY ASSESSMENT (PT,  SUPERVISION )              10  

7 .1  Are a l l  the HTS prov ider  enro l led in  the  nat ional  PT  
program?  

    

7 .2  Do a l l  enro l led  HTS prov iders  tes t  the PT samples?      

7 .3  
Do a l l  enro l led HTS prov iders  return  resu l ts  to  NPHL for  
per formance eva luat ion (us ing  web-based 
system/submi t t ing  hard  copy)  af ter  tes t ing  the  PT 
samples?  

    

7 .4  Are  PT per formance feedback repor ts  rece ived (onl ine  or  
hard  copy)  by  a l l  par t ic ipants?  
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7.5  Are  rece ived per formance feedback repor ts  rev iewed by 
HTS prov iders  and/or  the  person in  charge at  the tes t ing  
po in t?  

    

7 .6  Are rece ived per formance feedback repor ts  f i led a t  
s i te / fac i l i ty?  

    

7 .7  Is  cor rec t ive  ac t ion imp lemented in  case o f  
unsat is fac tory  per formance?  

    

7 .8  Do serv ice prov iders  rece ive per iod ic  techn ica l  
superv isory  v is i ts?  

    

7 .9  Is  mentorsh ip / ret ra in ing done as required dur ing  the 
superv isory  v is i t?  

    

7 .10  Is  feedback prov ided dur ing superv isory  v is i ts  and 
documented?  

    

7.0   EXTERNAL QUALITY ASSESSMENT  (PT,   SUPERVISION  AND RETESTING) SCORE 
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Annex 7: The National Assessment Tool 
For HTS Training Institutions  
The assessment process  involves  assessment of  the Human and physical  
resources  of  the tra ining insti tutions  to  ensure they meet the minimum set  
requirements  to  conduct  HTS trainings  as  per NASCOP-MOH standards .  

The assessment focuses  on ensuring that  training insti tutions  fulfil the requirements as 
described in the National  Quali ty Management Guidel ines  (NQMG).  
Assessment is  mandatory for  training insti tutions  wishing to  conduct  HTS related 
courses .   

1.0 Infrastructure (13 points) YES NO COMMENTS SCORE/13 

1.1 Avai labi l i ty of  well-venti lated training 
facil i ty (Classrooms/lecture hal ls) 

    

1 .2  The faci l i ty has adequate si tt ing 
capacity for  both partic ipants  and 
trainers  (at  least  28 seats)  

    

1 .3  The faci li ty has  at  least  6  standard 
tables/benches (2x4 feet)  for  lab 
practical  with non-absorbent tops 

    

1 .4  The facility  should have  provision 
for the fol lowing teaching aids;  

•  Flip chart ,  white/chalk board  

•  LCD Projector and Computer  

•  Peni le  model/s   

•  Vaginal  model/s   

•  Condoms (male and female)   

•  Stationery  

•  Evidence of  Provision for  test 
kits    
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•  protocols  as  per NASCOP HTS 
algorithm  

•  Latest  HTS Training Package  

•  Avai labi l i ty or  arrangement for 
trainees  observed practice 

 Infrastructure                                                                  Total  score   

2 .0  Infection Prevention Control and 
safety measures (9 points) 

Yes No Comment Score 

2 .1 Avai labi l i ty of  running water      

2 .2  Availability of safe waste segregation and 
disposal  systems in place 
(appropriately coded and label led  
bins)  

    

2 .3  Avai labi l i ty of  adequate,  suitable  and 
c lean sanitary faci l i t ies  (toi lets) 

 

    

2 .4  Safe  s i te  for  temporary storage of  
contaminated waste unti l  disposal 
avai lable  

    

2 .5  Avai labi l i ty of  Personal  Protective 
Equipment (PPE) (gloves ,  28 lab 
coats/gowns/apron-disposable/mask 
or re-usable)  for  practical  

    

2 .6  Avai labi l i ty of  appropriate 
dis infectants  

    

2 .7  Pit/Incinerator or  contractual  
arrangement in place for  disposal  of  
contaminated waste (NB.  Pit  latrine 
above 10ft)  

    

2 .8  Provision for  Post  Exposure 
prophylaxis  (PEP) services  avai lable 
(s i te  or  referrals)  
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2.9 Avai labi l i ty of  Jo b Aids  and/or  
Standard Operation Procedure (SOPs) 
for  Infection Prevent ion Control  (IPC)  
and waste management  

    

 Infection Prevent ion Control  and safety measure                                             
Total  core 

 

3.0  HTS Trainers Qualifications (3 
points)  

YES  NO  COMMENTS  SCORE  

3 .1  
The insti tution should have a 

minimum of  4  trainers  with a 

minimum of  a diploma in health or 

social  sciences ,  trained as  TOT in HTS.  

•  Two trainers  should have a  

counsel l ing  background 

•  Two trainers should 

have a  medical  

laboratory background 

and should be 

registered by the 

KMLTTB 

•  Avai labi l i ty of  experts 

to  cover speci fic  

technical  areas  (eg .  

Care and treatment ,  

Nutrit ion,  Data)   

NB: Verif y  certif icates for all  
trainers  

    

 HTS Trainer quali f ication                                              Total  score  

4.0  Management Structure (6 Points)  YES  NO  COMMENTS  SCORE/14  

4 .1  Management structure/organogram     

4 .2  Human resource bio data including job 
description of  al l  s taff  
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4.3 Organizational  training policy 
document in place including code of 
ethics  and training quali ty 
management systems 

    

4 .4  Training component in-bui lt  in the 
service charter/consti tution of  the 
organization 

    

4 .5  Safety document describing 
Occupational  Safety Health  and 
Environment (OSHE)  

    

4 .6  Evidence of  correct ,  accurate and 
t imely records kept  including minutes   

    

 management Structure                                             Total  Score  

5.0  Implementation of  Training 
Quality management systems (3 
points)  

YES  NO  COMMENTS  SCORE/3  

5 .1  Evidence of  quali f ications  of  trainers 
as  indicated in the bio data  

    

5 .2  Evidence of  internal  quali ty 
management (customer satisfaction) 
e .g .  Suggestion boxes ,  customer care 
desks ,  minutes  of  meetings  etc .  

    

5 .3  Mechanisms in place to  obtain 
information about the training 
insti tute  and courses  offered (service 
charter,  brochures ,  pamphlets ,  web 
l ink,  newspaper etc  

    

 Implementation of  Training Quali ty managemnt system                                          
Total  Score 

 

                                             OVERAL SCORE   

 The total  points  for crit ical  criteria areas is  34   

The table  below addresses other additional requirements ( for the institution to 
qualif y  it  must  score at least 50%  

6.0  Participants  affairs  and Support 
services  (4 points)  

YES  NO  COMMENTS  SCORE  



National  Quali ty Management Guidance for  HIV Testing  Services  in Kenya  

 71  
 

6.1 Steps  to  ensure safety of  partic ipants  
and their  property is  in place 

    

6 .2  Orientation Programme for the 
partic ipants  in place 

    

6 .3  Opportunity to  evaluate the  
Programme and i ts  content  avai lable  
to  the trainers  

    

6 .4  Does the insti tution maintain a  record 
of  partic ipants? 

    

 Total  score  

7.0  Quality management (4 points)  YES  NO  COMMENTS  SCORE  

7 .1   Evidence of  mechanisms in place for 
responding to  partic ipants ’  complaints 

    

7 .2   Academic  and career advisory services     

7 .3   Staff  sensit ized on HIV&AIDS      

7 .4  Measures  to  evaluate content  of  the 
Programme and trainers  

    

 TOTAL SCORE   

8.0  Training resources (7 points)  YES  NO  COMMENTS  SCORE  

8 .1  Faci l i ty has  a  resource Centre with the 
updated HIV related documents/ 
materials  avai lable  

    

8 .2  The training faci l ity has  adequate 
Information and Communication 
Technology (ICT) infrastructure; 
computers  with internet  access  for  use 
by trainers  and trainees 
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8.3 The training faci l i ty has  a  power back 
up avai lable  e .g.  generators 

    

8 .4  The training faci l ity is  easily accessible     

8 .5  The training faci l i ty is  s i tuated in an 
environment conducive to  learning 

    

8 .6  The faci l i ty has  health emergency plans 
including ambulance,  c l inics ,  doctor on 
call  e . t .c  

    

8 .7  Faci l i ty has  f ire  safety measures  in 

place:  

•  Fire extinguishers 

•  Fire alarms 

Fire  exit  routes 

    

 Training resources   Total  score                                                                                                                              

 OVERAL SCORE   

 The total  points  for additional requirements areas is  14   

 



National  Quali ty Management Guidance for  HIV Testing  Services  in Kenya  

 73  
 

Annex 8: HTS Observed Session 
Supervision Tool 

County:  __________________________ 

 

Sub-County_______________________ 

 

Observers Name: __________________ 

 Faci l i ty___________________ 

SDP: _____________________ 

Session Number____________ 

 

DATE: ___________________ 

Please score as  fol lows;  0=not  done,  1=attempted with l i t t le  success ,  
2=achieved fairly,  3= achieved successful ly,  NA =Not appl icable 

Areas assessed Score Comment 

Avai labi l i ty of  guidel ines  and 
protocols 

•  Latest  Nat ional  HTS guidel ines 

•  Test ing algor ithm 

•  SOP for  Screening & Confi rmatory 
tes t  

•  Interpretation charts 

•  Referral  di rectory  

•  Referral  book 

•  Working t imer  

  

Condit ion of  the room/tent 

•  Cleanl iness 

•  Two smal l  tables 

•  Well  l ight  and arranged room  

•  Timers/Stopwatch avai lable ,  updated 
and use 
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Pre-test  Counsel l ing 

•  Contract ing and i ts  l imi tat ions 
(Timing,  confident ial i ty,  rapport)   

•  SOLER 

•  Counsel lor  si t t ing at  a  st ra tegic 
posi t ion (at  the exi t /door) 

•  Sit t ing arrangement  of  the counsellor 
and the cl ient  according to 
counsel l ing s tandard (s i ts  must  be of 
the same size and colour) 

•  Adequate  use of  counsel l ing ski l ls  
such as  reflecting,  paraphrasing,  e tc 

•  Client  centred session (Cl ients  talks 
more than counsel lor) 

•  Risk assessment  proper ly done 
(proper  screening for  e l igibi l i ty) 

•  HIV Prevent ion is  discussed 
(Behavioural ,  Medical  and 
Structural )  

•  Introduced and discussed index 
tes t ing  

o  Client  wi l l ingly  gave out 
contact(s)  

•  Introduced and discussed SNS  

•  TB and GBV/IPV Screening done  

•  Consent  for  test ing is  done  

  

Test ing Process 

•  Preparation of  c l ients  for  the tes t  

o  Confirmed cl ient’s  readiness 
to  take up the tes t  

•  Preparation of a l l  requirements  to 
conduct  the tes t  

•  Label l ing of  tes t  ki ts 
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•  Pricking,  drawing of  blood and 
put t ing the r ight  quant i ty 

•  Infect ion preventions control  
measures  e .g. ,  gloving,  waste 
management 

•  Correct  t iming depending on the tes t  
ki ts 

good interpretation 

•  Fil l  in  the MOH 362 and other  tools 

•  Condom demonstrat ion 

•  Confirm cl ients  readiness  to have 
their  partners  tested  

Post  Test  Counsel l ing 

If  Negative 

•  Confirmed result  outcome 

•  Addressed cl ient’s  feel ings,   

•  Confirm how cl ient  plans to remain 
negat ive 

•  Come up with r isk reduct ion plan 

•  Client  reminded about  possibil i ty  of 
discordance where appl icable 

•  Appropriate  referral  done based on 
need 

 

I f  posit ive,  confirm  

•  Client  supported to understand the 
resul t  

•  Support  c l ient  to deal  wi th 
immediate  feelings 

•  Discuss  referral  for Retest ing & 
enrolment  to  Tx   

•  Discuss  posi t ive l iving e .g. ,  condom 
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use,  drug adherence,  par tner  tes t ing, 
disclosure and STI/TB screening and 
t reatment ,  nutr i t ion.  

•  Appropriate  referral  done and 
documented  

 

I f  Inconclusive,   

•  Test  repeated and appropriate 
referral  done  

•  Terminat ion  

Counsel lors  General  Comment 

Observer General  comment 

 

 

Start  t ime_________________ Stop t ime________________ 

Name of  the Counsel lor:__________________ Sign__________ Date________ 

Name of  Observer:  _______________ Sign_____________ Date______________ 
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