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Executive Summary

WHO are carrying out a number of activities tostythen and expand surveillance for
new vaccines globally as part of implementatiothef Global Framework for
Immunization, Monitoring, and Surveillané&he current priority activity is to transition
sites conducting surveillance for rotavirus disemse invasive bacterial disease, whose
funding by external programs ends soon (RotaADieuMoADIP, and the Hib
Initiative), into WHO surveillance networks.

One step in this process is to define a commonfsgdta to be collected, surveillance
indicators to be evaluated, and a reporting andld@ek mechanism between the sites and
WHO. On October B and 7' 2008 staff from WHO HQ and the Regional Officeshwi
responsibility for new vaccine surveillance, alanth immunization partners, met in
Geneva to agree on these definitions. The firstwiay dedicated to rotavirus surveillance
and the second day to invasive bacterial diseaseiflance. This document reports the
outcome of that meeting.

Objectives of new vaccine surveillance and usetatd were agreed. Data collection was
outlined by type of surveillance sites as definedMHO’s layered approach to
surveillance. Surveillance indicators generatedhbst discussion and targets were set
for some but not all of the indicators includedrebdorting and feedback schedule was
outlined and draft regional and headquarters bofietrafted. It is proposed to review the
decisions of this meeting periodically and reviseppropriate.

While the immediate benefit of the agreed datadsteds will be to guide sites
transitioning to WHO surveillance networks, themdards will also be applied to
existing surveillance sites over the coming ye&is Tmproved data will provide
information for disease burden estimation, suppeitience based decision making on
vaccine introduction, monitor serotype/genotypeéritigtion, and allow evaluation of
vaccine impact after vaccine introduction.

Next steps are to standardize case-definitionsstarttlard operating procedures,
strengthen the regional laboratory network, andhegthe surveillance networks
particularly in regions where surveillance for neaccines is underdeveloped and where
new vaccine introduction is likely

1 WHO. Global Framework for Immunization MonitoringdSurveillance. WHO Geneva, 2007.
http://whqlibdoc.who.int/hg/2007/WHO_IVB_07.06_epdf



I. Background

Various surveillance networks for rotavirus andasive bacterial disease have been
established in the past several years and thesoarbeing transition into WHO funding
and coordination. It is anticipated that surveitla networks will be enhanced further in
the coming years. These networks will provide infation for disease burden estimation,
support-evidence based decision making on vacotneduction, monitoring circulation

of specific serotypes/genotypes and changes ityg&Eigenotype distribution and
antimicrobial susceptibility, and evaluation of game impact after vaccine introduction.

As surveillance networks previously coordinatedhsy GAVI funded ADIPs and Hib
Initiative are transitioned to WHO, the various\aillance activities will be linked more
closely to national ministries of health and sustdias part of integrated national and
regional surveillance networks under the coordoratf WHO Regional Offices. These
networks will be more easily able to share standg@etating procedures for the
following key activities: collecting clinical ang&lemiological data and specimens,
establishing well functioning laboratories with gdate quality assurance systems; and
timely collection, synthesis and reporting of data.

WHO (Country offices, Regional offices and Headdgera) and Ministries of Health at
the National level will be responsible for survatite data management, coordination,
sharing, and feedback, based on the objectivestamdards set for new vaccines
surveillance in this document. Data standardizatfdhimprove data comparability,
interpretation and aggregation at the National,i®ed and Global levels. These data
will also demonstrate the value of surveillancesstments, and advocate for continuous
funding support for surveillance activities glolyalFurther standardization of
surveillance procedures and data management wilebded particularly case-definitions
and standard operating procedures.

Surveillance data standardization has been reconheddny WHO and partners as a
major activity in the New and Underutilized Vaccingplementation (NUVI) 2008-2011
Plan of Action. It has also been recommended agatp activity by participants of the
meeting on new vaccine surveillance systems ariditttegration held in Geneva in
November, 2007. This meeting reached consensus@giobal immunization partners
on the structure, functions and objectives of naacine surveillance systems.
Considering the existing procedures and standardsata collection, analysis and
sharing in the networks in various regions, glatahdards for new vaccines surveillance
data were drafted and proposed. A meeting to stdim#anew vaccines surveillance data
was convened in Geneva, during Octobef"®@08 (Agenda in Annex 1). Participants
included staff from WHO HQ and Regional officespassible for new vaccines
surveillance and data management activities, anidugapartner institutions (Annex 2).



The following flow of surveillance information, csilering both epidemiologic and
laboratory information, and the contents of thisare were all agreed upon by the
meeting participants.

Vaccine-preventable disease surveillance data flow
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II. Meeting Objectives and Structure

The main meeting objective was to review and agrea proposed minimum set of
standard data to be collected and reported forvameines surveillance globally.

Based on existing data collection forms from Reglddffices and the various networks
under the ADIPs and Hib Initiative coordinationgsfiic meeting objectives were to
agree on the following:

1. A minimum set of standardized variables to be ctdé for rotavirus, and
invasive bacterial diseases at the site level.

2. A minimum set of indicators to assess the functigrand data quality of
rotavirus and invasive bacterial diseases surveidat the site and network
levels.

3. A plan for data sharing from the national to regicand regional to global levels,
with proposed frequency of reporting and whethéa daould be case-based or
aggregate.

4. Content and format for a regional feedback bull&gimew vaccines surveillance
to be transmitted from WHO RO to countries in tegion and to WHO HQ.

5. Content and format for a global feedback bulletinrfew vaccines surveillance to
be transmitted from WHO HQ to RO and shared witibgl immunization
partners periodically.

6. Intended use of the data and reports at natioegipmnal and global levels.

All meeting participants received the proposed dtdadards one week prior to the
meeting and were asked to review them and distess prior to the meeting.
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During the meeting, all participants were askeprtavide comments and feedback so
proposals could be updated accordingly and conserwud be reached. The following
discussion sections were held, addressing spelfate topics:

Section 1 Surveillance objectives, uses of datheavarious levels, and a minimum
set of data to be collected in surveillance sites.

Section 2 Surveillance performance indicators

Section 3 Data and indicators to be shared atdheus levels

Section 4 Data feedback bulletins

Proposed data elements were classified as corenfesd}, optional, or were deleted. This
summary reports the minimum data elements cladsifsecore or optional. The core
elements will be collected in all sites/network am@red with the various levels
accordingly. The optional data may be includedissor regions depending on their
own needs and interests.

lll.  Layered Approach to Surveillance

A "layered approach” to the surveillance networkigure has been proposed by WHO
for sentinel based surveillance for new vaccif@is applies to rotavirus and invasive
bacterial disease (IBD) surveillance and has reckigonsensus from immunization
partners.

At the first layer, “core” sites will focus on comcting country-level surveillance for
rotavirus diarrhea and meningitis. These sites metjuire technical expertise to identify
suspect cases and laboratory capacity to perfonmmanum of diagnostic tests for case
confirmation. Surveillance for other invasive baigtkediseases will not be part of the
core activities.

At the second layer, selected higher functionimgsswill perform invasive bacterial
disease surveillance. These “added” sites wilgddition to performing rotavirus and
meningitis surveillance, collect blood cultures @hwill allow the identification of other
invasive bacterial disease including bacteremiaiprania, sepsis, and other bacteremia.
Information provided by these sites will compleméata generated by the “core” sites.

At the third layer at least one site per regiorswo-region will also perform “enhanced”

surveillance for rotavirus and IBD. This will incla the collection of population-based

surveillance data. Although hospital-based diseas®s and case fatality ratios can be
applied to national data to generate national deseburden figures, high quality

incidence rates derived from population-based demators can provide additional and

useful information, especially for evaluating vamcimpact and safety.

2 Working Paper on WHO's Strategy for New VaccinevBillance in 2009 and Onwards. August 2008.
5



IV. Agreed Data Standards for Rotavirus Surveillanc e

. Overarching objectives of the Rotavirus Surveill ance System

Generate local data for decision making and infaghpolicy regarding rotavirus
vaccine introduction and sustained use

Assess and monitor disease trends and genotypibdigin over time
(nationally, regionally, globally)

Develop a platform for vaccine effectiveness stsidie

Highlight the value of surveillance data and ugefiimdraising and advocacy.

Case definition

For the purposes of global rotavirus surveillangesuspected case of rotavirus acute
diarrhoeais defined as a child < 5 years of age admitted tfeatment of acute
gastroenteritis/diarrhoea to a sentinel hospitaldaoting surveillance. A case eligible to
be enrolled into the surveillance is a child whcetsehe inclusion criteria. For example,
a child with bloody diarrhea would not be enrollésh enrolled child is considered to be
a child that has a completed case report form aswh@ specimen taken. A confirmed
case of rotavirus diarrhoea is defined as a susgemse in whose stool the presence of
rotavirus is demonstrated by means of an enzymeumoassay. More detailed case
definitions and inclusion/exclusion criteria exfst individual sites and networks but
have not yet been standardized. It is proposedttimstandardization takes place in the
coming year.

. Surveillance activities and expected data use by surveillance site
Surveillance activities

Surveillance

Surveillance activity
layer

‘Core’ site - On an ongoing basis collect local data on acuteltbaa and rotavirus
disease data in hospitalized children < 5 yeaegyeffollowing the agreed
global data standards

Provide isolates for genotyping to identify prevdlstrains of rotavirus in
the population under surveillance

Provide a platform for vaccine effectiveness stsidwaere appropriate
On a regular (at least quarterly) basis shareitbg’ sotavirus surveillance
data with the Ministry of Health and WHO countrfioé overseeing the
surveillance activities. They will then forwardttte WHO regional office.

‘Enhanced’

site Collect population based data from participatinggitals for children under

5 years of age with acute diarrhoea to allow egtonaof true disease burden
(incidence) in the community

Establish a platform for vaccine effectiveness istsid

Establish a platform for rotavirus safety evaluagio

Evaluate shifts in genotype distribution over time

On a regular (at least quarterly) basis shareitbs tavirus surveillance
data with the Ministry of Health and WHO countryioé overseeing the




surveillance activities. They will then forwardttee WHO regional office.

Data uses by health system level

Health system
level

Use of surveillance data

Surveillance
sites

Monitor rotavirus disease trends over time. Theda chay contribute to
vaccine impact evaluation

Assess disease incidence trends over time (enhaitesyl

Estimate hospitalized rotavirus disease burden

Determine age and seasonal distribution of acatetdiea hospitalizations
associated with rotavirus

Estimate the proportion of acute diarrhoea hospittibns attributable to
rotavirus

Measure vaccine impact on rotavirus disease ofimgigeverity (enhanced
sites)

National
MOH/WHO

Use above information to inform decision makingameling rotavirus
vaccine introduction

Monitor the vaccination program one rotavirus vaeds introduced
Provide feedback and support to sites to ensuréneea collection of high
quality surveillance data

Share surveillance summaries with the WHO RegiQiate

WHO
Regional
Office

Compile surveillance data to get a regional picbfreotavirus disease
burden, genotype distribution, and vaccine impact

Provide feedback to countries and sites on thefopeance in order to
ensure continued high quality surveillance

Provide support to countries and sites to ensunéraged high quality
surveillance including training, provision of suigsl etc.

Share surveillance summaries with countries and Wd@d Quarters

WHO Head
Quarters

Share surveillance summaries among the variousmegbummaries will
include global trends in rotavirus disease, esiimnatof rotavirus disease
burden, genotype distribution and vaccine impaabally

Provide support to regions to ensure continued bigllity surveillance
Use data to inform revisions of surveillance tool

Share surveillance summaries with immunizationrag and donors to
highlight the value of VPD surveillance




4. Minimum/core surveillance data to be collected:

Surveillance

Rotavirus

The following table outlines the minimum data tododlected for rotavirus surveillance
as agreed in a partners meeting in Geneva. Théaelauld be sent at least quarterly to
the national Ministry of Health and WHO Country ©# who will then forward data to
the WHO Regional Office. These data should be foied either in aggregate or case-

based format. Sites currently reporting monthlyudti@ontinue to do so.

A) FROM SITE

Proposed responses

Type of site

Variable

Core

Enhanced

Hospital level

Country

Name

Name of hospital

Name

Number ofacute diarrhoehospitalizations in
children <5 years (by age group <1 year, 12
mths, 24-59 mths and by month of
hospitalization)

Note - Report disaggregated by month and age grouj
Data obtained from admission book / ward logbook

23

=J

Number in each age
category

X
X
X

X
X
X

Number ofacute diarrhoehospitalizations in
children <5 years that are eligible for

enrollment (by age group <1 year, 12-23 mts

24-59 mths and by month of hospitalization)
Note - Report disaggregated by month and age grouj
Eligible means meet case definition i.e. bloody
diarrhoea not eligible

P

=)

Number in each age
category

Number of eligibleacute diarrhoeaases that
were enrolled (by age group <1 year, 12-23
mths, 24-59 mths)

Note — i.e. had case report form (CRF) completed a

specimen collected- this can be derived from ttse ca
based clinical data.

Number in each age
category

Number of children <5 years in hospital
catchment area (by age group if possible <1
year, 12-23 mts, 24-59 mths)

Number

Case-based demographic datgollect at time of
admission)

Unique ID number(or medical record
number)

Alpha-numeric code

Sex

O=male, 1=female

Date of birth
- if not available, collect age in months

Dd/mm/lyyyy
MM

District of residence of case

Name
Unknown

Case-based clinical dataghould be asked on

admission)




Date of admission

dd/mm/yyyy

Maximum number of diarrhea episodes in 24-

hour period, at peak of illness before admiss
Duration of diarrhoea before admission

Number/unknown

on
Number of days

Date of diarrhoea onset dd/mml/yyyy
Did child vomit? Yes/No/Unknown
If yes, maximum number of episodes of

Number/unknown

vomiting in 24-hour period, at peak of illness
before admission
Duration of vomiting before admission

Number of days

Degree of dehydration** None/Some/
Severe/unknown

Case-based treatment data

Was rehydration therapy given? Yes/No/unknown

If yes, what type of therapy was given: Oral rehﬁ\//d]fliti'g: solution

Case-based specimen collection data

Was a stool specimen taken? Yes/No/unknown

If not why not? List reason

Date stool specimen collected dd/mmlyyyy

Outcome

What was the outcome at discharge?

Discharged improved,
died,
transferred,
unknown,
left against medical
advice

Date discharged, left, died or transferred

dd/mm/yyyy

Vaccination History

Was Rotavirus vaccine received? **
Source of information

Yes / No / Unknown
card, verbal report, clinic
register, unknown

If Rotavirus vaccine received - Number of
doses?
Source of information

1,234
card, verbal report, clinic
register, unknown

If Rotavirus vaccine received — Date of each

dose
Note: Record data from official source only e.g.
vaccination card. If official source unavailablesth

leave blank

Dose 1 - dd/mml/yyyy
Dose 2 - dd/mml/yyyy
Dose 3 - dd/mml/yyyy

If Rotavirus vaccine received - Type of vacc
Note: Record data from official source only***

ne Rotarix®, GSK
RotaTeq®, Merck

Optional data that sites may choose to
collect

Hospital level

Number of all cause hospitalizations among
children <5 years of age (report monthly)

Number

Case-based demographic data




Name (family, first¥ family, first X X

Case-based clinical data

Did child have fever since the onset of this Yes/No/ unknown X X
illness? Number of days
' °C/oF

If yes, duration of fever before admission

. °C/oF
Level of fever at admission

Temperature on admission

Did the case ddicute diarrhoehave any other Yes/No/ unknown X X
medical conditions? If yes please list List conditions

Length of iliness (from first symptom to Number of days X X

recovery)

*Unique ID number - A unique identification numb@D) linked to the patient details is recommended t
be sequentially generated. There are a number g titis can be done. One example is to have codes
identifying the country, city, hospital and the gué case number i.e. AAABCddddd where AAA is the
country code, B is the city code, C is the hospitale, and ddddd is the unique case number. Example
The26th case enrolled in th@enter for Infectious Pathology, rbilisi, GEorgia will be assigned the
unique ID [GETC00026].

**For definitions of dehydration see annex 3

***Try and get vaccination card as this is the masturate source of information. If unavailableaitot
verbal history from mother/caretaker and use prenptry and verify vaccine given. For type of viaeg

if not recorded on vaccination card this informatis likely to be available at MOH level (i.e. tekeame
type of vaccine is likely to be used throughoutdbantry in the national immunization program)
¥Name should not be forwarded to the WHO Regiorfat€©

B) FROM LABORATORY

Proposed response | Site | National | Regional
lab lab lab
Unique ID number* Alpha-numeric code X X X
Date stool specimen received in the lab dd/mm/yyyy X X X
Was stool specimen adequate for Yes/No X X X
ELISA
Date stool tested for Rotavirus dd/mm/lyyyy X X X
Laboratory Results
Was an ELISA* test performed? Yes/No/Unknown X X X
If yes, was the ELISA positive for Yes/No/Unknown
rotavirus? RT-PCR, PAGE,
If no, was another test performed? EM, other specify**
Which one?
Were any other pathogens identified?  Yes/No/Unknown X
If yes, specify Name organism
Was the stool specimen sent for Yes/No/Unknown X X
genotyping?
If yes, - National lab X X X
Where was genotyping performed, - Regional
Reference Lab
Date specimen sent to RRL (RRL)
dd/mm/yyyy
Date genotype result received at dd/mm/yyyy X

10




site/country level from RRL

Reference Laboratory Results

Confirmed positive for Rotavirus Yes/No/Unknown X X

Confirmed negative for Rotavirus Yes/No/Unknown X X
Note: sites should send a portion of their
negative specimens for confirmatory testing

What strain characterization techniqug List

was used? technique/unknown

Genotype results. List X X
What was the G-serotype? genotypes/serotypes

Optional data that sites may choose

to collect

Date stool specimen received by RRL dd/mm/yyyy X
Date result sent by RRL to national dd/mm/lyyyy X
laboratory?

*|f the laboratory assigns to each specimen a wnifunumber that differs from the patients ID numbe
then the two numbers must be collected and bedinke

*ELISA — enzyme-linked immunosorbent assay

*RT-PCR - reverse transcription polymerase chaaction, PAGE - polyacrylamide gel electrophoresis,
EM- electron microscopy,

5. Agreed surveillance performance indicators

The purpose of using indicators to assess and ororatcine-preventable disease
surveillance is to ensure high-level performancthefessential components of
surveillance and case investigation, and to idgmidtential areas that need improvement.
These usually include measures of surveillancastifucture, timeliness of notification,
adequacy of case investigation, and timelinesaludratory testing, among others.

The standard surveillance indicators for rotavitissrhoea surveillance outlined below
have been agreed for use in all regions both fes sind for networks. Monitoring of
surveillance sites and networks using these seleaticators will allow better cross-
comparison and interpretation of surveillance @atde regional and global levels. For
some indicators a target has not been definedwdththe indicator is considered to be
important. This may be because there is insufftaggwbal data to define a target or
because the target may vary from region to redgitwe. targets will be periodically
revised as more data become available. The perfareiadicators should be calculated
on a quarterly basis at the site level to monitogpess and at the Regional Office for the
quarterly feedback bulletin. The Regional Officeskl also calculate the performance
indicators at 6- and 12-monthly intervals to copsd with the 6- and 12-month reports
to WHO Headquatrters.

11




SITE PERFORMANCE INDICATORS - ROTAVIRUS

Performance indicator Numerator / Denominator Target Purpose
% of total eligible (met case definition) childre Total number eligible acute diarrhoeases 80% Evaluates sensitivity of
that were enrolled (i.e. had both a case reporf  that were enrolled /Total number of acute case identification
form (CRF) completed and a specimen diarrhoeacases eligible for enrolment
collected)
% of cases with stool specimen collected withirT otal number of children with stool specimen Evaluates performance of
2 days of admission collected within 2 days of admission / Total 90% sites and avoids inclusion
number of children enrolled (with CRF and of nosocomial infection
stool specimen collected)
% of collected stool specimens that arrive at theNumber of specimens received at the lab for 95% Evaluated efficiency of
laboratory for ELISA testing ELISA / Number of specimens collected from surveillance system,
enrolled children for reporting quarter transportation to the lab.

% of received specimens that are tested? Nuoflsrecimens tested per quarter 90% Evaluated timelines of lah

/Number of specimens received in that quarter performance, and timeling

of lab supply provision
% of enrolled children that tested positive for| Total number specimens that tested positive 20% Evaluates quality of lab
rotavirus for Rotavirus (provisional performance and
/Total number of specimens collected (i.e} target —to be | sensitivity of ELISA
enrolled children) reviewed)
% concordance between national laboratory andNumber of specimens that tested Rotavirys 80% Evaluates sensitivity of la
Regional Reference Laboratory (RRL) for positive at RRL performance, QA/QC
ELISA results /Number of specimens that tested Rotavirus
positive at site laboratory

% samples genotyped in the RRL with results Number of results genotyped in RRL with 90% Evaluates efficiency of thg
available at the site/country level within 6 results available at the country/ site level reference laboratory
months of sending specimens within 6 months /Number of samples selected

for genotyping

D

NETWORK PERFORMANCE INDIC

ATORS - ROTAVIRUS

Network indicators include the 7 site indicatostdd above and one additional indicator

/ Total number of Rotavirus Sentinel Sites

Performance indicator Numerator / Denominator Target Purpose
% of sites that report data according to agreed Number of Rota Sentinel Sites that repornt Evaluates timeliness of
timeline for that site (at least quarterly). data according to agreed timeline for that site 80% reporting in the network
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6. Agreed data sharing

It was agreed that sites/countries would share-based or aggregate data as outlined in

section 3 above on a monthly or quarterly basib e WHO Regional Office. Sites

currently reporting monthly or case-based dat&¢oRegional Office should continue to

do so. Sites/countries reporting aggregate dafzet®Regional Office should send the
data in a format compatible with the surveillancddiin outlined in section 7 below.

The Regional Office will share aggregated regiatedh, summarized by country, with all
countries in the region using the feedback bulldéacribed below on a quarterly basis
On a six-monthly basis the region would share agagesl data with WHO headquarters

using a similar format to the regional report. WH@adquarters will produce a global
bulletin every six months. A reporting calendaoiglined below.

Reporting calendar

Frequency of

reporting Site to national /regional WHO
At least
Quarterly* January April July October
Site sends data Site sends data Site sends data| Site sends data
from previousOct- | from previouslan- from previous from previous
Decto MOH and | Mar to MOH and | Apr-Jun to MOH | Jul-Septto MOH
WHO CO** WHO CO** and WHO CO** | and WHO CO**
Regional Reference Laboratory to WHO RO
6-Monthly Apr-May Oct-Nov
Annual data Jan-Dec of previous yea Data fromJlare of same year
Regions to countries (regional feedback bulletin)
Quarterly Jan Apr July Oct
RO prepares RO prepares RO prepares RO prepares
quarterly bulletin | quarterly bulletin | quarterly bulletin| quarterly bulletin
of country data of country data of country data of country data
from Jul-Sept of from Oct-Dec of from Jan-Mar from Apr-Jun of
previous year previous year of previous year previous year
Regions to WHO HQ (regional feedback bulletin)
6-Monthly May Nov
WHO RO sends aggregate regional data
from Jan-Decof the previous year to
WHO HQ. These data include genotype WHO RO sends aggregate regiona
results from regional reference data fromJan-Jun of previous year to
laboratories*** WHO HQ
HQ to regions (global bulletin)
6-Monthly July Jan

WHO HQ releases a global bulletin wit

h

data fromJan-Decof the previous year to WHO HQ releases bulletin with data

the regions which includes genotype

from Jan-June of the previous year tg

information

the regions

*Many sites that are currently reporting to WHO monthly should continue. Quarterly reporting is the minimum accepted.
*MOH - Ministry of Health, CO - country office, RO - Regional office (in AFRO this may be sub-regional office)
***Although regional reference laboratories should report genotype data to the regional office on a 6-montly basis this will
only be shared with WHO HQ and the countries in the region annually

13



7. Feedback bulletin

Regional feedback bulletin

It is expected that the WHO Regional Offices woeddnpile the rotavirus surveillance
data collected from all participating countries gmdduce regular feedback bulletins to
share with the countries and WHO Headquartersonmesregions sites send aggregate
data to the region. In this situation the aggredata required for the feedback bulletin
should be provided. In regions where sites sene-based rotavirus data the region will
be responsible for analyzing the data so thattlemapresented in aggregate format as per
the bulletin layout.

The regional feedback bulletin below is divideditwo parts. The first section reports
data on cases, specimens, mortality and repofTing.second section presents Regional
Reference Laboratory results. The first sectiothefbulletin is shared quarterly with all
the countries in the region and every six monthih WHO Headquarters. The second
section, genotype data is shared annually.

Global feedback bulletin

The global feedback bulletin will be in a slightlgapted format to regional bulletin. Data
will be presented by country, categorized by reguith aggregated ag€&he global

bulletin will be produced every 6 months by WHO Heaarters with genotype data
reported annually.

Excel spreadsheets

An excel spreadsheet of these bulletins shouldrapaay this document and should be
used for reporting.

14



Quarterly Bulletin — Regional Office to countries
Date of bulletin:

Reporting period:

Regional office name:

Section 1 — Case and specimen information (quartsrireport from WHO RO to countries)
Yellow shading indicates performance indicatorgygshading do no complete.

No [ % | No | % | No [ % | No | % | No | % | No | % | No | % | No | %

Country A All <59m
O0to11
12 to 23
24 to 59
Unknown

Country B All <59m
O0to11
12 to 23
24 to 59
Unknown

Etc.

Total

children <5

years
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Section 1 continued (From RO to countries quarterly
Yellow shading indicates performance indicators

No. and % of lab

No. (%) stool specimens

No. % of collected
specimens that arrive

No. (%) of received
specimens that are

No. (%) of sites
that report data

Country/ Site Age group positive Rotavirus collaeg:ﬁg ;’iv(')t:'(n B’;?tgﬁ%s i at the site lab for tested in the site according to
(months) patients who died thi q y ELISA (quarterly) | laboratory (quarterly) | agreed timeline
quarter ; ;
Target 90% Target 100% Not defined Not defined
No. % No. % No. % No. % No. %
Country A All <59m
6toll
12 to 23
24 to 59
Unknown
Country B All <59m
6to11
12 to 23
24 to 59
Unknown
Etc.
Total children <5
years
Network indicator
average*

*Aggregate indicator for the regional network
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Section 2 — Regional Reference Laboratory (RRL) rests for children <5 years
Results from RRL to WHO RO and countries/sitesrtally, from WHO RO to countries and WHO HQ ag paregional bulletin

annually
A — For countries not using rotavirus vaccine
No._of No. and % of Genotype .
rotavirus .enot e % of rotavirus
Country positive Strain gresul){sp samples typed
(notusing | specimens| characteriz el brE at the site level
rotavirus sent to ation toF:he ity P[8l, | P[4l | P8, | P8, | P8, | uncommon| . . untypeable that are
vaccine) RRL for | technique within 6 Yl 61 G2 G3 G4 G9 (specify) sequenced in
typing this months the RRL
quarter
No. | % NO | o4
Country A
Country B
Country C
Etc.
Total
B — For countries using rotavirus vaccine
No. _of No. and % of Genotype
rotavirus enotvpe
Country positive Strain gresul);g % of typed
(using specimens| characteriz rotavirus
- - reported back
rotavirus sent to ation 1o the country| T2k | Pl | PI8]l, | P8, | P8, | uncommon | .oy | nypeable| Samples
vaccine) RRL for | technique within 6 Yl 1 G2 G3 G4 G9 (specify) sequenced
typing this months
quarter
No. | % NO | gp
Country A
Country B
Country C
Etc.
Total

17



V. Agreed Data Standards for Invasive Bacterial Dis eases
Surveillance

1. Overarching objectives of the Invasive Bacterial Disease (IBD) Surveillance
System

0 Generate local data for decision making and infagpolicy regarding
introduction and sustained use of vaccines forsiveabacterial diseases (i.e. Hib,
pneumococcal and meningococcal vaccines)

o Assess and monitor disease trends and serotypibdigin over time (nationally,

regionally, globally)

Develop a platform for vaccine effectiveness stsidie

o Highlight the value of surveillance data and ugefdiadraising and advocacy.

(@)

2. Case definition

Invasive bacterial disease surveillance includédisigiof any sterile site specimen
including blood, CSF, pleural fluid, and joint ftLiCSF and blood specimens are the
most commonly used for surveillance purposes mddkultures are not performed in
every hospital due to limited resources.

For the purposes of WHO surveillance blood cultamesperformed on any child 0-59
months of age hospitalized with signs and symptohisvasive bacterial disease such as
signs and symptoms of sepsis or pneumonia as ddbynéhe clinician... Surveillance for
bacterial meningitis includes any child 0-59 morttbspitalized with signs and
symptoms of bacterial meningitis as defined bypgediatrician with laboratory
confirmation.

More detailed case definitions and inclusion/excduscriteria exist for individual sites
and networks but have not yet been standardizes.pitoposed that this standardization
takes place in the coming year.

3. The Surveillance activities and expected data us e by surveillance site

Surveillance
layer Surveillance activity
‘Core’ site - Meningitis surveillance is the only component obIBurveillance conducted

as a core site activity

On an on-going basis, collect local data on susgletteningitis and the
etiology of bacterial meningitis in children < 5ays of age*

Provide CSF isolates for serotyping

Provide a platform for vaccine effectiveness stsidwaere appropriate
Assist in the identification of outbreaks, partexly meningococcal
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outbreaks, where appropriate

On a regular (at least quarterly) basis shareitbg’ sneningitis surveillance
data with the Ministry of Health and WHO countryicé overseeing the
surveillance activities. They will then forwardttee WHO regional office

Perform invasive bacterial disease surveillanee {{i. addition to meningitis
surveillance collect blood cultures on eligibleldhén)

Collect local data on the etiology of invasive legiatl disease (i.e. sepsis,
bacterial pneumonia, and bacterial meningitis)hitddcen < 5 years of age
Provide blood and CSF isolates for serotyping aag perform serotyping

‘Added site’ depending on capacity
Provide a platform for vaccine effectiveness stsidwaere appropriate
On a regular (at least quarterly) basis shareitbs’ $8D surveillance data
with the ministry of Health and WHO country offiogerseeing the
surveillance activities. They will then forwardttee WHO regional office
SI?tr;hanced Collect population based data from participatinggils for children under

5 years of age with IBD to allow estimation of tdisease burden
(incidence) in the community

Establish a platform for vaccine effectiveness safgty evaluations
Evaluate shifts in serotype distribution over time

On a regular (at least quarterly) basis shareitbg’' $8D surveillance data
with the Ministry of Health and WHO country officeerseeing the
surveillance activities. They will then forwardttee WHO regional office

Data uses by health system level

Health system
level

Uses of surveillance data

Surveillance Monitor IBD disease trends over time. These datg coatribute to vaccine
sites impact evaluation and disease burden estimation.
Assess disease incidence trends over time (enhaitesyl
Monitor shifts in serotype distribution
National Use above information to inform decisions regardirigpduction of a new
MOH/WHO or underutilized vaccines against invasive badteitgeases
Monitor the vaccination program once rotavirus waegs introduced
Provide feedback and support to sites to ensuréneea collection of high
quality surveillance data
Share surveillance summaries with the WHO RegiQifite
WHO Compile surveillance data to get a regional pictiretiology specific
Regional invasive bacterial disease burden, serotype digitab, and vaccine impact
Office Provide feedback to countries and sites on thefopaance in order to

ensure continued high quality surveillance

Provide support to countries and sites to ensunéraged high quality
surveillance including training, provision of suigsl etc.

Share surveillance summaries with countries and Wd@d Quarters
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WHO Head - Share surveillance summaries among the variousmegSummaries will
Quarters include global trends in IBD, estimations of IB3sease burden, serotype
distribution and vaccine impact globally

Provide support to regions to ensure continued bigtlity invasive bacteria|
disease surveillance

Use data to inform revisions of surveillance tool

Share surveillance summaries with immunizationrag and donors to
highlight the value of VPD surveillance

. Agreed minimum/core surveillance data to be coll  ected - IBD

The following table outlines the minimum data tododlected for invasive bacterial
disease surveillance as agreed in a partners rgeetfBeneva. These case-based data
should be sent at least quarterly to the nationaidtty of Health and WHO country
office who will forward to the Regional Office. 8#& currently reporting monthly should
continue to do so.

A) FROM SITE - Invasive bacterial disease surveillance
Cells shaded in light grey relate to non bacteri@ningitis data only. Sites doing surveillance for
bacterial meningitis only may delete these rows.

Proposed responses Type of site
Variable Core Added | Enhanced
Hospital level
Name of hospital, country site etc. Name X X X
Number of children <5 years in hospita Number X
catchment area
Number of hospitalized children <5 Number X X

years* who meet the local criteria for
having a blood culture taken (monthly)

Number of suspected meningitis Number X X X
hospitalizations in children <5 years*
Note - Report monthly- data obtained from

admission / ward logbook and not from record pf
LPs taken/ lab logbook

Case-based demographic datgollect at
time of admission)

ID number (medical record number)** | Alpha-numeric code| X X X
Sex M/F X X X
Date of birth — dd/mmlyyyy X X X
if not available, collect age in months mm

District of residence of case Name X X X
Case-based clinical datacollect at time of

admission)

Date of admission dd/mm/yyyy X X X
What is the admission diagnosis of the Suspected X X X
Chlld') pneumonia,

Suspected meningitis
Suspected sepsis
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Other, specify
Unknown

Did the case have any of the following
signs and symptoms?

Presence of seizureg
history of fever,
altered
consciousness,
dehydration,
cyanosis, cough,
difficulty in
breathing, unable to
feed, stridor, high
respiratory rate, ches
indrawing,
Other, specify
Unknown

Case-based specimen collection data

Was a lumbar puncture (LP) performed
(CSF collected)?

Yes/No/Don't know

If no why not? List reason
Date lumbar puncture performed? dd/mm/yyyy
What was the appearance of the CSF?, Cloudy
Turbid
Xanthrochromic
Clear
Other, specify
Unknown
Outcome
What was the outcome at discharge? Discharged

improved, died,

transferred, unknown,

left against medical
advice

Discharge diagnosis

Pneumonia
Meningitis
Sepsis
Other specify
Unknown

Vaccination History

Was Hib vaccine received?***
Source of information

Yes / No / Unknown
card, verbal report,
clinic register,
unknown

If Hib vaccine received - Number of
doses?
Source of information

1,2,34
card, verbal report,
clinic register,
unknown

If Hib vaccine received — Date of each

dose
Note: Record data from official source only e.g
vaccination card. If official source unavailable

then leave blank

Dose 1 - dd/mm/yyyy
Dose 2 - dd/mm/yyyy
Dose 3 - dd/mm/yyyy

Was pneumococcal vaccine received?’

Source of information

*¥es / No / Unknown
card, verbal report,
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clinic register,

unknown
If pneumococcal vaccine received - 1,234 X X X
Number of doses? card, verbal report,

_ _ d, verbay ¢
Source of information clinic register,

unknown
If pneumococcal vaccine received — Dgt@ose 1 - dd/mmlyyyy X X X
of each dose Dose 2 - dd/mm/yyyy
Note: Record data from official source only Dose 3 - dd/mm/yyyy
Was meningococcal vaccine Yes/No/Unknown| X X X

received?***

. . card, verbal report
Source of information ’ borL,

clinic register,
unknown

If meningococcal vaccine received wag itYes/ No/Unknown| X X X
during a campaign?

Optional data that sites may choose to
collect

Hospital level

Number of all-cause hospitalizations Number X X X
among children <5 years of age (report
monthly)

Case-based demographic data

Name (family, first)¥ Name X X X

Case-based clinical data

Did the case have any co-morbid List conditions X X X
condition. If yes please list

Did the case receive any antibiotics pripr Yes/No/Unknown X X X
to admission?

Case-based specimen collection data

Was any other sterile body fluid collect{ Yes/No/Unknown X X
(apart from blood and CSF).

If yes —what fluid? List specimen

Time blood culture performed mmlyy X X
Time lumbar puncture performed hh/mm X X X
Outcome

Date discharged, died, left or transferrgd  dd/mm/yyyy X X X
Were any sequelae present at discharge?Yes/No/Unknown X X X
If yes, which sequelae? List sequelae

*Age — Traditionally bacterial meningitis surveiiee has focused on Hib disease which is most common
among children <5 years of age. Pneumococcal amingecoccal diseases are more common than Hib
among older age groups. Therefore sites with capabbuld be encouraged to conduct meningitis
surveillance among children <15 years or up to goanults for sites in the meningitis belt. SitesevehJE

is prevalent generally conduct meningo-encephaitiseillance among children and adults. Sitel wit
capacity that are doing blood cultures should bBis@ncouraged to broaden the age range if apptepria

** Unique ID number - A unique identification numb@D) linked to the patient details is recommendted
be sequentially generated. There are a number yf thés can be done. One example is to have codes
identifying the country, city, hospital and the qué case number i.e. AAABCddddd where AAA is the
country code, B is the city code, C is the hospitale, and ddddd is the unique case number. Exaifipée
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26th case enrolled in th@enter for Infectious Pathology, ibilisi, GEorgia will be assigned the unique

ID [GETCO00026].

***Try and get vaccination card as this is the masturate source of information. If unavailableairpt
verbal history from mother/caretaker and use prartptry and verify vaccine given e.g. for pneurncuad
vaccine — were two injections given during thetvisi

¥Name should not be forwarded to the WHO Regiorfat€©
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B) FROM LABORATORY - Invasive bacterial disease

Cells shaded in light grey relate to non bacteraningitis data only. Sites doing surveillance for

bacterial meningitis only may delete these r

OWS.

Proposed responses| Sijte | National | Regional
lab lab lab
Unique ID number* Alpha-numeric code
Date blood specimen received in the dd/mm/yyyy X
lab
Was a blood culture performed? Yes/no/unknown X X
Was blood culture result recorded? | Yes/No/Unknown X X X
Note: record can be from local lab/case
report form/database
What was blood culture result? List organisms X X
identified
Date CSF specimen received in the dd/mm/yyyy
lab
Was CSF specimen result recorded? Yes/No/Unknown X
Note: record can be from local lab/case
report form/database
What was the white cell count (WCQ) Number X
of the CSF?
Did the case meet the definition for | Yes/No/Unknown X
probable bacterial meningitis**
Was a latex agglutination test Yes/No/Unknown X X X
performed?*** Record result
If yes, what was the result?
Was culture performed? Yes/No/Unknown X X X
If yes, what was the result? List organisms
identified
Was any other test performed? No
Binax
PCR
Other (specify)
If other test performed what was the List organism
result? identified
Was the CSF/blood isolate stored Yes/No/Unknown X X X
How was it stored -20 or -70 Freezer box of
refrigerator,
-20°C freezer,
-70°C freezer
Was the CSF/blood isolate sent tg aYes/No/Unknown X X X
regional reference laboratory (RRL)
for typing
If yes, date send to RRL admmiyyyy
Laboratory results
If HI identified what was the List serotype X X X
serotype?
If pneumococcus identified what was  List serotype X

24




the serotype?
If meningococcus identified what was  List serogroup X X X
the serogroup?
Optional data that sites may choose
to collect
Culture result of any other sterile bo List results X
fluid collected (apart from blood and
CSF).
Time blood culture collected List results X
Time CSF specimen received in site hh/mm X
laboratory
Was CSF specimen processed¥ Yes/no/unknown X
What was the gram stain result List results X
What was the CSF protein result? List results X
What was the CSF glucose result? List results X
What were the antimicrobial dd/mm/yyyy X X
resistance results?
Date culture performed at site level dd/mm/yyyy X
Was the CSF specimen stored?” Yes/No/Unknown X X
If yes how was it stored? Freezer box of X X

refrigerator,

-20°C freezer,

-70°C freezer
Date specimen received by RRL dd/mm/yyyy X
Date result sent by RRL to national dd/mm/yyyy X
laboratory

*If the laboratory assigns to each specimen a wnifunumber that differs from the patients ID numbe
then the two numbers must be collected and bedinke

**Probable bacterial meningitis — a suspected eatle examination of CSF showing at least one of the
following 1) turbid appearance, 2) WCC (>100 céltsnt), 3) WCC (10-100 cells / mAND either an
elevated protein (>100 mg/dl) or decreased glu¢e4e mg/dl). (Note: if protein and glucose resalis
not available just use parts 1 and 2 of definition)

***Only performed where latex agglutination kitsailable — not part of routine testing in every site

¥Processed defined as plated, preserved in TI netdidurther details will be provided in SOP.

NCSF specimens can be stored and later testing @R. This method has been shown to increase the
yield of pathogen identification and should be ¢desed in sites that have capacity to store andsscto a
regional laboratory with ability to process usingme

5. Agreed surveillance performance indicators

The purpose of using indicators to assess and ororatcine-preventable disease
surveillance is to ensure high-level performancthefessential components of
surveillance and case investigation, and to idgmmititential areas that need improvement.
These usually include measures of surveillancastifucture, timeliness of notification,
adequacy of case investigation, and timelinesalwdratory testing, among others.

The standard surveillance indicators for invasiaetérial disease surveillance outlined
below have been agreed for use in all regions fartkites and for networks. Monitoring
of surveillance sites and networks using thesectsdandicators will allow better cross
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comparison and interpretation of surveillance @athe regional and global levels. For
some indicators a target has not been definedwdththe indicator is considered to be
important. This may be because there is insufftagigwbal data to define a target or
because the target may vary from region to redgitie. targets will be periodically

revised as more data become available. The peafuzenindicators should be calculated
on a quarterly basis at the site level to monitogpess and at the Regional Office for the
guarterly feedback bulletin. The Regional Officegll also calculate the performance
indicators at 6- and 12-monthly intervals to copesd with the 6- and 12-month reports
to WHO Headquarters.
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SITE PERFORMANCE INDICATORS - IBD
Cells shaded in light grey relate to non bactertaningitis indicators only. Sites doing surveillarfor bacterial meningitis only may delete thesgso

T

=y

=y

Performance indicator Numerator and denominator Target Purpose

1 % of cases that meet the eligibility Number of children with a blood cultu  Not defined
criteria (meet case definition) for a bloo( performed /Number of children meeting t
culture who had a blood culture eligibility criteria for a blood culture
performed

2 % of hospitalized pneumonia (admissio Number of children hospitalized with § Not defined | Evaluates reach of the surveillanc
diagnosis of suspected pneumonia) cag admission diagnosis of suspected pneumc system
with a blood culture performed and had a blood culture taken / total num

of children hospitalized with an admissi
diagnosis of suspected pneumo

3 % of suspected meningitis cases that HadNumber of cases that had a LP performed /  90%* Evaluates threshold for performin
a lumbar puncture performed number of hospitalized cases of suspected blood cultures

meningitis

4 % of blood cultures collected that have Number of blood culture results recordeg 90% Evaluates efficiency of the
culture result recorded* (positive and negative)/ surveillance system
Note: record can be from local lab/case Number of cases that had a blood cultur
report form/database performed

5 % of LPs performed (CSF collected) thatNumber of culture results recorded (positive 90% Evaluates efficiency of the
have a culture result recorded and negative)/ surveillance system
Note: record can be from local lab/casg Number of cases that had a LP performed
report form/database

6 % of cases with a blood culture Number of cases with HI identified by No target Evaluates quality of laboratory
performed with HI identified by culture culture / total number cases with a blood defined performance and sensitivity of CS

culture performed cultures for HI.

7 % of cases with a blood culture Number of cases with pneumococcus Evaluates quality of laboratory
performed with pneumococcus identifig identified by culture / total number of case performance and sensitivity of CS
by culture with a blood culture performed cultures for pneumococcus

8 % of probable bacterial meningitis** Number of probable bacterial meningitis Regional Evaluates quality of laboratory
cases with HI identified by culture or cases with HI identified by culture / total| targets to be | performance and sensitivity of CS
latex number of probable bacterial meningitis| developed for | cultures for HI.

cases sites where Hi,

9 % of probable bacterial meningitis** Number of probable bacterial meningitis| pneumococcus Evaluates quality of laboratory

cases with pneumococcus identified by  cases with pneumococcus identified by and performance and sensitivity of CS

culture or latex

culture / total number of probable bacteri

hlmeningococcus

cultures for pneumococcus

T
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meningitis cases

vaccine not

T

10 % of probable bacterial meningitis** Number of probable bacterial meningitis used. Evaluates quality of laboratory
cases with meningococcus identified by  cases with meningococcus identified by performance and sensitivity of CS
culture or latex culture / total number of probable bacterial cultures for meningococcus

meningitis cases

11 % of cases who had a blood culture Number of cases with a blood cultu 90% Evaluates efficiency of data
performed with outcome (i.e. vital statug performed with an outcome recorded / tq collection
recorded number of cases who had a blood cult

performed
12 % of cases of suspected meningitis with Number of hospitalized cases of suspected 90% Evaluates completeness of data
an outcome (i.e. vital status) recorded| meningitis with an outcome recorded / totgl
number of hospitalized cases of suspected
meningitis
13 Ratio between suspected meningitis anf  Number of cases of hospitalized susped Regional Evaluates differences in admissio

suspected pneumonia cases

meningitis cases /number of suspec
pneumonia case

targets to be

developed

for meningitis and pneumonia

ns

**Probable bacterial meningitis — a suspected eétie examination of CSF showing at least one offttlewing 1) turbid appearance, 2) WCC (>100 célls
mm?), 3) WCC (10-100 cells / minAND either an elevated protein (>100 mg/dl) ocrdased glucose (<40 mg/dl). (Note: if protein ghatose results are not
available just use parts 1 and 2 of definition).

NETWORK PERFORMANCE INDICATORS - IBD
Network indicators include the 13 site indicatasseld above and one additional indicator
The indicators proposed below would be estimateidering aggregated data from all sites in thevoek.

Performance indicator

Numerator / Denominator

Target

Purpose

14

% of sites that report data according to
agreed time for that site (at least
quarterly)

Number of sites that report data according
the agreed timeline for that site/total numhi
of IBD sentinel sites reporting

to
er

80%

Evaluates timeliness of reporting
the network
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6. Agreed data sharing

It was agreed that sites would share case-basaddatutlined in section 3 above at least

quarterly with the WHO Regional Office. The Regib@®dfice would then share
aggregated regional data, summarized by countiip, ali countries in the region using
the feedback bulletin described below on a quarteakis. On a six-monthly basis the
Regional Office would share aggregated data withQ\he¢adquarters using a similar

format to the regional bulletin. WHO Headquartert produce a global bulletin every
six months. A reporting calendar is outlined below.

Reporting calendar

Frequency of

reporting Site to national /regional WHO
At least
Quarterly* January April July October
Site sends data Site sends data Site sends data| Site sends data
from previousOct- | from previouslan- from previous from previous
Decto MOH and | Mar to MOH and | Apr-Jun to MOH | Jul-Septto MOH
WHO CO** WHO CO** and WHO CO** | and WHO CO**
Regional Reference Laboratory to WHO RO
6-Monthly Apr-May Oct-Nov
Annual data Jan-Dec of previous yea Data fromJlare of same year
Regions to countries (regional feedback bulletin)
Quarterly Jan Apr July Oct
RO prepares RO prepares RO prepares RO prepares
quarterly bulletin | quarterly bulletin | quarterly bulletin| quarterly bulletin
of country data of country data of country data of country data
from Jul-Sept of from Oct-Dec of from Jan-Mar from Apr-Jun of
previous year previous year of previous year previous year
Regions to WHO HQ (regional feedback bulletin)
6-Monthly May Nov
WHO RO sends aggregate regional ddta
from Jan-Decof the previous year to
WHO HQ. These data include serotypge
results from regional reference WHO RO sends regional data from
laboratories*** Jan-Jun of previous year to WHO HQ
HQ to regions (global bulletin)
6-Monthly July Jan

WHO HQ releases a global bulletin wit

data fromJan-Decof the previous year t

the regions which includes serotype
information***

h

b WHO HQ releases bulletin with data

from Jan-June of the previous year tq
the regions

*Many sites are currently reporting to WHO monthly and this should be continued. Quarterly reporting is the minimum
accepted and monthly reporting is preferred.
*MOH - Ministry of Health, CO - country office, RO - Regional office (in AFRO this may be sub-regional office)

***Although regional reference laboratories should report serotype data to the regional office on a 6-montly basis this will
only be shared with WHO HQ and the countries in the region annually
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7. Feedback bulletin

Regional feedback bulletin

It is expected that the WHO regional offices wooddnpile the IBD surveillance data
collected from all participating countries and prod regular feedback bulletins to share
with the countries and WHO Headquarters. In sorg®ns sites currently report
aggregate data to the region. In this situatioenapts will be made by the sites to move
towards case-based reporting by the end of 200§ioRe will be responsible for
analyzing the data so that it can be presenteerathe bulletin formation.

The regional feedback bulletin below is dividedittiree sections. The first section
presents data on cases and specimens, mortaliyepading. The second section
presents data on laboratory results, and the sieiction presents serotype results which
will often come from a regional reference laborgtdrhe serotype results are presented
according to whether or not Hib vaccine is usethencountry. As countries begin to use
pneumococcal and meningococcal vaccines, thesdrezsioan be presented separately.
The first and second sections of the bulletin &egexd quarterly with all the countries in
the region and every 6 months with WHO Headquaridre third section, serotype data,
is shared annually.

Global feedback bulletin

The global feedback bulletin will be in a slightigapted format to regional bulletin. Data
will be presented by country, categorized by regiith aggregated agé&he global

bulletin will be produced every 6 months by WHO Heaarters with serotype data
reported annually.

Excel spreadsheets

An excel spreadsheet of these bulletins shouldrapaay this document and should be
used for reporting.
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Quarterly Regional Feedback Bulletin

Date of bulletin:

Reporting period:

Regional office name:

Section 1- Case and specimen information in childre<5 years Regional office to countries quarterly)
Yellow shading indicates performance indicatorseysecells — do not complete

Country Cases and Specimens Mortality Reporting
No. (%) of
hospitalized
No. (%) of pneumonia
cases that cases No (%) of
meet the (admission Ratio cases
eligible diagnosis of between No (%) of who had
No. (%) of criteria for a | suspected suspected | suspected a blood No. (%) of
suspected blood pneumonia) meningitis meningitis culture sites that
meningitis culture that | that had a and cases performed report data
cases that Number of Number of | had a blood | blood suspected with an with an according
had a LP cases that children culture culture pneumonia outcome outcome to agreed
Number performed met the who met preformed preformed cases recorded recorded No. (%) of deaths timeline
of eligibility the Regional Suspected
suspected criteria fora | pneumonia | Target not Target not targets to Suspected IBD cases
meningitis Target blood case defined defined be Target Target meningitis (non-
cases 90% culture definition developed 90% 90% cases meningitis)** | Target 80%
No. | % No. % No. % No. % No. | % No. | % No. | % No. % No. %
Country A
Country B
Country C
Countries
continued
Total
Network
indicators
average*

*Aggregate indicator for the regional network

**.e. meet the criteria for having a blood cultueken
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Section 2 — Site laboratory results -Kegional office to countries quarterly)
Yellow shading indicates performance indicators

No. (%) of
cases with
No. (%) of No. (%) of a blood
No. (%) of No. (%) of No. (%) of probable cases with culture
No. (%) of blood No. (%) of probable probable bacterial a blood performed
LPs cultures suspected bacterial bacterial meningitis No. (%) culture with
performed collected meningitis meningitis | meningitis cases cases with of all performed | pneumococ
thathave a | thathavea | Cases(at | cases with with meningococcu |  blood with HI cus
culture culture admission) | Hj identified | pneumococcus | s identified by | Cultures | identified by | identified by | No.(%)of | No. (%) of
result result that meet by culture identified by culture or with a culture or culture or ~CSF _blood
recorded recorded the case or latex culture or latex latex bacterial latex latex isolates isolates
definition pathogen forwarded forwarded
for probable Regional Regional identified No target No target to regional to regional
Target bacterial target to be Regional target target to be by defined defined ref lab for ref lab for
Country 90% Target 90% meningitis defined to be defined defined culture typing typing
No. % | No. | % No. | % No. |% No. % No. % No. |% No. | % No. | % No. | % No. |%
Country A
Country B
Country C
Countries
continued
Total
Network
indicators
average*

*Aggregate indicator for the regional network
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Section 3 - Serotype / Serogroup Results - (RegitmHQ and countries bianually)

Haemophilus influenzae

Pneumococcus*

Neisseria Meningitidis*

No. (%) of Specimens

No. (%) of Specimens

No. (%) of Specimens

Serotpye

Meningitis

Other invasive
disease

Serotype

Meningitis

Other invasive
disease

Serogroup

Meningitis

Hib vaccine | Hib vaccine
in use not in use

Hib vaccine

in use not in

Hib vaccine

use

Most common
serotypes**

No. % No. %

No.

% No.

%

No. %

No. %

No. %

Type b

Type A

Non type b

Type C

non-typeable

Type W135

Not done

Type Y

g (w(N|-

Oth serogroup

Non-typeable

6B

7F

9A

9N

9V

10A

11A

12A

12F

14

15B

17F

18C

19A

19F

20

22F

23F

33F

45

46

*As countries start to use pneumococcus and menow@s vaccines, serotype/serogroup results feethathogens should be reported by vaccine use.
**Includes the 20 most common serotypes in the gla@lerotype distribution, adjusted for regionakdse burden; the 13 most common serotypes in each
region; the serotypes included in the pneumocqmmalucts which are licensed or in late stage dgweémt i.e. 7-valent, 10-valent, and 13-valent PCV
formulations and PPV23.
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VI. Conclusion and Recommendations

The above describes the global standards for délection, sharing, and reporting for
the rotavirus and invasive bacterial diseases #lawee systems agreed in the October
2008 Data Standardization Meeting at WHO, GenevdOMill share the final meeting
report and agreed surveillance data standardsRethonal Offices and Meeting
Participants by early November 2009. Surveillantessand networks will be informed
by the WHO RO about the agreed data standardizatidrare expected to share data
according to meeting agreements. This will applgxting sites reporting surveillance
data to WHO and to surveillance sites that ar@énprocess of being transitioned to
WHO (from ADIPs/Hib initiative).

Data managementlt is anticipated that changes in the current dateection forms will
need to take place to accommodate the agreed ataements to be collected at the
site level. It was agreed that final updated anisesl data collection forms will take
place throughout 2009 and will be finalized by Dmber 2009. Data management tools
will also need to be updated or in some instanoested. A number of computerized data
management tools are available in different regibas sites can potentially use. Sites
should contact their WHO Regional Offices for mor@rmation. WHO will also form a
repository of case-report forms, databases, amdiate operating procedures to help
regions and sites to adapt forms and databases.raB@dicated that they will make
available the recently updated data managementdoobtavirus and bacterial diseases
surveillance in use in AFRO.

Rotavirus reporting:Sites/networks are expected to report rotavirua ttathe WHO
country/Regional Office (depending on the Regidrigast quarterly. Regions receiving
case-based data should continue to receive détésiformat. Regions receiving
aggregate data may continue to do so but should-etisat all the data elements required
to produce the regional bulleting are included.

IBD reporting: For IBD surveillance case based data should betexpat least quarterly
by sites/networks to WHO country/Regional Officegending on the Region). Some
regions that currently receive aggregate data hgveed to work with the sites to obtain
case-based data. By December 2008, all sites/nietvane expected to be sharing data
with the RO. This includes epidemiological and latory data from the hospital sentinel
site and site laboratory.

Regional reference laboratory reportingdata from the regional reference laboratory,
aggregated by country, will be shared with the Begi Office every 6 months. By
April/May they will report data for Jan-Dec of tpeevious year and by Oct/November
they will report data from Jan-June of that sanmeye

Regional Bulletin: Regional offices will send the agreed feedbacketial to all

countries in the region quarterly (January, Aphilly, and October) reporting data for
two quarters ago. (For example, in January 2008 fdam Jul-Sept 2008 will be reported
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by the regions back to the countries). Data froenrdgional reference laboratory will be
included in this report annually.

RO to HQ: Regional offices are expected to prepare theit fegional bulletin reporting
aggregated surveillance data to countries from, Atlgust, and September 2008. This
should also be shard with WHO HQ to begin the da&ing process. From then on,
WHO RO should report to WHO HQ on a 6-monthly basisording to the reporting
calendars described earlier (i.e. the next regattie from RO to HQ in May 2009
reporting data from Jan-Dec of 2008). Although datasome regions will be incomplete
this will be a starting point for routine data shgr In November 2009 data from Jan-
June 2009 will be reported. Again, data from trggaeal reference laboratory will be
included in this report annually.

HQ bulletin: WHO HQ will prepare a global feedback bulletirthe regional offices
twice per year 2 months after having received fftata the RO. Thus, by July 2009 the
first global surveillance report will be shared agaghe ROs by WHO HQ. This bulletin
will include serotype/genotype data annually.

Follow-up activities suggested

An assessment on how the national and regionatd#dny data is being managed in
the various Regions, and how it can be furthemgirsteed with epidemiological data
management at the local, National and Regionaldeve

Revision, discussion and standardization of exgstisse definitions in use in the
various surveillance networks to allow further dedanparability.

The next Global ADIP/Hib initiative/WHO InvestigatoMeeting, will be held in

early 2009 and will have all the Regional Officesdl persons invited. Save the dates
will be sent shortly by the ADIP/Hib initiative aradfollow up session on surveillance
transition issues is planned.

Further strengthen laboratory networks supportiey maccines surveillance It was
recommended that the following laboratory standadliguidelines/manuals are
developed and made available:

o Laboratory SOPs

o Guideline on structuring Regional and Global labamanetworks

o Procedures for laboratory accreditation, QA & QGagadures

Develop the following guidelines/manuals/recommeiotid on new vaccine
surveillance:

o Invasive bacterial diseases surveillance data aisaly

o Minimum criteria for selection of sentinel survailice sites

o Guidelines for population based surveillance atési
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Annex 1 - Agenda

Day 1/ October 6": Rotavirus surveillance data

Moderator: Umesh Parashar

Rapporteur: Jeanette Rainey

9:00 - 9:15 AM

9:15-9:30 AM
Mantel)

9:30 - 9:45 AM

9:45 - 10:45 AM

10:45-11:15 AM

11:15-12:45 AM

12:45 - 2:00 PM

2:00 - 3:00 PM

3:00 - 3:30 PM

3:30 - 4:30 PM

4:30 - 5:00 PM

Welcome and Group introduction Cherian)

Objectives and expected outcomes . T@Scano/C.

Rotavirus Global Surveillance Invenyt  (J. Rainey)

Section 1 - Surveillance objectiaesl minimum data elements

Coffee Break

Section 2 - Indicators for rotamdrsurveillance

Lunch

Section 3 - Data to be shared paradig
from site/National to Region, and Region to Gldeakl

Coffee Break

Section 4 - Global and Regional Bae# Bulletin

Final summary and consensus
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Day 2 / October #": Invasive Bacterial Diseases (IBD) surveillance da

Moderator: Rana Hajjeh

Rapporteur: Rosalyn O'Loughlin

9:00 - 9:15 AM

9:15-9:30 AM

9:30 - 9:45 AM

9:45 - 10:45 AM

10:45-11:15 AM

11:15-12:45 AM

12:45 - 2:00 PM

2:00 - 3:00 PM

3:00 - 3:30 PM

3:30 - 4:30 PM

4:30 - 5:00 PM

Welcome and Group introduction

Cherian)

Objectives and expected outcomes T@scano/C. Mantel)
IBD Global Surveillance Inventory . Rainey)

Section 1 - Surveillance objectiaesl minimum data elements
(Meningitis, bloodstream infection and X-ray confeed pneumonia)

Coffee Break

Section 2 - Indicators for mentmgjibloodstream infection and X-
ray confirmed pneumonia surveillance

Lunch

Section 3 - Data to be shared paradig
from site/National to Region, and Region to Gldeakl

Coffee Break

Section 4 - Global and Regional Bae# Bulletin

Final summary and consensus
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Annex 2 - List of Participants
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Annex 3 — Degrees of Dehydration

Degree of dehydration

Definition

Severe dehydration

Two of the following signs:
Lethargic or unconscious
Sunken eyes
Not able to drink or drinking poorly
Skin pinch goes back very slowly

Some dehydration

Two of the following signs:
Restless, irritable
Sunken eyes
Drinks eagerly, thirsty
Skin pinch goes back slowly

No dehydration

Not enough signs to classify as some
severe dehydration
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