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ACRONYMS AND ABBREVIATIONS

ADR
ART
ARV
AuUQ
BLQ
HIV
IRQ

IS0
PDR

Acquired hiv drug resistance
Antiretroviral therapy
Antiretroviral drug

Above upper limit of quantification
Below lower limit of quantification
Human immunodeficiency virus

In range of quantification

International organization for
standardization

Pre-treatment hiv drug resistance

PMTCT
PEP
PREP
SNA
Suc
UNK
UNS
WHO

Prevention of mother to child transmission
Post-exposure prophylaxis

Pre-exposure prophylaxis

Sequencing not attempted

Successfully sequenced

Unknown

Unsuccessfully sequenced

World health organization



1. INTRODUCTION

Nationally representative surveillance of pre-treatment
HIV drug resistance (PDR) in populations initiating
antiretroviral therapy (ART) is critical to inform the
selection of effective first-line ART, as well as appropriate
regimens for pre-exposure prophylaxis (PrEP) and
post-exposure prophylaxis (PEP). Similarly, nationally
representative surveillance of acquired HIV drug resistance
(ADR) among populations failing ART provides critical
information to assess programme efforts to maximize
viral suppression, to inform selection and management of
second-line therapies and to gauge the extent to which
patients are switching therapies unnecessarily. The World
Health Organization (WHO) recommends that countries
routinely conduct national surveys of PDR and ADR.

To facilitate data collection at sites participating in PDR
and ADR surveys, WHO has developed Excel-based Site-
level Entry Tools. In addition, to support the management,
analysis and reporting of national data, WHO has
developed National Data Consolidator Tools for PDR and
ADR surveys. These tools aggregate data from multiple
Site-level Data Entry Tools into one national file. This
manual provides instructions for using the PDR and ADR
Site-level Data Entry Tools and the PDR and ADR National
Data Consolidator Tools. These tools may be downloaded
at the following website: http://www.who.int/hiv/topics/
drugresistance/en/.

The intended audience for this manual is site-level data
managers charged with collecting data for PDR and ADR
surveys and national-level data managers and HIV drug
resistance (HIVDR) technical working groups implementing
HIVDR surveillance.

This instruction manual is divided into five sections:
e Section 1 is this introduction to the manual;

e Section 2 provides instructions for the PDR Survey
Site-level Data Entry Tool;

e Section 3 provides instructions for the PDR National
Data Consolidator Tool;

e Section 4 provides instructions for the ADR Survey
Site-level Data Entry Tool;

e Section 5 provides instructions for the ADR
National Data Consolidator Tool.

2. PDR SITE-LEVEL DATA ENTRY TOOL

This tool has been designed to capture individual-level
data at ART sites participating in national surveys of PDR.
Use of this tool standardizes data collection processes
across all sites and helps find data entry anomalies in
real time, before data are saved. Its use along with the
National Data Consolidator Tool facilitates aggregation of

data at the national-level into a single master Excel file.
This national-level file can be used for in-country analysis,
and it can be uploaded into the WHO HIVDR database for
quality assurance, storage, and global reporting.

Site-level Data Entry Tools are for illustrative purposes only.

Mame Type

|@] PDR. 5Site-level Data Entry Tool V1.5 (28 00 2016 Country Site Mame).xlsx Microsoft Excel Worksheet
(=] PDR Site-level Data Entry Tool V1.5 (28 09 2016 BRA RIO).xdsx Microsoft Excel Worksheet
(=] PDR Site-level Data Entry Tool V1.5 (28 09 2016 BRA FOR).xdsx Microsoft Excel Worksheet

%ﬂ PDR Mational Data Consclidator Tool V1.5 (28 09 2016 Country Mame).xlsm

Microsoft Excel Macro-Enabled Worksheet
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2.1 Before getting started '

2.1.1 Naming site-level data entry files (naming convention)

Each Site-level Data Entry File must have a unique file The recommended naming convention is:
name. Unique file names make it possible to consolidate PDR Site-level Data Entry Tool Vx.x (date —dd mm yyyy
multiple site-level files into a single national file. + three-letter 1SO country code + three-letter site name
code).xlsx. The chart below shows examples.
Mame Type
|[1E_J PDR Site-level Data Entry Tool V1.5 (28 09 2016 ERA RIO) xlsx Microsoft Excel Worksheet
@ PDR Site-level Data Entry Tool V1.5 (28 09 2016 BRA FOR).xlsx Microsoft Excel Worksheet

2.1.2 Columns with data validation fields

Warning: Do not cut or paste data in columns with data validation fields. If you do so, the drop-down menus, validation
options and formatting will be erased. This will cause problems with consolidating data at the national level. Never change
a column format. Columns containing date information have been formatted as text in order to accommodate regional
differences in date formatting and character lengths (in the case of partial dates).

2.1.3 Move the cursor to the right (optional)

This is an optional setting that may speed up entry of To change the settings, click on File, Options, Advanced;
participant-level data. The screen shot below shows how to go to “Editing options”; and select direction “Right” below
change the settings to make the cursor move right (“next the words “After pressing Enter, move selection”.
column”) instead of down (“next row") after entering data
in a cell.
Excel Options
General Advanced options for working with Excel.
Formulas
Proofing Editing options
Save After pressing Enter, move selection
Language Direction: | Right | = |
|:| Automatically insert a decimal point
Advanced
| Places: 2
Customize Ribbon Enable fill handle and cell drag-and-drap

| Alert before overwriting cells
Quick Access Toolbar - g

2.2 Worksheet descriptions

The PDR Site-level Data Entry Tool consists of four worksheets:

e The Survey Information worksheet has general e The Survey Participants worksheet captures
instruction on how to enter data and captures meta- participants’ data such as date of birth, CD4 cell count,
data about the survey; gender, date screened, etc.;

e The Configuration worksheet contains references and e The Participant ARV Drug Exposure worksheet
descriptions of data used in the survey; captures data related to ARV Drug Exposures and ARV

Drugs Initiated amongst enrolled participants.

1. The date validation rules in this tool work correctly when the Regional Settings format is set to English (United Kingdom). To change the Regional Settings go to Control Panel-
>Region and Language->Formats, choose from “Format” dropdown box “English (United Kingdom)” and click the Apply button.




2.2.1 Survey information worksheet

This worksheet contains general instructions. It also
requests that the user provide specific information about the
survey so that it can be easily identified — Country Name,
Survey Code, Survey Name and Site Code). To illustrate this
concept, we use as an example a PDR survey started in 2016
at the “Fortaleza Main Site”, located in Fortaleza, Brazil. In

this example the “Survey Code” is the ISO standard 3-letter
country code' ("BRA"), Survey Type (PDR) and year of
survey (2016). The “Site Code” is the three-letter site name
FOR" (first three letters of the site name?,)

: Pre-treatment HIVDR Survey Site-Level Data Entry Tool

Ingtructions: Resstance [POR] in pogulations mitiating antinetroviral therapy.

data i sbll pending.

arrallable, the mising data code "%’ can ke entered.

General This file: prowices a template [workshorets entiched Sunsey Participants and Participant &RV Dvug Exposan) for data capsure of indsidual-kel epidemiciogic dasa for surveys of pre-treatment HiV Dnsg.

The Sumeey Information and Configaration worksheets ane for refierence only and will be ignored during the import process. This worlsheet, Survey Informaticn, prowides instructions and a few rows o ident iy
e survey, The Barvey Code o the identifier that was sdsigoed 1o the sarvey when 2 was eatered into the Wi HIVDR portal. The identiler may conmist of: "Coaniry 3 Betber 150 code-3 letter code for Survey
Type-Year survey stared” [o.g., Z27-F0R-2014) & described in Box 4 of the BOR concept note. Infarmaticon on the workshest titled Configuraticn, prowites the expected values for coded data slements Le.,

data elements that ue 3 standardeed coded value rather than a long description to indicate the answer 1o the question).

I thir sunery paricipants worksheet site abbreviation is a 34etber abbreviation for the sioe, unique within the country {by defaul, the First three letbers of the SR name uniess this s not unique”. All indhideal
screered are included in the Survey Participants workshee?, Howewer, only thade enrdlled in the survey shauld have data in sl columni. Pee an indrodual not enndlled in 15 survey, pleade use an ™A' to
indicate rat applicable far all columng fadloing this column “Ernslied™, Codss for prknswn and misdng data sre provided, typically taking the fsrs "LINK or 9999, Calls should onky B et Blank ts indieats thal

In thia Survey Farticipants workshest, dates are 1o be ensered in the form dd/mmyfyyyy’. Complete dates ane required dor Date Screened. If complede date indormation s unavailatie, partial date information
For ather dates (Dute of Birth and 004 Cell Count Date] can B entered i the folloming Sarmat. IF manth and year a0e knows but éxsct day i unkndwm, dated ang to be enbined in the farm 'mmfyeeey’. I pear i)
kngwe bul exsst menth and day ane unkegwm, dated are ba Be enléved in the feem 'y, IFna infermaticn i available, the missing data code 9999 can Bs enterad. IF CDA Dall Count infermation is nel

Sursey participants may have had morne than one sxponrs to antiretrowiral dnsgs prior 1o sureey snrolment. in this cas, mors than one antinesrosiral dneg REposune must b entersd on this template in the
Participant ARV Drug Expodure worksheet. Each prior expasure réquines a separate row. The code for that drug (a4 specified on the Configuration worksheet | shauld Be entered in the ARV Dinug Expasureds)
2 cakarmn, I & oo for 1his drug o not indluded an the Canliparation warkibest, the drug famse should be typed inte the Other ARY Dvug Caposare cslumn, All rows added 1o the Participant ARY Dvug Lsposane
worishert are inked to a corresponding row in thie Survey Participants waorkshies through the Participant 10

The Participant ARV Drug Fsposurs warkisee? i ako used ta capturs the treatmant that pach partizipas? imitiated &t the time of urvey enrolment. The ARY deugs initiated are indicated with 'Y in the
column, "A5T iniglated™. The code for the drug or drags [as specified on the Configuration worksheet] shoukd be chosen from the drop-down menu in the ARY Dvug Exporsrefs) column. If a code for this drag is
not lated in 1he drog-deram menw, then chose “ather® and 1hen o to 1he next colerse and Type the drug neene intd the Otker ARV Drog Expasure calumn. If & paricipant inftiated comiination therapy that
consited of separate pils, the drag associated with each pil ghould be a separate row. If the combination is one pil, use the code for the combination pil

kY
a

5 Counbry Mame: Joeacil

-]

T Sarvey Code |urarom-2016

®

B ey Marw: [PDOR Survey in Main Ste of Fortalesa i 2016
pLI)

11 site Code [ror

2.2.2 Configuration worksheet

This worksheet defines the codes and abbreviations used
in the survey. Below is an example of the information

provided on the configuration worksheet. In this example
Gender is defined as: Female “F”, Male “M", Transgender

“T" or Unknown “U”. It is advisable to review all codes,
labels and descriptions in the configuration worksheet
before using the tool.

Data Element: Gender

1
2 CODE Label DESCRIPTION
3 F Female Indicates that the participant is female
4 M Male Indicates that the participant is male
Indicates that the participant's current gender is
5 T Transgender different from their birth gender
6 9] Unknown Indicates that the participant's gender is not known

1. http://www.worldatlas.com/aatlas/ctycodes.htm

2. The recommended convention for assigning the Site Code is use of the first three letters of the site’s name. If, however, the names of more than one site in a country begin with

the same first three letters, the first site created should be assigned those first three letters as its Site Code. The second to the tenth sites with the same first three letters should be
assigned the first two letters followed by an integer from 1 to 9. Sites created after the first 10 should use the first letter followed by integers from 11 to 99. The country HIVDR survey
coordinator must be contacted in cases of any doubt concerning the Site Code. This modified alphanumeric convention is used only in situations where more than one site has the
same first three letters in their names. To minimize cases where the first three letters of the site names are the same, it is suggested to avoid using common words like clinic, centre,

hospital, etc. as the first word in a site name.


http://www.worldatlas.com/aatlas/ctycodes.htm 

2.2.3 Survey participants worksheet

This worksheet is for data about all screened and enrolled
participants.

A [ c [ ) E £ G H 1 J K L
Prior Drugls) o4 Cell Lab
site Code Participant 10 Exposure  |Datescreened| TV | cender |Dateofsinh|  Age s cell count | CURORINE | imen
13 {wimfu) (i) Coumnt — Successtul code
2 FOR BRA-FDR-2016-FOR-0001 |Y 11/11/2006 ¥ M 90 26 500 11/2015 SUC
3 FOR BRA-PDR-2016-FOR-0002 ¥ 11/123/2006 v F 10/10/1592 |24 100 2015 SHA.
4 FOR BRA-POH- 201 6-FOR-0003 10//10/ 3016 W T 131990 2 00 1313/ [ums

2.2.3.1 Site code

Enter the site code in column A. Data entered in this column
will be compared with the site code entered in the Survey
Information worksheet. If the site codes are not identical,

the cell in the “Site Code” column will be highlighted in red,
signalling a need to resolve this anomaly.

A 1] C D L F G H | j] K L
Prior Drugls) coacell Lab
Sites Codber Participant 10 Exposure | Date Screened E';";:';’ Gender | Date of ginh | age ‘:co:u'::t" Count G‘W;: Specimen
1 {¥imSU) Duate Code
2 BRA-PDR-2016-FOR-0001 |Y 11711/ 2016 v &%) ':l.m 26 =00 1172015 SUC
i FOR | RiftA-POR-2006-FOR-0003 | 11zf316 [ |F 10/10/1992 |34 100 015 SMA
10/10,/2016 i |T 12,1950 26 200 12/12/2015  [UME

2.2.3.2 Participant ID

The “Participant ID" entered in column B must be unique. Any
attempt to write a duplicate “Participant ID" is not allowed
and will be highlighted in red. If a cell is highlighted, re-enter
the correct “Participant ID”, and cell highlighting will be
removed. To avoid duplicate entries in the HIVDR database,

the “Participant ID" should follow this format: three-letter
ISO country code — three-letter survey type — four digit year
— three-letter site name — four-digit unique number. For more
information on “Participant ID”, refer to the WHO concept
notes on PDR and ADR."2

A [] c 7] E F G H [ 1 K L
Prios Drugls) 04 Cell Lab
Site Code | Participant 1D ‘ Cxposure Date screened E'::T':d Gender | Date of Birth ge cz'::' Count G'm:: Specimen
Al [¥fmfun) Date Codi
2 |FOR BRA-POR- 2016 FOR-0001. |¥ 1/11/2016 v M 1950 25 500 11/2015 SUC
3 [FOR ¥ 111270016 ¥ F 10/10/1533 izq 100 2015 SMA
4 Fo i 10/10/016 ¥ 1 12414940 P 200 hmrfmla |Leres

2.2.3.3 Prior drug(s) exposure (Y/N/U)

Column C captures information on “Prior drug(s) exposure
(Y/N/U)" and has a drop-down menu with three options: Yes
"Y", No “N", and Unknown “U". “Prior drug(s) exposure”

refers only to prior ARV drug exposures. Only capital letters are
permitted in this column; a user cannot enter lower-case letters.

A ] c o 3 E [ H ] I [ L
Priosr Dvugls) " €04 Ceell - . Lab
slte Code Participant I Exposure  |Date Screened E"';_*;:;d Gender |Dateoigirth|  Age 4G coumt | '""’1::: specimen

1 LT Date Coda

3 |FoR BRA-POR- 2046-FOR. 0001 = 11,2016 i M 1950 26 500 112015 SuC

3 FOR R~ POR- 2006-FOR-0002 . [r———TTE F 10/10/1532 |24 100 15 SMA

4 FOR RRA-FOR- M6 FOR-D003 |y th It nl T 13/1980 E 00 121305 |uNs

5 | ae previcushy recesved ARV drugis |

1. Surveillance of HIV drug resistance in adults initiating antiretroviral therapy (pre-treatment HIV drug resistance). Geneva: World Health Organization; 2014 (http://www.who.int/
hiv/pub/drugresistance/pretreatment_drugresistance/en/,_accessed 28 November 2016)

2. Surveillance of HIV drug resistance in adults receiving ART. Geneva: World Health Organization; 2014 (http://www.who.int/hiv/pub/drugresistance/acquired_drugresistance/en/,
accessed 28 November 2016).



http://www.who.int/hiv/pub/drugresistance/pretreatment_drugresistance/en/
http://www.who.int/hiv/pub/drugresistance/pretreatment_drugresistance/en/
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2.2.3.4 Date screened

In Column D, the date must be in the day/month/year format
like this: dd/mm/yyyy. If an invalid date is entered, the cell will
be highlighted in red (as shown below) and must be corrected.

a [] S ] G ¥ & H I ! K L
Prior Drug(s) Co4 Cell Lab
site Code Participant ID Exposure | Dabe Screened ‘mh:d Gender |Dateoltith|  Age '::;T' Count E““"”:* spacimen
1 [¥/N/u) R ki code
2 |FoR BRA-POR- 2006 FOR-DO0O1 [¥ ¥ [ 1350 6 B /s e
3 [FOR BRA-FDR-2016-FOR-0002 |Y ¥ r 10/10/1902 |24 100 2015 ShA
4 FOR BRA-POR- 2006-FOR-0003 [v [wyioraoie v T 12/1990 5 200 13/13/3015 [uns

Warning: Do not change the format in this column from “text” to “date” format. If the data format is changed from “text” to “date”,
an error will occur during merging of data by the Data Consolidator Tool as shown below.

Prior Genotypi Lzb
o - Drug(s) Date Enrolled .
Site Code Participant ID Specime
Exposure Screened Successf .
ate n Code
1 (¥/N/U) ul
LFOR BRA-PDR-2016-FOR-0001 Y M
|3 |[FOR BRA-PDR-2016-FOR-0002 Y F 10/10/1992 24
| 4 |[FOR BRA-PDR-2016-FOR-0003 Y T 12/1990 26
|2 |[RIO BRA-PDR-2016-RIO-0001 Y il ’1‘3‘3'0 20
|6 [RIO BRA-PDR-2016-RIO-0002 N F '1‘392 24
| 7 |[RIO BRA-PDR-2016-RIO-0003 Y F r1‘5“3'0
B

2.2.3.5 Enrolled (Y/N)

Column E captures whether the participant is enrolled into
the survey. Enrolment information is entered using a
drop-down menu with two options: Yes “Y" or No “N".

) ] T 0] g F 5 A i ] 3 L
Prior Drug(s) ciied coacen | o ; Lab
Slte Code Participant ID Expsime Date Screened h) Gender | Date of Birth Age coarult Coumt il Specimen
) (e/nfu) K o Gt | e Code
2 |roR |BM—WR-N15-FOR-W1 L 11/1172016 ul - 1580 26 300 11/2015 JEUC
31 FOR |6RA-POR-2015-FOR-00D2 |¥ 11/12/2016 m 1W0/10/1992 |24 100 5015 A
4 FOR |8 00R-F016-FOR-D00F [¥ 10 10/ 2016 [ TRaates whether ||12/1990 26 200 12/12/3005 JUNS
5 1 | | the patient i
2.2.3.6 Gender
Column F captures a participant’s gender. Gender is entered
using a drop-down menu with four options: Female “F",
Male “M", Transgender "T" and Unknown “U".
A ] C 3 E F G A [ ] K L
Pricr Drugls) €04 Cell Lab
site Cade Participant 10 Exposure  |Date Screened ";‘::r’ Gender |Date of Birth | age ':E"w":' count | SEPONPING | o cimen
1 | [vin/u) _ Date Successful | o oge
2 FOR B4LA-POR-2016-FOR-000L |Y W06 |y M =g 26 500 /20018 |suc
3 FOR |6RA-POR-2016-FOR-0002 |¥ 1/12/2016_|¥ : 1592 |24 100 2015 SNA
4 FOR |ana-poR.2016-20R-0003 v w0/10f2016 v u (1950 26 200 12/12f2015 |ums
5 | !




2.2.3.1 Date of hirth

Column G, "Date of birth”, captures a participant’s date of

birth. This column follows the same “dd/mm/yyyy” data
format as column D, “Date screened”; however, “Date of
birth” may be partial (containing only year or month and
year). If the month and year of birth are known, but the

day of the month is unknown, a partial date of birth is

entered in the form “mm/yyyy"”. If year of birth is known

but month and day are unknown, a partial date of birth is
entered in the form “yyyy"”. If no information on date of
birth is available, the missing data code “9999" is entered.
If an invalid date is entered, the cell will be highlighted in
red (as shown below) and must be corrected.

A B [ [] F L] H | 1 ¥ L
Prior Drugls) Enrolled co4acell toacell Genotyping tak
Site Code Participant 1D Exposure Date Screcned i) Gender | Date of Birth Age Count Count i ful Epecimen

1 [T Date Code

i FOR BRA-POR-2016-FOR-0001 | Y 11711/ 2006 Ll M =00 11/201% S

1 FOR BRA-POR- 2016 FOR-0002 |¥ 11122016 ¥ |3 100 2015 SMA

4 FOR BRA.POR. 3016 FOR. 0003 |Y 10/10/3016 ¥ I'I' 200 12/12/2015  |UME

2.2.3.8 Age

Column H captures a participant’s age and permits any
integer from 1 to 110. If date of birth is provided, the
“Age” column can be left blank; however, a participant's

C D E F G H I ] K
Prior Drug(s) cp4cell ,
Enrolled . cbD4 cell Genotyping
Exposure Date Screened Gender |Date of Birth Age Count
(Y/N) Count Successful
(y/n/u) Date
\d 11/11/2016 Y M 1990 26 500 11/2015 suc
\d 11/12/2016 Li F 10/10/1992 (24 100 2015 SNA
\d 10/10/2016 ¥ T 12/1990 26 200 12/12/2015 |UNS
2.2.3.9 CD4 cell count
Column | captures a participant’s CD4 cell count and
permits numeric data. If CD4 cell count Information is
unavailable, the missing data code “-9” is entered. Do not
leave this field empty if CD4 cell count is unavailable.
C D E F G H I ] K
Prior Drug(s) cp4 cell .
Enrolled . cp4 cell Genotyping
Exposure Date Screened Gender |Date of Birth Age Count
(Y/N) Count Successful
(Y/N/U) Date
Y 11/11/2016 Y M 1950 26 500 11/2015 sSuUC
Y 11/12/2016 Y F 10/10/1992 |24 100 2015 SNA
Y 10/10/2016 Y 12/1990 26 200 12/12/2015 |UNS

age must be entered when date of birth is not recorded in
column G. If Date of Birth or Age are not entered the Date
of Birth will be highlighted in red.




2.2.3.10 CD4 cell count date

Column J captures the date of a participant’s CD4 cell
count test. Column J follows the same “dd/mm/yyyy”
date format as columns D (“Date screened”) and G ("“Date
of birth"). Like Column G, Column J allows partial dates
(containing only year or month and year). If month and
year are known but the exact day of the month is

unknown, dates are entered in the form “mm/yyyy”. If year
is known but exact month and day are unknown, dates are
entered in the form “yyyy". If no information is available,
the missing data code “9999" is entered. If an invalid date
or code is entered, the cell will be highlighted in red (as
shown below) and the date must be corrected.

F G H [ 1 K L
CD4 Cell ) Lab
. cD4 Ccell Genotyping )
Gender |Date of Birth Age Count Specimen
Count Successful
Date Code

M 1950 26 500 SuC
F 10/10/1992 |24 100 SNA
T 12/1990 20 200 UMNS

2.2.3.11 Genotyping successful

Column K, "Genotyping Successful”, contains a drop-down
menu with four options: Successfully Sequenced

"SUC", Unsuccessfully Sequenced “UNS”, Sequencing

Not Attempted “SNA”, and Unknown “UNK". During
implementation of a PDR survey, it is unlikely
that a participating site will know this

information at the time of data entry. Therefore,
it is anticipated that participating sites will
leave this column blank and that this information
will be entered at the national level prior to
consolidation into a single file.

D E F G H 1 J K L
CcD4 Cell ) Lab
Enrolled ; cp4cell Genotyping .
Date Screened Gender |Date of Birth Age Count Specimen
(¥/N) Count Successful
Date Code
11/11/2016 Y M 1990 26 500 11/2015 SUC <
11/12/2016 Y F 10/10/1992 |24 100 2015 NS
10/10/2016 Y 12/1990 26 200 12/12/2015 |sna
UNK
2.2.3.12 Lah specimen code

Some HIVDR testing laboratories may assign a “Lab
Specimen Code” to participants’ specimens rather than
using the “Participant ID" as the specimen unique identifier.
In this case, Column L, “Lab specimen code”, captures the
unique identifier assigned to a participant’s specimen by
the genotyping lab, if different from the “Participant ID".
Column L is left blank if the “Participant ID” is used by the
genotyping lab as the unique specimen identifier or if no

specimen was taken. This column does not allow duplicate
entries. Any cell with duplicate entry will be highlighted

in red and must be corrected. During PDR survey
implementation, it is unlikely that participating
sites will know this information at the time of data
entry. Therefore, “Lab Specimen Code” usually
will be entered at the national level prior to
consolidation of data into a single file.

D E F G H 1 J K L
CD4 cell . Lab
Enrolled . cp4cell Genotyping .
Date Screened Gender |Date of Birth Age Count Specimen
(Y/N) Count Successful
Date Code

11/11/2016 Y M 1990 26 500 11/2015 suUC
11/12/2016 Y F 10/10/1992 |24 100 2015 SNA
10/10/2016 Y 12/1990 26 200 12/12/2015 |UNS L052




2.2.4 Participant antiretroviral drug exposure worksheet

This worksheet captures information on participants’
antiretroviral (ARV) drug exposure(s) and the treatment
regimen initiated by a participant at the time of survey
enrolment.

If a participant has been previously exposed to ARV drugs
on more than one occasion, each prior drug exposure is
entered on a separate row. If the prior ARV drug exposure
was to one or more drugs dispensed as single pills, each
drug requires a separate row. If the prior ARV drug exposure
was to drugs dispensed as a fixed-dose combination, the
drug combination is entered in a single row.

If, at the time of the survey enrolment, a participant

is initiating an ART regimen dispensed as a fixed-dose
combination, the regimen is entered in a single row.
If, however, the regimen initiated is not dispensed as a

fixed-dose combination (that is, two or more pills were
dispensed), each individual drug or drug combination is
entered on a separate row.

Because information on both prior ARV drug exposures and
the ART regimen initiated at time of survey enrolment are
entered into the same column (Column E), it is essential

to differentiate prior ARV drug exposure(s) from drugs
initiated at the time of the survey. This distinction is made
in Column B, “ART initiated (Y/N)", and is discussed in
Section 2.2.4.2.

[ A B C D E F
- S Type of Prior | Type of
Participant ID (Y/N) ARV Drug PMTCT ARV Drug Exposure(s) Other ARV Drug Exposure
1 Exposure Exposure
2 | BRA-PDR-2016-FOR-0001 N ART STB elvitegravir + cobicistat + tenofovir + emtricitabine
3 BRA-PDR-2016-FOR-0001 ¥ TRI nevirapine +stavudine + lamivudine
4 BRA-PDR-2016-FOR-0002 N PREP MVC maraviroc
5 BRA-PDR-2016-FOR-0002 L ABC abacavir
6 BRA-PDR-2016-FOR-0003 N PEP IDV indinavir
7 BRA-PDR-2016-FOR-0003 ¥ OTH Other Drugs not listed above Genvoya

2.2.4.1 Participant ID

Column A captures a participant’s survey ID. Column A
has a dynamic drop-down menu, which provides choices
of “Participant IDs” from those entered in the “Survey
Participants” worksheet.

[ A B C D E F
Type of Prior | Type of
. ART Initiated vp yP
Participant ID (Y/N) ARV Drug PMTCT ARV Drug Exposure(s) Other ARV Drug Exposure
1 Exposure Exposure
2 |BRA-PDR-2016-FOR-0001 * | Participant ID STB elvitegravir + cobicistat + tenofovir + emtricitabine
A-PDR-2016-FOR-000 the survey TRI nevirapine +stavudine + lamivudine
BRA-FDR-2016-F0OR-0002 the -
BRA-PDR-2016-FCR-0003 ow the MWC maraviroc
rerrrE ey code- ABC abacavir
6 BRA-PDR-2016-FOR-0003 lsu ey er-:_»‘e?' SL]LNEYhstErted4'3 1DV indinavir
etter abbreviation for the site- R
7 |BRA-PDR-2016-FOR-0003 digit consecutive unique number OTH Other Drugs not listed above Genvoya
8 assioned to the participant




2.2.4.2 ART initiated (Y/N)

The information captured in Column B, “ART Initiated column E are being initiated by the participant at the time
(Y/N)", denotes whether the ARV drug or drug combination of the survey, enter a "Y" in Column B. If the ARV drug(s)
entered in Column E was initiated at the time of survey specified in Column E are from an exposure prior to survey
enrolment. Column B has a drop-down menu with Yes “Y" enrolment, an “N" is entered in Column B.

and No “N" options. If the ARV drug(s) specified in

A B C D E F

» ART Initiated | 1YPE O Prior | Typeof

Participant ID (Y/N) ARV Drug PMTCT ARV Drug Exposure(s) Other ARV Drug Exposure
1 Exposure Exposure
2 |BRA—PDR—2016—FOR—0001 N T |ART Initiated (Y/N) STB elvitegravir + cobicistat + tenofovir + emtricitabine
ndicates whether the . " . . .
WRVdru cxposure is the TRl nevirapine + stavudine + lamivudine
g exp
Siedi - ART that was initiated at MVC maraviroc
5 BRA-PDR-2016-FOR-0002 ¥ the time the participant |\\BC abacawir
6 BRA-PDR-2016-FOR-0003 N pep | s enrolledinthe suvey. oy dinavir
7 BRA-PDR-2016-FOR-0003 Y , ,bTH Other Drugs not listed above Genvoya
2.2.4.3 Type of prior ARV drug exposure
Column C captures the type of prior ARV drug exposure for “ART", pre-exposure prophylaxis “PREP", post-exposure
participants with prior exposure(s). Column C has a drop- prophylaxis “PEP”, and unknown “UNK". In rows capturing
down menu with options for prevention of mother-to-child ARV drugs initiated at time of survey enrolment, this column
transmission “PMTCT", antiretroviral therapy is left blank.
A B C D E F
- " Type of Prior | Type of
Participant ID (/) ARV Drug PMTCT ARV Drug Exposure(s) Other ARV Drug Exposure
1 Exposure Exposure
2 |BRA-PDR-2016-FOR-0001 N ART ~ || Type of Prior ARV Drug Exposure  ftat + tenofovir + emtricitabine
L —— crug eposie. Posiievaues | |E21amidine
rug exposure. Possible values:

4 BRA-PUPRer PMTCT = PMTCT; ART = For
5 BRA-PI LP.III'E\IT( treatment of HIV infection; PREP =
6 BRA-PUR-JUIG-FORTO0Z N PED PREP; PEP = PEP; UNK= Unknown
7 BRA-PDR-2016-FOR-0003 0 ed above Genvoya
2

2.2.4.4 Type of PMTCT exposure

Column D defines the type of prior PMTCT exposure. Column
D has a drop-down menu with options “A”, “B", "B+", Other
“OTH", and Unknown “UNK".

A B 5 D E
B T T Type of Prior | Type of
Participant ID (¥/N) ARV Drug PMTCT ARV Drug Exposure(s)
1 Exposure Exposure
2 |BRA-PDR-2016-FOR-0001 N PEP STB elvitegravir + cobicistat + tenofovir + emtricitabine
3 BRA-PDR-2016-FOR-0001 Y TRI nevirapine + stavudine + lamivudine
4 |BRA-PDR-2016-FOR-0002 N PMTCT B ~ JC maraviroc
5  BRA-PDR-2016-FOR-0002 Y _ C abacavir
6 |BRA-PDR-2016-FOR-0003 N PEP B+ V indinavir
7 BRA-PDR-2016-FOR-0003 Y m H Other Drugs not listed above




2.2.4.5 ARV drug exposure(s)

Column E captures the drugs to which the survey participant exposed to) combination therapy that consisted of separate
was previously exposed or the drugs that the participant pills (that is, not a fixed-dose combination), enter each drug
initiated at the time of survey enrolment. Column E has a on a separate row. If a co-formulated regimen (or drug) was
drop-down menu with three-letter drug codes and their initiated, use the code for the combination pill.

description. If a three-letter drug code corresponding to _ _ _

the drug or fixed-dose combination to which a participant At the national level, when the National Data Consolidator
was exposed or initiates at time of survey enrolment does Tool consolidates multiple Site-level Data Entry Tools into
not exist, choose “Other” and enter the name of the drug one file, drug descriptions will be replaced automatically by
or fixed-dose combination in column F, “Other ARV drug the three-letter drug code.

exposure”. If a participant initiated (or was previously

B C D E F
Type of Prior | Type of
ART Initiated oL R
(Y/N) ARV Drug PMTCT ARV Drug Exposure(s) Other ARV Drug Exposure
Exposure Exposure
M ART STB elvitegravir + cobicistat + tenofovir + emtricitabine || =
¥ B gra obidsta ofo tricitab
ZLN zidovudine + lamivudine + nevirapine '
M PREP ATR efavirenz + tenofovir 4+ emtricitabine bl
¥ TRI nevirapine + stavudine + lamivudine
CMP rilpivirine + tenofovir + emtricitabine
M PEP TLE tenofovir + lamivudine + efavirenz
MVC maraviroc
A ENF enfuvirtide - [Voya
2.2.4.6 Other ARV drug exposure
Column F is a free-text column that captures ARV drug
exposures for which codes do not exist on the Configuration
Worksheet. Column F is used only when “Other” has been
selected in Column E, “ARV Drug Exposure(s)”.
B 5 D E F
Type of Prior | Type of
ART Initiated P yp
(Y/N) ARV Drug PMTCT ARV Drug Exposure(s) Other ARV Drug Exposure
Exposure Exposure
N ART STB elvitegravir + cobicistat + tenofovir + emtricitabine
Y TRI nevirapine + stavudine + lamivudine
M PREP MV C maraviroc
N ABC abacavir
N PEP 1DV indinavir
N OTH Other Drugs not listed above Genvoya




3. PDR NATIONAL-LEVEL TEMPLATE: DATA

CONSOLIDATOR TOOL

The Data Consolidator Tool aggregates data from all sites
participating in national surveys of PDR into a single national
template. The Tool is designed to simplify the work of the
person gathering these site-level files for consolidation into
such a national master file. The Tool is designed to work only

in Windows Operating System. The output of the National Data
Consolidator Tool can be used for analysis or for upload into the
WHO HIVDR database. The tool uses a three-step process to
aggregate participant-level data from multiple site Data Entry
Tools into one master file. The three steps are: 1) Select Files, 2)
Copy “Survey Participants”, and 3) Copy “Participant ARV Drug
Exposure”. The Data Consolidator Tool is automatically cleared
of previously uploaded content after each use.

This section guides the user through the steps needed to
extract site-level data and consolidate it into a single national
EXCEL file containing data from all PDR survey sites.

Before consolidating site-level data entry files, the
national data manager must ensure that required
information regarding genotyping has been

entered into column K, “Genotyping Successful”, of
every Site-level Data Entry Tool. In addition, if the
genotyping laboratory has used an identifier other
than the “Participant ID” in the required format, the
national data manager must complete Column L, Lab
Specimen Code, in each site-level Data Entry Tool.

Warning: The recommended convention for Site Code identification is use of the first three letters of the site's name. However, if
the names of more than one site in a country have the same first three letters, the first site created should use the first three letters
as its Site Code, the second to the tenth site created should use the first two letters followed by an integer from 1-9. The eleventh to
the hundredth should use the first letter followed by integers from 11-99.

3.1 Before getting started

3.1.1 Naming national data consolidator file (naming
convention)

Vx.x (dd mm yyyy + three-letter country ISO code).xIsm.
An example is provided below.

It is important that each National Consolidator file have
a unique name. The file should be labelled using the
following convention: PDR National Data Consolidator Tool

Mame Type

=] PDR Maticnal Data Censolidater Teol V1.5 (28 09 2016 Country Name)alsm Microsoft Excel Macro-Enabled Worksheet




3.1.2 Enable macros

Xlsm is a type of format that allows macros to work in EXCEL. When opening the National Data Consolidator Tool, click on
In the case of the National Data Consolidator Tool, a Visual “Enable Content” to enable macros, if prompted to do so.
Basic for Applications (VBA) code merges the worksheets Click on “Enable Content” to activate macros, or “Enable
from participating ART sites into one national file. Macros” in case of a security notice.

'.,limm BTt b bage dides.  wrask coman

STEP 2: STEP 3:
STEP 1: Copy Data Copy Data from
Get a List of Files from"Survey “Participant ARV
& Infarmation Participants” to Drug Exposure”

Master Sheets to Master Sheets

File List and Summary Information

Survey Participants Sheet Participant ARV Drug Exposure Sheet

CopyTol ComyTol
catent catiand

3.2 “List” worksheet

The purpose of the “List” worksheet is to aid in the
identification and selection of national PDR survey files from
multiple ART sites for consolidation into one master file by
the national data manager.

STEP 3:
STEP 1: Copy Data from
Get a List of Files "Participant ARV
& Information Drug Exposure"

to Master Sheets

File List and Summary Information

Survey Participants Sheet Participant ARV Drug Exposure Sheet




3.2.1 STEP 1

Click on “STEP 1”. This will direct the user to a Windows
Explorer dialogue box that prompts the user to select

the location and files for import. Once all files have been
selected, the “List" worksheet automatically creates a list of
the selected files and summary information. The list shows

the number of files selected, the file names, their location

STEP 3:

STEP1: Copy Data from
Get a List of Files "Participant ARV
& Information Drug Exposure”

= Dt el

Type

B PO Sl it ey Tosd VL8 GO0 D000 1550 Whoomsst fonnd . i

Survey Part i
s | O] PO Stk Dt Eriry Vo VLS 005, DSANTESEIEAE - AbissioSEmal®l. MBI

Pt name: “POR Stw-beves ota ntry Tosl V18 (38060 2096 BRA A ORIt P08 = [MdFbmll o

i o+ Com ] [

L
F

_g:! EhEEEee e

The information obtained in “STEP 1" is used in “STEP 2"
to tell the tool which files, worksheets and range of data to
copy and where to paste the information.

STEP 3:
STEP 1: Copy Data from
Get a List of Files "Participant ARV
& Information Drug Exposure"
to Master Sheets

File List and Summary Information

Survey Participants Sheet Participant ARV Drug Exposure Sheet

in the computer, the worksheets of interests and their data
range (start cell to end cell). Simultaneous selection of
multiple files is required in the opened Windows Explorer
dialogue box. Before merging Site-level data, close files
which are being consolidated (Site-level Data Entry Tool).



Warning: If the “STEP 1" button is clicked a second time, it will automatically clear all contents in order to avoid duplicated data.

File List and Summary Information

Survey Participants Sheet Participant ARV Drug Exposure Sheet

3.3 Survey participants worksheet

The Survey Participants Worksheet is blank before any
site-level data are added. Once completed, this worksheet
will become the National Master Consolidated Repository for
storing all participant-level survey data.

Prior AT Genotypi Lab
o n e ap
Drug(s) Date Enrolled Date of CD4 Ccell ng .

Y Gender . e . Count Specime

Exposure Screened = (Y/N) Birth Count . Successf

(¥/N/U) ul

Site Code Participant ID
n Code

3.3.1 STEP 2

Click on the “STEP 2" button in the “List” worksheet.

All data from “Survey Participants” worksheets from the
selected files will be copied and pasted into the Consolidator
Master “Survey Participants” worksheet.

Prior
- - cD4 Cell . Lab
Drug(s) Date Enrolled Date of coacell Genotyping .
. . . Gender . Count Specime
Exposure Screened (Y/N) Birth ount Successful .
Date n Code

Site Code Participant ID

1 (¥/N/U)

2 FOR BRA-PDR-2016-FOR-0001 Y 11/11/2016 Y M 1990 26 500 11/2015  SUC
3 FOR BRA-PDR-2016-FOR-0002 Y 11/12/2016 Y F 10/10/1992 24 100 2015 SNA
4 FOR BRA-PDR-2016-FOR-0003 Y 10/10/2016 Y T 12/1990 26 200 12/12/201 UNS
5 RIO BRA-PDR-2016-RI0O-0001 Y 11/11/2016 Y M "1930 26 500 11/2015  SUC
6 RIO BRA-PDR-2016-RI0-0002 N 11/12/2016 N F "1992 24 100 2005 SNA
7 RIO BRA-PDR-2016-RI0-0003 Y 10/10/2016 Y F "1930 26 2002015 UNS
3




Warning: Never change column formats containing date information from “text” format to “date” format in any site-level or
national-level file. As shown below, date information would be lost.

A B C
Prior
Cell .
- Drug(s) Enrolled Date of Genotyping .
Participant ID Gender . t Specimen
Exposure Screened = (Y¥/N) Birth Successful Code

1 (¥/N/U)

2 [FOR BRA-PDR-2016-FOR-0001 ¥ M 1990 26
3 FOR BRA-PDR-2016-FOR-0002 Y F 10/10/1992 24
4 FOR BRA-PDR-2016-FOR-0003 Y T 12/1990 26
5 RIO BRA-PDR-2016-RIO-0001 Y M '1‘3‘3'0 26
& RIO BRA-PDR-2016-RIO-0002 N F '1992 24
7 _RIO BRA-PDR-2016-RIO-0003 ¥ F '1990 26

Warning: Make sure all selected files are closed before importing. All site-level data entry files must be closed during

consolidation at the national level; otherwise, the message shown below will appear.

STEP 1:
Get a List of Files
& Information

STEP 2:
Copy Data
from"Survey
Participants" to
Master Sheets

STEP 3:
Copy Data from
"Participant ARV
Drug Exposure"
to Master Sheets

@ PDR. Mational Data Consolidator Tool V1.5 (28 09 2016 Country Name).xlsm is already open. Reopening will cause any changes you made to be discarded. Do you want to

reopen PDR. Mational Data Consolidator Tool V1.5 (28 09 2016 Country Name).xlsm?

If this happens, click “No” to continue. The message shown
below will appear.

& Information

Participants" to
Master Sheets

A B C D E €] H ] L M N (o]
STEP 2: STEP 3:
STEP 1: Copy Data Copy Data from
Get a List of Files from"Survey "Participant ARV

Drug Exposure”
to Master Sheets

File List and Summary Information

Survey Participants [LiccEend=cl V Drug Exposure Sheet
3
O | It seems some file was missing. The data copy operation is not complete, Data Copy To CopyToL
File Name Full Path Range | ith |Range  [Range ocation($|
No. StartCell |g __Istart cell [End cell |Sheet tart Cell
1|PDR Site-level Datg C:\Users\kurbondSAS2 g ars\iSAS2 5159 Participant AfSAS2
6 2|PDR Site-level Datg C:\Users\kurbondSAS2 g rs\iSAS2 5159 Participant ARSAS2

To continue, close all open files and reinitiate STEP 1.

Warning: If a file with the same name already exists, the file will be overwritten.



3.4 Participant ARV drug exposure
worksheet

The "Participant ARV Drug Exposure” worksheet is blank
before any site-level data are added. This worksheet will be
the National Master Consolidated Repository for storing all
participant-level "ARV drug exposure(s)” data.

1 Panisipantig AT In@tiated YN Trpe ME:;:L:::I Prig Ty of PITCT Lsphauie ARV Dvug Lepisuie(n] DLl ARV Drag Leposue

;

5

5

-]

)

]

]
3.4.1 STEP 3
Click on the "STEP 3" button in the “List” worksheet. All worksheet. The ARV drug description that was entered into
data from the “Participant ARV drug exposure” worksheets site-level data collection tools is converted automatically to
from the selected files will be copied and pasted into the a three-letter ARV Drug Code.

Consolidator Master “Participant ARV drug exposure”

A ] [5 0] £ ¥
At iniiateq | TYPEOFPrior | Type ot | )
Particlpant If ARV Drug PMTCT ARV Drug Exposure(s) Other ARV Drug Exposure

1 s Exposure | Exposure
2  BRA-PDR- 016 FOR-0000 N ART ﬁrtéhlmﬁhlricﬁhltlm!+I4r¢f¢vlr+4mlmbln¢
3  BRA-PDR-J016-FOR-0000 ¥ nevira + stavudine + lamiwvudine
4  BRA-PDR-2016-FOR-000Z N PREP R: maraviroe
5 BRA-PDA-3016-FOR-0002 ¥ Il-btmvlr
6 BRA-POH-2016-FOR-0003 N PER bov indinavir
L7 BRA-POH- 2016 FOR-0003 ¥ JoTH Cther Drugs not listed abave AGenvona

Type of Prior ARV D
L | Tpe o PMTEY Exptiansin Dl ATV Duisg Expanits

Partindpart 10 AT Itk {¥N]

1 Expdsiire

7 RAA-PDR-0IEFOR-CO0L N HET TR

3 BRA-POR-01E-FOR-CO01L ¥ 2l

4 BRA-FDR-MISFOR0O0Z N PREF e

3 BRA-POR-2016-FOR-COOR ¥ ARC

G ERA-PDR-2016-FOR-0003 N FEP o

q 1 ERA-PDR-2016-FOR-0003 Y OTH GRS
B BRA-PDR-M0VE-RIO-DOOL N ART ETE

4 BRA-PDR-2018-R30-0000 ¥ WLl

10 BRA-POR-2016-AB0-0000 N FMTCT (w11 VD

11 BRA-POR-2016-R0-0000 v i

13 BRA-POR-2016-M30-0000 N i o

13 BHA-POR-30I5-M0-0000 ¥ Qi Gernaya

A "PDR Survey.xlsx" file will be created automatically
and saved in the same folder where the National Data
Consolidator is located.

Mame Type

%ﬁ PDR Mational Data Consolidator Tool V1.5 (28 09 2016 Country Name).xlsm Microsoft Excel Macro-Enabled Worksheet
| PDR Survey.xlsx Microsoft Excel Worksheet




This “PDR Survey.xIsx” file has two worksheets: “Survey
participants” and “Participant ARV drug exposure”. The
"Survey participants” worksheet contains the consolidated

participant-level data from all sites selected for consolidation.

A B C D E G H 1 J K L -
Prio 0
e 4
o o =R 9 =
e Q e Q B
O e e o e
.
1
|2 |FOR BRA-PDR-2016-FOR-0001 Y 11/11/2016 Y M 1930 26 500 11/2015 SUC
|3 |[FOR BRA-PDR-2016-FOR-0002 Y 11/12/2016 ¥ F 10/10/1992 24 100 2015 SNA
|4 |FOR BRA-PDR-2016-FOR-0003 Y 10/10/2016 ¥ T 12/1990 26 200 12/12/201 UNS
|5 RIO BRA-PDR-2016-RIO-0001 Y 11/11/2016 ¥ M 1990 26 500 11/2015 SUC
|6 RIO BRA-PDR-2016-RI0-0002 N 11/12/2016 N F "1992 24 100 2015 SNA
|7 RIO BRA-PDR-2016-RIO-0003 Y 10/10/2016 ¥ F "1990 26 200 2015 UNS
2
| v
I Participants -~ Participant ARV Drug Exposure -~ ¥ Ma] [ | »
Ready | F3 | |[Eo@ w0 o0 ® |

The "Participant ARV drug exposure” worksheet contains
consolidated ARV drug exposure data from all ART selected
for consolidation.

1 facipant b AT initlated [¥0M) Type ":__::::’:" o
|2 DRa-PDR-I0IE-FORDCOI N ABT

3 BRA-PDA-IOIG-FORE0CL ¥
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13 DRA-POA-MIERIOLON] ¥
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The final file “PDR Survey.xlsx” should undergo data
verification and validation at the national level using
standard best practices prior to using the file as a starting
point for data analysis or for upload into the WHO HIVDR
database for quality assurance and global reporting.

4. ADR SITE-LEVEL DATA ENTRY TOOL

This tool helps accomplish the entry of participant data
at ART sites selected to participate in national surveys of
ADR performed at either the 12 + 3 month time point or
the >48 month time point. Use of this tool standardizes
the data collection process across all sites participating
in national ADR surveys and facilitates detection of data

entry anomalies in real time before data are saved. Its use
in conjunction with the ADR National Data Consolidator
Tool facilitates consolidation of data into one master
national-level EXCEL file. This national-level master EXCEL
file may be used for in-country analyses or may be uploaded
into the WHO HIVDR database for global reporting.



4.1 Before getting started

4.1.1 Naming site-level data entry files (naming

convention)

Each site-level template must have a unique file name. A unique The suggested naming convention for a >48 month ADR time point
file name permits consolidation of multiple site-level data entry is: ADR48 Site-level Data Entry Tool Vx.x(date--dd mm yyyy +

files into a single national file. three-letter ISO country code + three-letter site name code).xlsx
The suggested naming convention for a 12-month ADR time point The chart below shows examples.

is: ADR12 Site-level Data Entry Tool Vx.x(date — dd mm yyyy +
three-letter ISO country code + three-letter site name code).xlsx

Mame Type

E] ADR12 Site-level Data Entry Tool V1.5(28 09 2016 BRA FOR).xlsx Microsoft Excel Worksheet
(=] ADR12 Site-level Data Entry Tool V1.5(28 09 2016 BRA RIO).xdsx Microsoft Excel Worksheet

4.1.2 Columns with data validation fields

Warning: Do not cut or paste data in columns with data validation fields. If you do so, the drop-down menus, validation
options, and formatting will be erased, causing problems when consolidating data at the national-level. Never change a column
format. Columns containing date information have been formatted as text in order to accommodate regional differences in date
formatting and date lengths (in the case of partial dates).

4.1.3 Move the cursor to the right (optional)

This is an optional setting that may speed up the process of To chalpge_ ’Fhe sett_ings,”click on File, PPtiS’“S'"AF"’a'j,CQd'
participant-level data entry. The screen shot below shows how to go to "Editing options,” and select direction "Right” below
change the settings to make the cursor move right (next column) where it says, “After pressing enter, move selection”.

instead of down (next row) after entering data into a cell.

-
Excel Options
General o i i i
—| Advanced options for working with Excel.
Formulas
Proofing Editing options
Save After pressing Enter, move selection
Langusge Direction: |Right | = |
|:| Automatically insert a decimal point
Ad d
| vanes Places: 2
Customize Ribbon Enable fill handle and cell drag-and-drop
Ouick Access Toolbar Alert before overwriting cells




4.2 Worksheets description

The ADR Site-level Data Entry Tool consists of four
worksheets:

e The Survey Information worksheet has general
instruction on how to enter data and captures
meta-data about the survey;

e The Configuration worksheet contains references and
descriptions of data used in the survey;

4.2.1 Survey information worksheet

This worksheet contains general instructions. It also requests
that the user provide specific information about the survey
("Country”, "Survey code”, “Survey name”, and “Site code”)
so it can be easily identified. To illustrate this concept we

use the Fortaleza Main Site, located in Fortaleza, Brazil. In

e The Survey Participants worksheet captures participants’
data such as date of birth, viral load result, gender, date
screened, etc.;

e The Participant ARV Drug worksheet captures the ARV
Drugs taken by enrolled participants.

this example shown below, the “Survey code” is composed
of the three-letter country code BRA, followed by the
“Survey type” abbreviation ADR12 for the 12-month time
point, followed by the year of the survey. The “Site code” is
the three-letter abbreviation FOR.!

: Acquired HIVDR Survey Site-level Data Entry Tool

Blank 1o indicate that datas is 9l panding.

General Thas file prosides & template |workshests entitled Swnay Partieipants and Portcipant ARV Orug Exposure | for submitting indeidual-level epidemeslogic data to WHO fram surveys of soquired HIV Drug
Instructions: Resistancn (ADE] in populations receiving antinetrovinal therapy for 12 [23) montte and/or @ 43 months. 1 i not recommended a3 & tool for data capture.

A record for the survey, including the information on the Survey Mnformation worksheet, must be entered into the WHO HIVDR database portal bedore the template can be imported. The Saney
nfarmation and Configuration warkihesti s for reference enly and will be ignoned during the impert preceis. This werkiheet, Surwhy informotion, provides indtructions and a few rowi 1o identify the
survey. The Sunvey Code is the identifier that was assigred to the sunvey when it was entered into the WHO HWIVDR portal. The identifier mary consist of: "Country 3 better 50 code-3 letter code for Survey
Typa-Vear purvey iiarted” (8.4, TI2-ADA-2004) as describad in Box 2 of the ADR concapt mote. Infermation on the workshast thlsd Configuration , provides the axpacted valuss for coded dats alaments
i, LD @ herrvinild Chat use & standardized coded vilue rithr 1Ran & herg description 1o indeate the answer 12 the quedtion],

Ul indevidiaali sereened ane included in the Survey Participaats warkihes!. Wowsner, only thoss encalled in the dorvey ihould Rave data in all columad. For an indevidual not srrclled in the surnsy, please
use an WA’ to indicate rot applicable for all columns {ollowing the column “Ervclled”. Codes for unknown and missing data are provided, typically taking the form ‘UMK or '9999°. Cells should only be left

In the Sunvey Participants and Participant Treatrment|s) worksheet, dates are 1o be entered in the form dd)'mmyyyy. Complete dates are required for Date Screened. i complete date information is
uniirailable, partisl date informaticn for other dates (Date of Birth and Date Sarted) can B enteced in the following formatl. B month and year are kndwm but dxact diy id unknown, dited e 10 be
enbered in the form mmyfyyyy. B wear is onown but exact month and day ane unknown, dates ane to be entered in the fomm ypyy. I no information is available, the missing data code ‘99599 can be entered.

For partioipants ensollied in thie curvy, virsl load information is foced in The Viral Losd Retult and Vies] Losd Valse columns. Farst, the nesult of The viral losd test ihould be entened in Viral Losd Retult
using the codes desoribed in the Confipanation worksheet. These codes indicate whether the result is within the range of assay Quantitation, below the lower Bmit of assay guantitation, or above the
upper Bnit of agtay quantitation. IF the redull is nailaSle o 1he test wirs uriucorisful, the redull i unkadwn, Second, the valus of the viral Baad test thould Be sateced in virsl Losd Vabos, 1 the viral
load result is in range, the result is entered in copies/mL. I the viral load result is below the lower limit, the lower limit of quantitation is entered. i the the viral load result is above the upper limit, the
upper it of guintitation i§ entensd, I the result IS unkncwn, A" B ecteced for not applicable.

ata on anginetroviral treatrment history ang collected in the Particpoent Treafmend|s) worksheet. Separate drugs within s single treatmeent regimen must b isted as or drug pr o (unless thiey ane par
ol & Pioed dhorie combination). I & participant it on second-ling of abcwe, priniouily uied dnags ace entened on Beparate rowi. Dach ART ling [first, iscand, thind] must be ipecified in ieparate rows, and the
ART line designation is indicabed in the ART Line cobemn, Drugs that sne used in more than one line &g, 3TC used in first bine and second.line treatmesnt) must be re-entered for sech ART line {onos with

: tha Firit-line drogs nd again with the second-line drugi). The code Tor that drug (i ipecified on the Configuration warkshest) ihauld Be entersd in 1he ARY Drug column, If & code for this dnag i not

$ Country: wsrs O]
7 Code:  |ewaApblzO2¢ ]
3 m[ T A0H wlnmlﬂﬁ!ld”mﬂtllnmﬁ

| 11 Site Code: [roe

1. The recommended convention for assigning Site Code is use of the first three letters of the site’s name. If, however, the names of more than one site in a country begin with the
same first three letters, the first site created should be assigned those first three letters as its Site Code. The second to the tenth sites with the same first three letters should be
assigned the first two letters followed by an integer from 1 to 9. Site codes created after the first 10 should use the first letter followed by an integer from 11 to 99. It is essential that
sites participating in surveys liaise with the national HIVDR survey coordinator if any doubt exists about the correct Site Code.



4.2.2 Configuration worksheet

This worksheet defines the codes and acronyms used

in the survey. Below is an example of the information
provided on the Configuration Worksheet. In this example,
Gender is defined in the following way: Female “F", Male

“M", Transgender “T" and Unknown “U". Review of all
codes, labels and descriptions found in the Configuration
Worksheet is advised prior to using the tool.

1 Data Element: Gender
2 CODE Label DESCRIPTION
3 F Female Indicates that the participant is female
4 M Male Indicates that the participant is male
Indicates that the participant's current gender is
5 T Transgender different from their birth gender
B U Unknown Indicates that the participant's gender is not known

4.2.3 Survey participants worksheet

This worksheet is used for data about all screened and
enrolled participants.

A 7} < o i F G H | i K L L
DateofFirst | Date | Enoolled Date of coment ART| Virmitond | VIO | rctyping | Labsped
208 Firs! i L] urme Tl Lo L ITHETH
Gile Code Participant ID iz Gender g Age Walue Ping
ART Initiathon | Soreened [rim) Birth Limnix Hesult Sapressful Code
| {coples/mi)

o (in |

4.2.3.1 Site code

Enter the site code in column A “Site code.” Data entered
in this column will be compared with the site code entered
in the “Survey information” worksheet. If the site codes

are not identical, the cell in the “Site code” column will be
highlighted in red, signalling a need to resolve this anomaly.

A B C E F G H |
. . Date of First ART Enrolled . Current ART|
Site Code Participant ID . Date Screened Gender |Date of Birth Age i
Initiation (Y/N) Line
N -~ 0r12-2015-FOR-0001 |01/01/2015 02/03/2016 Y 1990 F
FOR BRA-ADR12-2016-FOR-0002 |01/2015 03/03/2016 ¥ F 12/12/1992 s
FOR BRA-ADR12-2016-FOR-0003 (2015 13/02/2016 M 10/1987 F




4.2.3.2 Participant ID

The "Participant ID" entered in column B must be unique.
Duplicate “Participant IDs” are not allowed and any attempt
to enter a duplicate will be highlighted in red. If a cell is
highlighted in red, re-enter correct “Participant ID" and cell
highlighting will be removed. To avoid duplicate entries in

the HIVDR database, the “Participant ID” should follow this
format: three-letter 1SO country code — five-letter survey
type — year — three-letter site name — four-digit consecutive
number. For more information on “Participant ID”, refer to
the WHO concept notes on PDR and ADR."2

A B C E F G H |
. . Date of First ART Enrolled . Current ART)|
Site Code Participant ID L. Date Screened Gender |Date of Birth Age i
Initiation (Y/N) Line
FOR BRA-ADR12-2016-FOR-0001 |0L1/01/2015 02/03/2016 ¥ 1] 1990 F
FOR 01/2015 03/03/2016 Y F 12/12/1992 5
FOR 2015 13/02/2016 ] ] 10/1987 F

4.2.3.3 Date of first ART initiation

Column C captures information on date of first ART
initiation. The column “Date of first ART initiation” is

formatted as text and requires data to be entered in the
form “dd/mm/yyyy”. This column also accepts partial dates
containing only year or month and year. If month and year

are known but exact day of the month is unknown, dates are
entered in the form “mm/yyyy”. If year is known but exact
month and day are unknown, dates are entered in the form
“yyyy”. If no information is available, the missing data code
“9999" should be entered.

A B C D E F G H |
. . Date of First ART Enrolled . Current ART|
Site Code Participant ID . Date Screened Gender |Date of Birth Age i
Initiation (y/n) Line

FOR BRA-ADR12-2016-FOR-0001 |01/01/2015 02/03/2016 Y 1] 1990 F
FOR BRA-ADR12-2016-FOR-0002 (01/2015 03/03/2016 ¥ F 12/12/1992 5
FOR BRA-ADR12-2016-FOR-0003 |2015 13/02/2016 M ] 10/1987 F
4.2.3.4 Date screened

Column D captures the date a participant is screened for
inclusion into the survey. The “Date Screened” column is
formatted as text. It requires a complete date in the form
“dd/mm/yyyy”. Exactly 10 characters are required including
two “/" and up to two leading zeroes for single-digit days

and months. If dates are entered in an incorrect format
the cell will be highlighted in red. Do not use

un

or
to separate date, month and year in the “Date Screened”
column or in any other column requiring a date. A partial
date is not allowed in the “Date Screened” column.

A B C D E F G H |
. . Date of First ART Enrolled . Current ART|
Site Code Participant ID L. Date Screened Gender |Date of Birth Age i
Initiation (Y/N) Line
FOR BRA-ADR12-2016-FOR-0001 |01/01/2015 02/03/2016 ¥ M 1950 F
FOR BRA-ADR12-2016-FOR-0002 |01/2015 ¥ F 12/12/1992 5
FOR BRA-ADR12-2016-FOR-0003 |2015 M U 10/1987 F

1. Surveillance of HIV drug resistance in adults initiating antiretroviral therapy (pre-treatment HIV drug resistance). Geneva: World Health Organization; 2014 (http://www.who.int/
hiv/pub/drugresistance/pretreatment_drugresistance/en/, accessed 28 November 2016).
2. Surveillance of HIV drug resistance in adults receiving art. Geneva: World Health Organization; 2014 (http://www.who.int/hiv/pub/drugresistance/acquired_drugresistance/en/,
accessed 28 November 2016.



Warning: Do not change the data format in this column from “text” format to “date” format. If the data format is changed

from “text” to “date”, an error will occur during merging of data by the Data Consolidator Tool as illustrated below. The date
must be in the format “dd/mm/yyyy”.

Viral

Genotypi
Date of Viral Load P Lab
- . Date Enrolled Date of Current ng .
Participant ID First ART Gender . . Load Value Specime
o Screened (¥/N) Birth ART Line . Successf
Initiation Result | (copies/ | n Code
u
1 mL}
2 |[FOR BRA-ADR12-2016-CH1-0001 01,/01/2015 42384 ¥ M 1930 F IRQ 2000 SuUC
3 FOR BRA-ADR12-2016-CH1-0002 01,2015 42423 Y F 12/12/1992 s IR 50 SNA
4 |FOR BRA-ADR12-2016-CH1-0003 '2015 42397 N U 10/1987 F IR 1000 UNS

4.2.3.5 Enrolled (Y/N)

Column E captures whether or not the participant is enrolled
into the survey. Enrolment information is entered using a
drop-down menu with two options: yes “Y" or no “N”.

B C D E F G H I
. Date of First ART Enrolled . Current ART]
Participant ID L Date Screened Gender |Date of Birth Age .
Initiation (¥/N) Line

BRA-ADR12-2016-FOR-0001 |01/01/2015 02/03/2016 ¥ | [ Enrolled F

BRA-ADR12-2016-FOR-0002 |01/2015 03/03/2016 . If}:dicatﬁi whether |g7
the patient is

BRA-ADR12-2016-FOR-0003 (2015 13/02/2016 ™ enrolled in the F
SUMVEY

4.2.3.6 Gender

Column F captures a participant’s gender. Gender is entered
using a drop-down menu with four options: Female “F",
Male “M", Transgender “T" and Unknown “U".

B C D E F G H | ]
Date of First ART Enrolled Current ART
Participant ID L Date Screened Gender |Date of Birth Age . Viral Load Result
Initiation (Y/N) Line
BRA-ADR12-2016-FOR-0001 |01/01/2015 02/03/2016 ¥ M ~ i Gender F IRQ
BRA-ADR12-2016-FOR-0002 |01/2015 03/03/2016 ¥ _ Ea't',‘t;ra”t'ls gender. 5 BLQ
Oss10le vales are:
BRA-ADR12-2016-FOR-0003 2015 13/02/2016 N T "E" — Femmale: "M" = F IRQ
u Male: "T" = Transgender;
"U" = Unknown




4.2.3.7 Date of hirth

Column G captures a participant’s date of birth. If the full
date of birth is known, it is entered as “dd/mm/yyyy”. If only
the month and year of birth are known, a partial date of birth
is entered in the form “mm/yyyy”. If only the year of birth is
known, a partial date of birth is entered in the form ‘yyyy".

If no information is available, the missing data code ‘9999’
is entered. If the date is entered incorrectly, the cell will be
highlighted in red as shown below and must be corrected.

B C D E F G H I ]
Participant ID Date [:ﬂ_FiTSt ART Date Screened Enrolled Gender |Date of Birth Age Cum?nt ART Viral Load Result
Initiation (¥/N) Line
BRA-ADR12-2016-FOR-0001 |01/01/2015 02/03/2016 ¥ M F IRQ
BRA-ADR12-2016-FOR-0002 |01/2015 03/03/2016 ¥ F - s BLQ
BRA-ADR12-2016-FOR-0003 2015 13/02/2016 N 10/1987 F IRQ
4.2.3.8 Age
Column H captures a participant’s age and permits an
integer from 1 to 110. Age must be entered when date of
birth is not provided. If date of birth is provided, the “Age”
column can be left blank.
D E F G H I K
Viral Load
Date Screened Enrolled Gender |Date of Birth Age Curre.nt ART Viral Load Result Value
(¥/N) Line (copies/mL)
02/03/2016 ¥ M 26 F IRQ 2000
03/03/2016 ¥ F 24 s BLQ 50
13/02/2016 N u 29 F IRQ 1000
4.2.3.9 Current ART line
Column | captures the “Current ART Line" classification per
national guidelines that a participant is taking at the time
of survey enrolment. The user can open a drop-down menu
and choose either First Line “F", Second Line “S”, Third Line
“T", or Unknown “U".
C D E F G H I ] K
i Viral Load
Date of First ART Enrolled i Current ART )
L Date Screened Gender |Date of Birth Age i Viral Load Result Value
Initiation (Y/N) Line .
(copies/mL)
01/01/2015 02/03/2016 Y 1990 F IRQ 2000
01/2015 03/03/2016 ¥ F 12/12/1992 : BLQ 50
2015 13/02/2016 N 10/1987 T IRQ 1000
u




4.2.3.10 Viral load result

Column J captures information about a participant’s

viral load result. This column has a drop-down menu

with four options: In Range “IRQ", Below Lower Limit of
Quantification “BLQ", Above Upper Limit of Quantification
“AUQ", or Result Not Available “UNK". Data must be in

uppercase letters. If this information is unknown at the site
level, the participating site should leave the “Viral Load
Result” column blank, and it will be entered at the national
level prior to consolidation into one national file.

D E F G H | J K L
Viral Load i
Enrolled . Current ART i Genotyping
Date Screened Gender |Date of Birth Age . Viral Load Result Value
(Y/N) Line ) Successful
(copies/mL)
02/03/2016 ¥ M 1950 F IRC, Y2 SuC
03/03/2016 Y F 12/12/1992 5 F;Lll; SNA
13/02/2016 M u 10/1987 F AL 0o UNS
LINK
I

4.2.3.11 Viral load value (copies/mL)

Column K captures a participant’s viral load value (copies/
ml) and is formatted as open text. If the viral load result
(column J; see 4.2.3.10 above) is in range the viral load
result is entered as number of copies/ml. The tool does
not accept log-transformed values. If the viral

load result is below the lower limit of assay detection
(information entered into column J), the lower limit of
quantitation of the viral load assay used is entered. If the

viral load result is above the upper limit, the upper limit of
quantitation of the viral load assay used is entered. If the
result is unknown, ‘NA"is entered for not applicable. If the
required information is known at the participating ART site,
the site should enter it. If it is unknown at the site level,
Viral Load Value should be left blank by the participating
site and it will be entered at the national level prior to
consolidation into one national file.

D E F G H I J K L
Viral Load i
Enrolled . Current ART . Genotyping
Date Screened Gender |Date of Birth Age ] Viral Load Result Value
(¥/N) Line ) Successful
(copies/mL)

02/03/2016 Al M 1990 F IRQ 2000 SuUcC
03/03/2016 L F 12/12/1992 BLO NA SMA
13/02/2016 MN 10/1987 F IRQ 1000 UNS

4.2.3.12 Genotyping successful

Column L contains a drop-down menu with four options:
Successfully Sequenced “SUC", Unsuccessfully Sequenced
“UNS", Sequencing Not Attempted “SNA", and Unknown
“UNK". During implementation of an ADR survey, it is
unlikely that participating ART sites will know this

information at the time of data entry. It is anticipated that
this column will be left blank by participating sites and that
information about genotyping success will be entered at the
national level prior to consolidation into one national file.

D E F G H | J K L M
Viral Load i
Enrolled i Current ART . Genotyping i
Date Screened Gender |Date of Birth Age . Viral Load Result Value Lab Specimen Code
(Y/N) Line i Successful
(copies/mL})

02/03/2016 ¥ M 1990 F IRQ, 2000 suC -
03/03/2016 ¥ F 12/12/1992 5 BLO 50 e
13/02/2016 N U 10/1987 F IRQ 1000 SNA

LINE




4.2.3.13 Lab specimen code

Some HIVDR testing laboratories may assign a “Lab Specimen
Code" to participants’ specimens rather than use the
“Participant ID" as the specimen unique identifier. In this

case, Column L captures the unique identifier assigned to a
participant’s specimen by the genotyping lab if different from
the “Participant ID". Column L is left blank if the genotyping lab
uses the “Participant ID” as the unique specimen identifier or if
no specimen was taken. This column does not

allow duplicate entries. Any cell with duplicate entry will be
highlighted in red and must be corrected. During ADR survey
implementation, it is unlikely that participating sites will know
this information at the time of data entry. Therefore, it is
anticipated that “Lab Specimen Code” will be entered at the
national level prior to consolidation of data into a single file.

E F G H I J K L M
Viral Load .
Enrolled i Current ART i Genotyping )
Gender |Date of Birth Age ) Viral Load Result Value Lab Specimen Code
{v/N) Line . Successful
{copies/mL}
¥ M 1990 3 IRQ 2000 SUC
¥ F 12/12/1992 5 BLQ 50 SNA
N u 10/1987 F IRQ 1000 UNS T-035
4.2 .4 Participant antiretroviral drug worksheet
This worksheet is used to capture information on
participants’ antiretroviral (ARV) drugs. This includes any
ART regimen that a participant is taking at the time of
survey enrolment and any treatment(s) a participant has
taken since the time of ART initiation.
A B = D E F
.. Current ART .
a Participant ID ARV Drug Other ARV Drug (Y/N) Date Started ART Line
2 BRA-ADR12-2016-FOR-0001 |ZLN zidovudine + lamivudine + nevirapine ¥ 2015 F
3 BRA-ADR12-2016-FOR-0002 |ATR efavirenz + tencfovir + emtricitabine i 01/2015 F
4 BRA-ADRI12-2016-FOR-0003 |NVP nevirapine N 02/01/2015 F
5 BRA-ADR12-2016-FOR-0003 |3TC lamivudine N 02,/01/2015 F
& |BRA-ADR12-2016-FOR-0003 |ZDV zidovudine N 02/01/2015 F
7 BRA-ADR12-2016-FOR-0003 |TLE tenofovir + lamivudine + efavirenz o 01/06/2015 F
If a participant has taken more than one regimen, each
regimen is entered on a separate row. If the ARV drug
is dispensed as single pills, each ARV drug requires a
separate row. If the ARV drug is dispensed as a fixed-dose
combination, the drug combination is entered in a single row.
4.2.4.1 Participant ID
Column A captures a participant’s survey ID. It has a dynamic
drop-down menu that provides choices of “Participant IDs"
from those entered on the “Survey Participants” worksheet.
| A B C D E F
. Current ART .
o Participant ID ARV Drug Other ARV Drug (Y/N) Date Started ART Line
2 |BRA-ADR12-2016-FOR-0001 | ~ N Participant ID evirapine Y 2015 F
BRA-AD 016-FOR-000 ant ID must match an ID citabine v 01/2015 E
BRA-ADR12-2016-FOR-0002 rvey Participants
BRA-ADR 12-2016-FOR-0003 et. One participant can N 02/01/2015 F
ultiple prior ARV drugs in N 02/01/2015 F
6 BRA-ADR12-2016-FOR-0003 |zDY their treatment regimens (each N 02/01/2015 F
drug from each regimen listed |-
7 BRA-ADR12-2016-FOR-0003 [TLE . - ... v ine) irenz ¥ 01/06/2015 F




4.2.4.2 ARV drug

Column B captures the drugs that the survey participant is
taking at the time of survey enrolment or has taken previously.
Column B has a drop-down menu with three-letter drug codes
and their description. If a three-letter code corresponding to the
drug or fixed-dose combination which a participant is taking or
has taken does not exist, choose “Other” and enter the name
of the drug or fixed-dose combination in column C,

“Other ARV Drug”. If a participant is taking (or has previously
taken) combination therapy that consisted of separate pills, the
drug associated with each pill is entered in a separate row. If a
participant is taking (or has previously taken) a co-formulated

regimen (or drug), use the code for the combination pill.

A B C D E [
Current ART
a Participant ID ARV Drug Other ARV Drug /N Date Started ART Line
2 |BRA-ADR12-2016-FOR-0001 [[ZLN zidovudine +lamivudine + nevirapine ||~ | ARV Drug . ¥ 2015 F
3 | BRA-ADR12-2016-FOR-0002 [EAIE e oAt 2 « | For each drug the participant v |o1/2015 F
ATR efavirenz + tenofovir +emiricitabine (| currently or has previously taken,
4 |BRA-ADR12-2016-FOR-0003 | TRI nevirapine + stavudine + lamivudine — | the drug code from the N 02/01/2015 F
5 BRA-ADR12-2016-FOR-0003 |CMP rilpivirine + tenofovir + emtricitabine Configuration worksheet is N 02/01/2015 E
TLE tenofovir +lamivudine + efavirenz entered. A single row is added if
& |BRA-ADR12-2016-FOR-0003 | MvC maraviroc d bined il N 02/01/2015 F
ENF enfuvirtide rugs are combined as one pill,
7 BRA-ADR12-2016-FOR-0003 EVG elvitearavir - | and mutliple rows are added if Y 01/06/2015 F
8 [ | each drug was a separate pill.
4.2.4.3 Other ARV drug

Column Ciis a free-text column that captures any ARV drug
for which codes do not exist on the Configuration Worksheet.
Column Cis used only when “Other” has been selected in
column B, “ARV Drug”.

4.2.4.4 Current ART (Y/N)

Column D denotes whether the ARV drug or drug combination
entered in Column B and/or Column C is the ART regimen
being taken at the time of survey enrolment. This column

has a drop-down menu with options Yes “Y" or No “N”. If
the ARV drug(s) specified in column B and/or Column C are

being taken by the participant at the time of the survey, a Y’
is entered in column D. If the ARV drug(s) specified in Column
B and/or Column C are not current ART at the time of the
survey, an “N" is entered in Column D. Only uppercase letters
are permitted in this column.

B C D E F
Current ART .
ARV Drug Other ARV Drug (v/N) Date Started ART Line
ZLN zidovudine + lamivudine + nevirapine Y ~ [I| Current ART F
ATR efavirenz + tenofovir + emtricitabine Ll t_hat e F
—— {N ARV drug is

NVP nevirapine N 02/ currently taken F
3TC lamivudine N 02/] by participant. F
ZDV zidovudine N 02/01/2015 F
TLE tenofovir + lamivudine + efavirenz Y 01,/06/2015 F




4.2.4.5 Date started

Column E captures the date the participant began the ARV
drug. If day, month and year are known, they are entered as
“dd/mm/yyyy”. If only month and year of the date started
are known, a partial date is entered in the form “mm/yyyy”.
If only the year is known, a partial date is entered in the form

'yyyy'". If no information is available, the missing data code
“9999" is entered. If an invalid date is entered, the cell will be
highlighted in red (as shown below) and must be corrected.
This column is open free text with a minimum of 4 characters
and maximum of 10.

B c D E F
Current ART .
ARV Drug Other ARV Drug (Y/N) Date Started ART Line

ZLN zidovudine + lamivudine + nevirapine Y F
ATR efavirenz + tenofovir + emtricitabine Y F
NVP nevirapine M 02/01/2015 F
3TC lamivudine N 02/01/2015 F
7DV zidovudine M 02/01/2015 F
TLE tenofovir + lamivudine + efavirenz Y F
4.2.4.6 ART line
Column F captures information on the ART line to which the
drug corresponds. “F" = First, “S" = Second, “T" = Third and
beyond, “U” = Unknown. Only uppercase letters are allowed
in this column.

B C D E F

Current ART )
ARV Drug Other ARV Drug (Y/N) Date Started ART Line
ZLN zidovudine + lamivudine + nevirapine Y 2015/ ART Line _ F -
IATR efavirenz + tenofovir + emtricitabine ¥ 012 Ind'ca.tes IR GLATIS
to which the drug 5
NVP nevirapine N 02/0| corresponds. 'F'=First, [T
3TC lamivudine N 02/0| '5'=Second, T'=Third U
_ _ and beyond,

ZDV zidovudine N 02/0 U= Urknown. F
TLE tenofovir + lamivudine + efavirenz ¥ 01/oL; F

3. ADR NATIONAL-LEVEL TEMPLATE: DATA

CONSOLIDATOR TOOL

The aim of the Data Consolidator Tool is to simplify the work
of the person gathering all site-level files and consolidating
them into one national master file. The Data Consolidator Tool
is designed to aggregate data from all sites participating in
national surveys of ADR into a single national template. The
output of the National Data Consolidator Tool can be used for
analysis or for upload into the WHO HIVDR database. The tool
uses a three-step process to aggregate participant-level data
from multiple site Data Entry Tools into one master file. The
three steps are: 1) Select Files, 2) Copy “Survey Participants”,
and 3) Copy “Participant ARV Drug”. The Data Consolidator
Tool is automatically cleared of previously uploaded content
after each use.

Subsequent sections of this document guide the user through
the steps needed to extract site-level data and consolidate
them into a single national EXCEL file. Before consolidating
site-level data entry files at national level, ensure
that “Viral Load Result”, "Viral Load Value”, and
"Genotyping Successful” is entered into every Site-
Level Data Entry Tool. Likewise, if “Participant ID”
does not match the unique identifier assigned to the
participant’s specimen by the genotyping lab, the
national data manager must complete Column N, Lab
Specimen Code, in each Site-level Data Entry Tool.




Warning: The recommended convention for Site Code is use of the first three letters of the site’s name. If, however, the names

of more than one site in a country begin with the same first three letters, the first site created should be assigned those first three
letters as its Site Code. The second to the tenth sites with the same first three letters should be assigned the first two letters
followed by an integer from 1 to 9. Sites created after the first 10 should be assigned the first letter followed by an integer from 11
to 99. This modified alphanumeric convention is used only in situations where the names of more than one site begin with the same
first three letters.

5.1 Before getting started

5.1.1 Naming national data consolidator file (naming

convention)

It is important that each file have a unique name. The file The file should be labelled using the following convention for
should be labelled using the following convention for 12 >48 month time point ADR: ADR48 National Consolidator
month time point ADR: ADR12 National Consolidator Tool Tool Vx.x (Date —dd mm yyyy-, + country name [three-letter
Vx.x(Date —dd mm yyyy-, + country name(three-letter 1SO ISO code]).xIsm. An example is provided below.

code).xIsm. An example is provided below.

MName Type

(=h] ADR12 National Data Consolidator Tool V1.5(28 09 2016 Country Name)xlsm  Microsoft Excel Macro-Enabled Worksheet
(=] ADR48 National Data Consolidator Tool V1.5(28 09 2016 Country Name)xlsm  Microsoft Excel Macro-Enabled Worksheet

5.1.2 Enable macros

xlsm is a type of format that allows macros to work in When opening the National Data Consolidator Tool, click
EXCEL. In the case of the National Data Consolidator Tool, on “Enable Content” to enable macros if prompted by a
a VBA code merges the worksheets from participating ART security notice.

sites into one national file. Click on “Enable Content” to
enable macros if prompted to do so.
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5.2 “List” worksheet

The purpose of the “List” worksheet is to aid in the selection
and listing of all national ADR survey files from multiple ART
sites for consolidation into one master file by the national
data manager.

STEP 2; STEP 3:
STEP 1: Copy Data Copy Data from
Get a List of Files from"Survey "Participant ARV
& Information Participants" to Drug"
Master Sheets to Master Sheets

9.2.1 STEP 1

Click on “STEP 1. This will direct the user to a Windows number of files selected, the file names, their location in the
explorer dialogue box that prompts the user to select the computer, the worksheets of interests and their data range
location and files for import. Once all files have been selected, (start cell to end cell). Simultaneously select multiple files in
the “List” worksheet automatically creates a list of the the opened Windows Explorer dialogue box.

selected files and summary information. The list shows the
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The information obtained in “STEP 1" is used in “STEP 2"
to tell the tool which files, worksheets, and range of data to
copy and where to paste the information.

STEP 2: STEP 3:
STEP 1: Copy Data Copy Data from
Get a List of Files from"Survey "Participant ARV
& Information Participants” to Drug"
Master Sheets to Master Sheets

z ADR File List and Summary Information

Survey Participants Sheat Participant ARV Drug Sheet

T e

Sunvey Particip| 3452

Warning:

ADRLE Site-level D-IWDR'IA

s:nwwrtlupllsa-ﬂ

STEP 2: STEP 3:
STEP 1: Copy Data Copy Data from
Get a List of Files from"Survey "Participant ARV
& Information Participants" to Drug"
Master Sheets to Master Sheets

ADR File List and Summary Information

Survey Participants Sheet Participant ARV Drug Sheet

9.3 Worksheet survey participants

The Survey Participants Worksheet is blank before any
site-level data are added. Once completed, this worksheet
will become the National Master Consolidated Repository for
storing all survey participant-level survey data.

Site Code

. . Viral Viral Load .
Date of First Date Enrolled Date of Current Genotyping .
Gender Age Load Value Specimen

ART Line Successful

Participant ID o " \ :
ART Initiation Screened [¥/N) Birth o : -
: Result  (copies/mL) Code




5.3.1 STEP 2

Click on the "STEP 2" button in the “List” worksheet. This
will copy and paste all data from “Survey Participants”
worksheets from the selected files into the Consolidator
Master “Survey Participants” worksheet.

. . Viral Viral Load . Lab
. - Date of First Date Enrolled Current Genotyping .
Site Code Participant ID o : ! Gender . Load Value Specimen
ART Initiation Screened (¥/N) ART Line : . . Successful .

1 : Result (copies/mL) Code
2 FOR BRA-ADR12-2016-FOR-0001 01/01/2015  02/03/2016 Y M 1990 F IRQ 2000 SuC T-034
3 FOR BRA-ADR12-2016-FOR-0002  01/2015 03/03/2016 Y F 12/12/1992 5 BLQ i 30 SNA T-034
4 FOR BRA-ADR12-2016-FOR-0003 '2015 13/02/2016 N U 10/1987 F IRQ i 1000 UNS T-035
5 RIO BRA-ADR12-2016-RIO-0001  01/01/2015  02/03/2016 Y M '1‘380 35 F IRQ M 2000 sUC

6 RIO BRA-ADR12-2016-RIO-0002  01/01/2015  03/03/2016 Y F 12/1990 25 5 BLQ r 500 SNA

7 RIO BRA-ADR12-2016-RIC-0003  02/02/2015  13/02/2016 N u "1989 27 F ra " 1000 UNS

Warning: Never change the format of the column containing date information from
national-level files. As shown below, date information would be lost.

“text” to “date” format in any site-level or

. - Viral Viral Load . Lab
o - Date of First Date Enrolled Date of Current Genotyping .
Site Code Participant ID L : : Gender | . Load Value Specimen
ART Initiation Screened (Y/N) Birth ART Line : . . Successful .

1 : Result  (copies/mL}) Code
2 FOR BRA-ADR12-2016-FOR-0001 01/01/2015  02/03/2016 Y M 41317 F IRC 2000 suc T-034
3 FOR BRA-ADR12-2016-FOR-0002  01/2015 03/03/2016 Y F 41340 5 BLO i 50 SNA T-034
4 FOR BRA-ADR12-2016-FOR-0003 '2015 13/02/2016 N U 41323 F IRQ i 1000 UNS T-035
5 |RIO BRA-ADR12-2016-RIO-0001  01/01/2015  02/03/2016 Y M 41347 35 F IRQ i 2000 suc

6 RIO BRA-ADR12-2016-RIO-0002 01/01/2015  03/03/2016 Y F 41390 25 s BLQ M 500 SNA

7 |RIO BRA-ADR12-2016-RIO-0003  02/02/2015  13/02/2016 N U 41374 27 F IRQ i 1000 UNS

Warning: Make sure all selected files are closed before importing. During consolidation at the national level, all site-level data
entry files being consolidated must be closed. Otherwise the message shown below will appear.

STEP 2:
Copy Data
from"Survey
Participants” to
Master Sheets

STEP 1:
Get a List of Files

STEP 3:
Copy Data from
"Participant ARV
Drug"
to Master Sheets

e
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To continue, click “No”.
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To continue, close all open files and reinitiate STEP 1.

Warning: If a file with the same name already exists, the file will be overwritten.

9.4 Participant ARV drug worksheet

The “Participant ARV Drug” worksheet is blank before any
site-level data are added. The worksheet will be the National
Master Consolidated Repository for storing all participant-level
"ARV Drug” data.

A B C D E F
Participant ID ARV Drug Other ARV Drug Current ART (¥/N) Date Started ART Line
1
2
3
a
5]
6
7
5.4.1 STEP 3
Click on the “STEP 3" button in the “List” worksheet. All Master “Participant ARV Drug” worksheet. The ARV Drug
data from the “Participant ARV Drug” worksheets from the description that was entered into site-level data collection
selected files will be copied and pasted into the Consolidator tools is converted to a three-letter ARV Drug Code.
A 4 B B C D E F
For Current ART )
a Participant ID ARV Drug Other ARV Drug (Y/N) Date Started ART Line
2 BRA-ADR12-2016-FOR-0001 JZLN zidovudine + lamivudine + nevirapine Y 2015 F
3 BRA-ADR12-2016-FOR-0002 | ATR efavirenz + tenofovir + emtricitabine Y 01/2015 F
4 BRA-ADR12-2016-FOR-0003 |NVP nevirapine N 02/01/2015 F
5 |BRA-ADR12-2016-FOR-0003 | 3TC lamivudine N 02/01/2015 F
6 BRA-ADR12-2016-FOR-0003 |ZDV zidovudine N 02/01/2015 F
7 BRA-ADR12-2016-FOR-0003 UIE tenofovir + lamivudine + efavirenz _J/ Y 01/06/2015 F




IR - R

Participant 1D

BRA-ADAL2-2016-FOR-000L
BRA-ADRZ-MNN6-FOR-00O2
BRA-ADRLZ- 201 6-FOR-0003
BRA-ADAL2-2016-FOR-0003
BRA-ADR1Z-M16-FOR-DOO3
BRA-ADRLZ- 201 6-FOR-0003
BRA-ADAL2-2016-RIC-000L
BRA-ADRLZ-XNY16-RIC-D0O2

10 BRA-ADA1Z-M16-RIC-DO03

11

BRA-ADRLI- 201 6-RIC-U003

12 BRA-ADRL2-2016-RIC-0003

13

BRA-ADRLZ-MNN16-RIC-0003

ARV Drug

ZLN
ATR
HVE
arc

ZLN
ATR

3Ic

JLE

Othaer ARV Drug

Current ART (/M)

¥
L
L
L]
]
¥
¥
L
]
i
L]
L

Date Started

2015
01,/2015
2foLfa0s
02/01f2015
n2fo1f2015
01/06/2015
2015
01,/2015
m2/01/2015
zfoLfa0s
02/01f2015
01,/06/2015

ART Linw»

WM™ MMM ATM™ AWM

An “ADR12 Survey.xIsx” file will be created automatically and
saved in the same folder where the National Data Consolidator

Tool is located.

This “ADR12 Survey.xlsx” file has two worksheets: “Survey

MName

@ ADR12 Mational Data Conselidator Tool W1.5(28 09 2016 Country Mame).xlsm

Type

Microsoft Excel Macro-Enabled Worksheet

| E] ADR12 Survey.xlsx

Microsoft Excel Worksheet

Participants” and “Participant ARV Drug”. The “Survey

Participants” worksheet contains consolidated participant-

level data from all selected sites.

A B

1

2 FOR BRA-ADR12-2016-FOR-0001
3 |FOR BRA-ADR12-2016-FOR-0002
4 |FOR BRA-ADR12-2016-FOR-0003
5 |RIO BRA-ADR12-2016-RIO-0001
6 |RIO BRA-ADR12-2016-RIO-0002
7 |[RIO BRA-ADR12-2016-RIO-0003

AR

01/01/2015
01/2015
015
01/01/2015
01/01/2015
02/02/2015

02/03/2016
03/03/2016
13/02/2016
02/03/2016
03/03/2016
13/02/2016

Z < < 2 < =

c m=Z m=

41317
41340
41323
41347
41390
41374

35

27

1 1 K

F IRCL 2000
5 BLQ 50
F IRCL 1000
F IRCL 2000
5 BLQ 500
F IRCL 1000

sucC
SNA
UNS
sucC
SNA
UNS

T-034
T-034
T-035

»




The “Participant ARV Drug” worksheet contains consolidated
ARV drug data from all selected ART sites.

Mgt imipant 10 ARV Dy Cther ARV Dvug Curmnd ART [¥/N| Duatder Btarised ART Limpe

1

2 BRA-ADRLZ-2016-FOR-0001 LN ¥ 2015 F [
3 BRA-ADR12-2016-FOR-0002 ATR ¥ 012015 F

4 'BRA-ADR12-2016-FOR-0003 NVP N 02/0L/2015 F

5 BRA-ADR12-3015-FOR-0003 e N 02/0L/2015 F

i BRA-ADR1Z-2016 FOR-DO03 Y M o201 2mMs F il
7 BRA-ADR12-2016-FOR-MO03 TLE ¥ o1,/06, 25 F

B BRA-ADR1Z-2016-RIC. DO aim ¥ F L r
i_‘_ﬂRhnﬂ.ﬂRl]‘-?DjbﬂJmJ ATR ¥ IJ:'IJI'JI:I'I:: F

10 BRA-ADRLZ-2016-RIO-0003 NP N oforfans F

11 BRA-ADRLI-2016-RIO-0003 3TC N 02f01/a0s F

13 BRA-ADRLI-1016-RIC-0003 o N 0201/ 2004 F

13 BRA-ADR1Z-2016-AI0-0003 TLE ¥ 01/06/ 2015 F A

The final file “ADR12 Survey.xlsx” should undergo data
verification and validation at the national level using standard
best practices prior to using the file for data analysis or for
upload into the WHO HIVDR database for quality assurance
and global reporting.
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