
 
 
 
 
 

 
 
 
 
 
 

Data Transfer Protocol for IeDEA Multi-regional Collaborations 
 
 
 
 

Approved by the IeDEA Executive Committee on Thursday August 16, 2012 
 
 

Appendix A (IeDEA-DES Tables) revised  
by IeDEA Data Harmonization Working Group  

on April 14, 2015 
 

  



Summary: 
This document describes a protocol for IeDEA regional data coordination centers for exchanging data in 
support of multi-regional analyses. According to the proposed protocol and when applicable, all multi-
regional data requests and data transfers will reference and conform to a single IeDEA Data Exchange 
Standard (IeDEA-DES). The IeDEA Data Harmonization Working Group (DHWG) will be responsible for 
publishing the definitions that constitute the IeDEA-DES. When possible, the IeDEA-DES will be based on 
the HIV Cohorts Data Exchange Protocol (HICDEP). When there is a need for data elements that are not 
represented by the IeDEA-DES, then the DHWG supported by the INCC will work with the authors of the 
concept sheets and with relevant IeDEA working groups to define and append these new data elements 
into the IeDEA-DES. This will minimize the future duplication of effort by the regional data managers 
preparing these data elements. The INCC and interested investigators from IeDEA will work with the 
HICDEP organization on behalf of IeDEA to contribute the definitions of the new data elements for 
possible inclusion in future HICDEP versions. 
 
 

Scope: 
 This protocol will apply to all multi-regional concept sheets approved by the IeDEA Executive 

Committee (IeDEA-EC) after the adoption of this protocol. It does not apply to multi-regional data 
requests that have been approved prior to the adoption of this protocol. 

 The data definitions (IeDEA-DES) referenced in this protocol are only applicable to data exchange 
among regions or among multiple regions with collaborators external to IeDEA. Data definitions 
such as table structure, variable names, and variable codes adopted by the IeDEA regions for 
intra-regional data exchange and storage are under the autonomy of the regions and 
remain outside the scope of this protocol.  

 Multi-regional survey projects and similar prospective data collections are also outside the scope 
of this protocol.  

 This protocol provides Standard Operating Procedures (SOPs) for how multi-regional concept 
sheets will define and code the data elements that they request. This protocol specifies how 
data will be requested and transferred not which data should be requested and 
transferred. The concept sheet investigator will decide what data elements in the IeDEA-DES to 
request from other regions. The IeDEA regions maintain autonomy in choosing whether to 
participate fully, partially, or not at all in any given approved multi-regional study. 

 

Components of the IeDEA Data Transfer Protocol: 
1. Standard procedures for data request and transfer: specified by this document 
2. The IeDEA Data Exchange Standard: a reference document listing tables, variables, and codes that 

will be used to format the data for inter-regional exchange. It will be published and updated by the 
IeDEA DHWG as an appendix to this document and will be available via the IeDEA website. 

 
  



Procedure for Data Request and Transfer: 

Overview 
Multi-regional concept sheets are subject to IeDEA-EC review and approval. The multi-regional concept 
sheets typically include a Standard Operating Procedure (SOP) that provides a definition of the requested 
data elements for that particular study. After the adoption of this protocol, concept sheet principal 
investigators (CS-PIs) will start using the IeDEA-DES as the official standard for specifying the 
requested data elements. After approval of a specific concept sheet, the IeDEA regions will decide 
whether to participate and contribute data. Regional participation can be partial. For example, a region 
may elect to send data from only a subset of the sites within a region or for only a subset of the requested 
data elements. The regional data manager (RDM) – or a regional data contact person – will then transfer a 
copy of that region’s data or a subset thereof using the IeDEA-DES-compliant data elements chosen by the 
CS-PIs.  
 
 
 

 
 

This figure highlights the importance of standard compliance for efficient and seamless data harmonization. 
In the process depicted here, every regional data coordination center creates a standard-compliant copy of 
their regional database. This procedure can take place once, on a pre-determined schedule, or as the need 
arises depending on regional preference and capacity. The regional data coordination centers retain control 
of their local standard-compliant copy. Once an external request for data sharing is approved, the regional 
data managers share all or part of the standard-compliant version of their database. The work is also 
minimized for the multi-regional study investigators because their data management task is reduced to 
"stacking" or merging multiple datasets of identical table structure. Most of the data harmonization effort 
occurs early on in the form of one-time data standardization overhead. 

 



 

 
 

Data standardization is a multi-step process that involves both table transformation and data quality checks. 
The table transformation step takes as input data that is formatted according to the native regional database 
schema. The table structure (record structure, variable names) is transformed to match the data exchange 
standard. For coding variables, the coded values are mapped from the native to the standard coding scheme. 
This transformational step is similar to the Extraction, Transformation, and Loading (ETL) procedures that 
are commonly employed when merging databases. For seamless data harmonization to occur, conformance to 
syntactic structure (e.g. variable name) is not enough. The data exchange standard specifies a set of data 
quality constraints that are reasonable to expect for meaningful interpretation of the data to occur. For 
example, there is a minimum set of variables that will be needed to ensure that records are correctly and 
uniquely identified (e.g. unique patient id, site id, basic demographics) or for drug information to be 
unambiguously computed (e.g. a start date is required to accompany all medication records). Some of those 
semantic checks span multiple tables. For example, no entry is allowed in pregnancy-related tables unless the 
sex in the demographics table is "female" for that patient, or if a date of death is recorded in the follow-up 
table, then no subsequent observation is allowed in any other table for that patient. 

 

Role of Concept Sheet Principle Investigators (CS-PIs)  
The CS-PIs shall include a clear description of the data elements they are requesting for their study. This 
includes an enumeration of the requested tables and variables and a specification of those that are 
essential for participation in the study and those that are optional. If the data elements they are 
requesting are present within the IeDEA-DES tables, then the CS-PIs will list these tables/variables as-is 
in the concept sheet SOP. Otherwise, the CS-PIs will work with the DHWG to define a format for the 
additional data elements that they are requesting (see below). 
 
The CS-PIs will receive the data as specified by the concept sheet SOP from the regional data managers. 
They will be responsible for merging the data from the different participating regions, for submitting any 



record-level queries to the regions, and for preparing the merged data for final analysis. They should also 
expect to receive a clear description from the RDMs of the attributes of the shared data such as the date 
the database was closed, and the criteria for inclusion of records. 
 

Role of Regional Data Managers (RDMs) 
The RDMs main focus is to support the data operations within each region. Typically the data from the 
region’s participating sites is merged into a master database for regional analyses. The RDMs are also 
responsible for preparing data for external (to their region and sometimes to IeDEA) collaborators based 
on approved multi-regional concept sheets. After the adoption of this protocol, they should expect to 
receive all external requests for data using a consistent format that is based on the IeDEA-DES. If their 
sites have elected to participate in a multi-regional study, they will be responsible for sharing a copy of 
their database (or a subset thereof) that is IeDEA-DES-compliant as per that study’s SOP.  
 
It will be left to the RDMs to decide on the best approach they want to follow for preparing the IeDEA-
DES-compliant copy of their database. For example, they can generate that copy ad hoc every time their 
region participates in a new study. Another approach would be to construct an IeDEA-DES-compliant 
copy periodically (for example every year or every two years) as they build their regional master 
database. They can then draw and re-draw from this same IeDEA-DES-compliant copy to participate in 
multiple multi-regional concept proposals. This protocol does not specify the manner with which data are 
collected, prepared, or merged. It only specifies the structure, conventions, and data quality checks used 
for the data elements that the regions choose to share. The protocol also does not specify the date of 
closure of the shared database relevant to a data request. That will be left to the RDMs and to the regional 
policies. However, when sharing the data with a CS-PI, the RDMs should be prepared to clearly indicate 
the timeline with which the data was collected and the criteria with which the records were included. 
 
The protocol also does not specify which data elements should be collected. It is reasonable to expect that 
not all data elements in a given SOP are available or sharable by all regions. In this case, the RDMs simply 
do not provide the tables or leave the unavailable variables blank. The approval by a region to participate 
in a study does not bind that region to collect and submit every data element that was requested in that 
study’s SOP unless that was explicitly agreed upon by the region and the CS-PI prior to the region’s 
decision to participate. As mentioned above, that agreement is beyond the scope of this protocol 
 

Role of IeDEA Data Harmonization Working Group (DHWG) 
During the concept sheet proposal stage, the DHWG with INCC support will work with CS-PIs to specify 
the IeDEA-DES data elements they require. It is reasonable to expect that the required data elements for a 
given study will need to be represented by tables, variables, or codes that do not exist in the IeDEA-DES. 
In this case, the DHWG with INCC support will work with CS-PI and relevant working groups to update 
the IeDEA-DES to include the required definitions as described below. Future concept sheets can re-use 
the newly added data elements thereby minimizing the duplication of work by RDMs in the future 
 

Role of the IeDEA Network Coordinating Center (INCC) 
After the approval of a concept sheet by the IeDEA-EC, the INCC will catalogue and share all the data 
elements that were requested as part of that concept sheet. This will allow the tracking of the data 
elements that are most commonly used across future concept sheets. The INCC, as well as interested 
members of the DHWG or other working group, will work with the HICDEP organization to discuss and 
reconcile any discrepancies between the IeDEA-DES and HICDEP. Please see the sections below. 



The IeDEA Data Exchange Standard (IeDEA-DES) 

Structure of the IeDEA-DES 
The IeDEA-DES is a reference document listing tables, variables within tables, and the codes that are used 
for standard categorical variables. It is the intention of the IeDEA network for the IeDEA-DES to be 
compatible when possible with the HICDEP table definitions and variable formatting conventions. The 
tables listed in the IeDEA-DES will be designated as: 

1- HICDEP table: Tables designated as such will be based completely on the corresponding table in 
HICDEP and in effect will be adopted as-is from HICDEP. 

2- HICDEP-plus table: Tables designated as HICDEP+ will be based on corresponding HICDEP 
tables, but will also contain supplemental variables and codes that are not present in the HICDEP 
standard. As such, they provide a “superset” of the elements required for the HICDEP standard but 
are essentially compatible with HICDEP. 

3- Non-HICDEP: This designation will be applied to tables that are non-HICDEP compliant. They may 
have been defined based on HICDEP tables with significant modifications to existing codes or 
variables or they may have been defined de novo by IeDEA investigators.  

The DHWG with INCC support will be responsible for maintaining and publishing the IeDEA-DES as it 
continues to evolve. 
 

Procedure for Updating the IeDEA-DES to Include Previously Undefined Data Elements 
If a concept sheet proposes to request and analyze data elements that are not represented by IeDEA-DES, 
then the DHWG with INCC support will work with the CS-PIs and the relevant working groups (e.g. 
clinical outcomes, pediatrics, cancer, etc) to update the IeDEA-DES within 6 weeks from notification of 
the DHWG. When updating the IeDEA-DES, the first considerations will be whether corresponding data 
elements exist in the most recent version of HICDEP and whether the HICDEP representation is suitable. 
If HICDEP does not provide an acceptable representation for the scientific purpose of the concept sheet, 
then the DHWG working group (working with the CS-PIs and relevant working group) will define the 
appropriate data element and append that definition to the IeDEA-DES. 
 

Maintaining Correspondence between IeDEA-DES and HICDEP 
It is the intention of the IeDEA network to follow when possible the definitions and conventions of the 
HICDEP standard. This cooperative effort will support a single global HIV data exchange standard when 
possible, promote goodwill, and simplify global analyses that merge IeDEA and EuroCoord data. The INCC 
and interested IeDEA investigators will participate in the HICDEP discussion boards and will attempt to 
reconcile or incorporate elements from IeDEA-DES tables designated as HICDEP-plus or non-HICDEP into 
the HICDEP standard. 
 
The HICDEP standard will be updated at least annually1. The HICDEP organization invites suggestions 
and feedback from HICDEP users for inclusion of new data elements and codes that arise with new 
science and with the adoption by new cohorts with different characteristics. Change has mostly occurred 
due to the addition of new data tables/variables/code rather than the modification of existing data 
elements. This is an opportunity for IeDEA to contribute new data elements into the standard. The DHWG 
will monitor the release of newer versions of HICDEP. When a new version of HICDEP is published, the 
DHWG will examine the designation of each of the IeDEA-DES tables as HICDEP/HICDEP+/Non-HICDEP. 
The DHWG may determine that these designations will need to be adjusted based on the content of the 
newer HICDEP version.  

                                                        
1 http://hicdep.org/wiki/ReleaseProcess 



Appendix A: IeDEA-DES Tables 
(note: the Data Harmonization Working Group will be responsible for updating and publishing the most 
recent revisions of this section of the data transfer protocol both in printable and online format. Once 
tables are approved and designated as either HICDEP+ or Non-HICDEP, this document will need to 
provide additional documentation of the modified or additional data elements that constitute these 
tables.) 
 
Date last revised: Tuesday April 14, 2015 (Text in green represent recently approved changes) 
Designations based on HICDEP version 1.8 
 
 
 
Table Name Description Not Yet 

Designated 
HICDEP HICDEP+ 

Non-
HICDEP 

tblART antiretroviral drugs   X  

tblBAS basic Information   X  

tblCANC cancer diagnoses     

tblCENTER site-specific information    X 

tblCEP clinical events including serious non-
AIDS conditions 

X    

tblDELIVERY_CHILD delivery information related to child X    

tblDELIVERY_MUM delivery information related to 
mother 

X    

tblDIS diseases (CDC-C)   X  

tblLAB laboratory tests X    

tblLAB_BP blood pressure X    

tblLAB_CD4 CD4 measurements   X  

tblLAB_RES resistance testing information X    

tblLAB_RES_LVL_1 nucleoside sequence for PRO and RT X    

tblLAB_RES_LVL_2 mutations and positions of PRO and 
RT sequences 

X    

tblLAB_RES_LVL_3 resistance result X    

tblLAB_RNA viral assay   X  

tblLAB_VIRO viro-/serological Tests X    

tblLTFU death and drop-out   X  

tblMED medicines X    

tblNEWBORN information related to newborns X    

tblNEWBORN_ABNORM information related to abnormalities 
of newborn 

X    

tblOVERLAP participation in other cohorts X    

tblPREG general pregnancy-related 
information 

X    

tblPREG_OBS obstetrical problems X    

tblPREG_OUT pregnancy outcome X    

tblPROGRAM linking sites to programs    X 

tblREFILL prescription refills X    

tblSAMPLES biological sample storage X    

tblVIS visit-related information   X  

 
  



tblCENTER 
 
Relation to HICDEP: NON-HICDEP 
 
 
Field Format Description 
CENTER character Code for Clinic/Centre/Hospital 

where patient is seen. Needs to be 
unique within each region. 

PROGRAM character Program with which the center is 
associated 

NAME character Proper name to identify center 
COUNTRY character 3-letter ISO code 
PROVINCE character (Optional) Proper name to identify 

province 
DISTRICT character (Optional) Proper name to identify 

district 
CITY character (Optional) Proper name to identify 

city 
GEOCODE_LAT Numeric Latitude 
GEOCODE_LON Numeric Longitude 
RURAL numeric: 

    1 = Urban 
    2 = Mostly urban 
    3 = Mostly rural 
    4 = Rural 
    9 = Unknown 

Code for the site situation (facility 
location) 

LEVEL numeric 
1 = Health centre 

2 = District hospital 

3 = Regional, 

provincial or 

university hospital 

9 = Unknown 

Code for level of care 

ADULTPED character: 
“PED,” “ADULT”, or 
“BOTH” 

Population the center serves 

OPEN_D yyyy-mm-dd (Optional) Date of opening of 
dataset: earliest date for which data 
were included from this site 

CLOSE_D yyyy-mm-dd Date of closing of dataset 
ADD_CENTER yyyy-mm-dd Inclusion date: date that the site was 

added to the cohort 
DROP_CENTER yyyy-mm-dd (Optional) Exclusion date: date that 

the site was dropped from the cohort 
 
 
  



tblPROGRAM 
 
Relation to HICDEP: NON-HICDEP 
 
  

Field Format Description 
PROGRAM Character   Program name 
REGION Character 

“AP” = Asia-Pacific 
“CA” = Central Africa 
“CN” = Caribbean, Central and South 

America 
“EA” = East Africa 
“NA” = North America 
“SA” = Southern Africa 
“WA” = West Africa 

Region of Operation 
 



tblBAS (Main) 
 

Relation to HICDEP: HICDEP + 
 

Field Format Description 
PATIENT character (or numeric if 

possible) 
Code to identify patient (Cohort Patient 
ID) 

PROGRAM character (Optional variable) Direct one-to-one 
link from the patient to their program 

BIRTH_D (_A) yyyy-mm-dd Birth date 
ENROL_D (_A) yyyy-mm-dd Date of enrolment into the cohort 
GENDER numeric: 

    1 = Male 
    2 = Female 
    9 = Unknown 

Gender/sex 

MODE numeric Code for mode of infection see table 
“Code” below 

NAIVE_Y numeric: 
    0 = No 
    1 = Yes 
    9 = Unknown 

Is the patient ART-naïve upon 
enrollment? 

HAART_D (_A) yyyy-mm-dd Date of ART start 
 

 
Fields Omitted 
FRSVIS_D 
HEIGH 
ORIGIN 
ETHNIC 
SEROCO-D 
RECART_Y 
AIDS_Y 
AIDS_D 
 
 

Code Mode of infection 
1 homo/bisexual 
2 injecting drug user 
3 (1+2) 
4 haemophiliac 
5 transfusion, non-haemophilia related 
6 heterosexual contact 
7 (6+2) 
8 Perinatal 
9 Sexual contact (homo/hetero not specified) 
10 Sexual abuse 
90 other, (specify) 
99 unknown 
   
  



tblLTFU (Main) 
 
Relation to HICDEP: HICDEP+ 
 

Field Format Description 
PATIENT character or numeric  Code to identify patient (Cohort Patient ID) 
DROP_Y numeric: 

    0 = No 
    1 = Yes 

Has the patient dropped out? 

DEATH_Y numeric: 
    0 = No 
    1 = Yes 

Has the patient died? 

DEATH_D (_A) yyyy-mm-dd Date of Death 
L_ALIVE_D (_A) yyyy-mm-dd Last date of information for patient        
TRANSFER_D (_A) yyyy-mm-dd Date patient transferred care to another 

facility  
 
Fields Omitted 
DROP_D 
DROP_RS 
AUTOP_Y 
DEATH_R1 
DEATH_RC1 
DEATH_R2 
DEATH_RC2 
DEATH_R3 
DEATH_RC3 
  



tblART (Anti-retroviral medication dataset) 
 
Relation to HICDEP: HICDEP + 
 
 

Field Format Description 
PATIENT character (or numeric if 

possible) 
Code to identify patient (Cohort Patient ID) 

ART_ID character. see coding 
table for valid codings. 

Represents the antiretroviral treatment 

ART_SD (_A) yyyy-mm-dd Date of initiation of treatment 
ART_ED (_A) yyyy-mm-dd Date of stopping of treatment 
ART_RS character see coding 

table for valid codings. 
Reason for stopping treatment 

ART_RS2 character see coding 
table for valid codings. 

Additional reason for stopping treatment 

ART_RS3 character see coding 
table for valid codings. 

Additional reason for stopping treatment 

ART_RS4 character see coding 
table for valid codings. 

Additional reason for stopping treatment 

 
 
 
Code (Extended ATC Codes) Anti-Retroviral Drugs 
J05A ART unspecified 
J05A-BEV Beviramat 
J05A-PBT Participant in Blinded Trial 
J05AE PI unspecified 
J05AE-MOZ Mozenavir (DMP-450) 
J05AE01 Saquinavir (gel, not specified)  
J05AE01-SQH Saquinavir hard gel (INVIRASE) 
J05AE01-SQS Saquinavir soft gel (FORTOVASE) 
J05AE02 Indinavir (CRIXIVAN) 
J05AE03 Ritonavir (NORVIR) 
J05AE03-H Ritonavir high dose (NORVIR) 
J05AE03-L Ritonavir low dose (NORVIR) 
J05AE04 Nelfinavir (VIRACEPT) 
J05AE05 Amprenavir (AGENERASE) 
J05AR10  Lopinavir/Ritonavir (Kaletra). Former code: J05AE06 
J05AE07 Fos-amprenavir (Telzir, Lexiva) 
J05AE08 Atazanavir (Reyataz) 
J05AE09 Tipranavir (Aptivus) 
J05AE10 Darunavir (TMC-114, Prezista) 
J05AF NRTI unspecified 
J05AF-ALO Alovudine 
J05AF-AMD Amdoxovir (DADP) 
J05AF-FOZ Fozivudine tidoxi 
J05AF-LDN Lodenosine (trialdrug) 
J05AF-RVT Reverset 



Code (Extended ATC Codes) Anti-Retroviral Drugs 
J05AF01 Zidovudine (AZT, RETROVIR) 
J05AF02 Didanosine (ddI) (VIDEX) 
J05AF03 Zalcitabine (ddC) (HIVID) 
J05AF04 Stavudine (d4T) (ZERIT) 
J05AF05 Lamivudine (3TC, EPIVIR) 
J05AF06 Abacavir (1592U89) (ZIAGEN) 
J05AF07 Tenofovir (VilREAD) 
J05AF08 Adefovir (PREVEON) 
J05AF09 Emtricitabine 
J05AF10 Entecavir 
J05AF11 Telbivudine 
J05AG NNRTI unspecified 
J05AG-CPV Capravirine 
J05AG-DPC083 DPC 083 
J05AG-DPC961 DPC 961 

J05AG-EMV Emivirine (MKC442) 
J05AG04  Etravirine (TMC 125). Former code: J05AG-ETV 
J05AG-LOV Loviride 
J05AG05  Rilpivirine (TMC-278). Former code: J05AG-RPV 
J05AG01 Nevirapine (VIRAMUN) 
J05AG02 Delavirdine (U-90152) (RESCRIPTOR) 
J05AG03 Efavirenz (DMP-266) (STOCRIN, SUSTIVA) 
J05AR01 Combivir (Zidovudine/Lamivudine) 
J05AR02 Kivexa (Lamivudine/Abacavir) 
J05AR03 Truvada (Tenofovir/Emtricabine) 
J05AR04 Trizivir (Zidovudine/Lamivudine/Abacavir) 
J05AR05 Douvir-N (Zidovudine/Lamivudine/Nevirapine) 
J05AR06 Atripla (Emtricitabine/Tenofovir/Efavirenz) 
J05AR07 Triomune (Stavudine/Lamivudine/Nevirapine) 
J05AR08 Eviplera/Complera (Emtricitabine/Tenofovir/Rilpivirine) 
J05AR09 Stribild (Emtricitabine/Tenofovir/Elvitegravir/Cobicistat) 
J05AR10 Kaletra/Aluvia (Lopinavir/Ritonavir) 
J05AR11 Lamivudine, tenofovir disoproxil and efavirenz 
J05AR12 Lamivudine and tenofovir disoproxil 
J05AR13 Lamivudine, abacavir and dolutegravir 
J05AR14 Darunavir and cobicistat 
J05AX11  Elvitegravir (Gilead). Former code: J05AX-EVG 
J05AX-VIC Vicriviroc (Schering) 
J05AX07 Enfurvirtide (Fuzeon , T-20) 
J05AX08 Raltegravir (Merck) 
J05AX09 Maraviroc (Pfizer) 
J05AX12 Dolutegravir 
J05AX-CAB Cabotegravir (GSK-744) 
L01XX05 Hydroxyurea/Hydroxycarbamid (Litalir) 
V03AX03 Cobicistat 

 
 



Code Reason for Treatment Discontinuation 

1 Treatment failure (i.e. virological, immunological, and /or clinical failure) 

1.1 Virological failure 

1.2 Partial virological failure 

1.3 Immunological failure – CD4 drop 

1.4 Clinical progression 

2 Abnormal fat redistribution 

3 Concern of cardiovascular disease 

3.1 Dyslipidaemia 

3.2 Cardiovascular disease 

4 Hypersensitivity reaction 

5 Toxicity, predominantly from abdomen/G-I tract 

5.1 Toxicity – GI tract 

5.2 Toxicity - Liver 

5.3 Toxicity – Pancreas 

6 Toxicity, predominantly from nervous system 

6.1 Toxicity - peripheral neuropathy 

6.2 Toxicity - neuropsychiatric 

6.3 Toxicity - headache 

7 Toxicity, predominantly from kidneys 

8 Toxicity, predominantly from endocrine system 

8.1 Diabetes 

9 Haematological toxicity (anemia …etc.) 

10 Hyperlactataemia/lactic acidosis 

15 Social contra-indication  

16 Contra-indication unspecified 

16.8 Contra-indication expired 

16.9 Contra-indication – other 

17 MTCT regimen completed 

88 Death  

90 Side effect - any of the above not mentioned 

90.1 Comorbidity 

91 Toxicity – other (not mentioned above) 

91.1 Toxicity - unspecified 

92 More effective treatment available 

92.1 Simplified treatment available 

92.2 Treatment too complex 

92.3 Drug interaction 

92.31 Drug interaction - commencing TB/BCG treatment 

92.32 Drug interaction - ended TB/BCG treatment 

92.33 Change in eligibility criteria (e.g. child old enough for tablets; refrigerator no longer 
available) 

92.4 Protocol change 

92.9 Change in treatment not due to side-effects, failure, poor adherence or contra-
indication 

93 Structured Treatment Interruption (STI) 



Code Reason for Treatment Discontinuation 

93.1 Structured Treatment Interruption (STI)-at high CD4 

94 Patient's wish/ decision, not specified above 

94.1 Non-compliance 

94.2 Defaulter 

95 Physician’s decision, not specified above (note overlap with standard code 

96 Pregnancy 

96.1 Pregnancy intended 

96.2 Pregnancy ended 

97 Study treatment 

97.1 Study treatment commenced 

97.2 Study treatment completed 

97.6 Drug not available 

98 Other causes, not specified above 

99 Unknown 

  



tblLAB_RNA (Labtests) 
 

Relation to HICDEP: HICDEP + 
 
 

Field Format Description 
PATIENT character (or numeric if 

possible) 
Code to identify patient (Cohort Patient ID) 

RNA_D (_A) yyyy-mm-dd Date of measurement 
RNA_V numeric (per 

microliter): -1 = 
undetectable or 
detection limit as 
negative value 

HIV-RNA measurement value 

RNA_L numeric  Lower Limit of HIV-RNA Assay 
RNA_T Numeric (see coding 

table) 
IF AVAILABLE, What type of VIRAL ASSAY was 
used for this measurement? 

 
Code Viral assay used 

5 Roche TaqMan 

10 Roche 1.0 

15 Roche 1.5 ultra-sensitive 

19 Any Roche (unspecified) 

20 NASBA 

21 NASBA ultra-sensitive 

29 Any NASBA (unspecified) 

31 Chiron b-DNA 1.0 

32 Chiron b-DNA 2.0 

33 Chiron b-DNA 3.0 

39 Any Chiron (unspecified) 

40 Abbott ultra-sensitive 

41 Abbott LCx 

42 Abbott RealTime HIV-1 m2000 

50 Monitor 1.0 

51 Monitor 1.0 ultra-sensitive 

55 Monitor 1.5 

56 Monitor 1.5 ultra-sensitive 

59 Monitor unspecified 

65 Cobas 1.5 

66 Cobas 1.5 ultra-sensitive 

90 Other 

99 Unknown 

  



tblLAB_CD4 (Labtests) 
 

Relation to HICDEP: HICDEP + 
Comments: Field CD4_U added to ‘core fields’ table from ‘additional fields’ table 
 

Field Format Description 
PATIENT character (or numeric if 

possible) 
Code to identify patient (Cohort Patient ID) 

CD4_D (_A) yyyy-mm-dd Date of measurement 
CD4_V numeric -1 = 

undetectable or 
detection limit as 
negative value 

Value of CD4 measurement 

CD4_U numeric with codes: 
    1 = cells/µl 
    2 = % 

Unit of measurement 

 
  



tblDIS  (Opportunistic infections) 
 

Relation to HICDEP: HICDEP+  
Comments: Note new coding table for DIS_ID 
 
 
 

Field Format Description 
PATIENT character (or numeric if 

possible) 
Code to identify patient (Cohort Patient ID) 

DIS_ID character. see coding 
table for valid codings. 

Code to identify event 

DIS_D (_A) yyyy-mm-dd Start date of event 
DIS _ED (_A) yyyy-mm-dd End date of event 
DIS_WD numeric. see coding 

table for valid codings. 
Means of diagnosis 

 

Fields Omitted 
DIS_OTH 
 
 

Codes Description 
PGL Persistent Generalized Lymphadenopathy 
ANGC Angular cheilitis 
FNIF Fungal nail infections of fingers 
HZS Herpes zoster (single dermatome)  
WTLM Moderate unexplained weight loss (<10% of body weight) 
PPE Papular pruritic eruptions 
RTIR Recurrent or chronic respiratory tract infection (RTIs, sinusitis, bronchitis, 

otitis media, otorrhea, pharyngitis) 
ORUL Recurrent oral ulcerations 
SEBD Seborrheic dermatitis 
NUS Acute necrotising ulcerative stomatitis, gingivitis or periodontitis 

CANM Candidiasis (oral) (outside neonatal period)  
MCP Mycobacterium tuberculosis pulmonary 
OHLP Oral hairy leukoplakia 
WTLS Severe unexplained weight loss (>10% of body weight) 
BLD Unexplained anaemia (<8g/dl), and or neutropaenia (<500/mm3 – 2; 

<1000/mm3 - children), and or thrombocytopaenia (<50000/mm3) > 1 
month 

DIAC Unexplained chronic diarrhoea (> 1month for adults; >14 days for children) 

FEVC Unexplained persistent fever (> 1 month) 
DEM AIDS dementia complex 
MYCD Any disseminated mycosis 
BCNE Bacterial pneumonia, recurrent (>2 episodes within 1 year) 
BCGD BCG disease – disseminated 
CANT Candidiasis (trachea, bronchi or lungs) 
CANO Candidiasis oesophogeal 
CRVC Cervical cancer (invasive) 
CRCO Cryptococcosis extrapulmonary 



Codes Description 
CRSP Cryptosporidiosis (duration > 1 month) 
CMVR Cytomegalovirus (CMV) chorioretinitis (onset at age>1month) 
CMVO Cytomegalovirus other location (site other than liver, spleen or lymph nodes) 

(onset at age>1month) 
HERP Herpes simplex virus ulcers (duration > 1 month)  
HIST Histoplasmosis extrapulm. 
ENC HIV encephalopathy 
WAST HIV Wasting Syndrome 
ISDI Isosporiasis diarrhoea (duration > 1 month) 
KS Kaposi Sarcoma 
LEIS Leishmaniasis visceral 
MCDI Microsporidosis diarrhoea (duration > 1 month) 
MC Mycobacterium avium complex (MAC) or Kanasii extrapulm. 
MCXO Mycobacterium extrapulm. other (excluding BCG in children) 
MCX Mycobacterium tuberculosis extrapulmonary 
NHGP Non-Hodgkin Lymphoma primary brain lymphoma 
NHGI Non-Hodgkin Lymphoma, diffuse large B-cell lymphoma (immunoblasti or 

centroblastic) 
PCP Pneumocystis carinii pneumonia  
LEU Progressive multifocal leucoencephalopathy 
BCIR Recurrent severe presumed bacterial infection (excluding pneumonia)  

SAM Salmonella bacteraemia (non-typhoid) recurrent 
TOX Toxoplasmosis brain (outside neonatal period) 
HERPV Visceral herpes simplex infection 
 
 

Code Means of diagnosis 
1 Definitive diagnosis 
2 Presumptive diagnosis 
3 Diagnosis from autopsy 
4 Diagnosis from registry 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



tblVIS (Visit related information) 
 
Relation to HICDEP: HICDEP+ 
 
Field Format Description 
PATIENT_ID character (or numeric if 

possible) 
Code to identify patient (Cohort Patient 
ID) 

CENTER character Code for Clinic/Centre/Hospital where 
patient is seen. 

VIS_D (_A) yyyy-mm-dd Date of patient visit 
WEIGH numeric: 999 = 

Unknown 
Weight of patient at visit in kilograms 
(kg) 

HEIGH numeric: 999 = 
Unknown 

Height/length of patient at visit in 
meters (m) 

CDC_STAGE N, A, A1, A2, A3 
B, B1, B2, B3 
C, C1, C2, C3 
9= Unknown 

Clinical CDC stage at visit 

WHO_STAGE numeric: 
    1  
    2  
    3  
    4  
    9 = Unknown 
  

Clinical WHO stage at visit 

 
Fields Omitted 
GAIN_Y 
LOSS_Y 
 
  



General Conventions 
 
Boolean Variables 
Generally, Boolean variables would end with the suffix  _Y and the convention (unless stated otherwise) is 
to use 0: No; 1: Yes, and 9: Unknown 
 
Date Specification of Precision  
(Based on HICDEP date conventions) 
The format of YEAR-MONTH-DAY is best for precise dates, however, it might be that some cohorts are 
limited to representing date data at the level of the month or year only.  
 
In case the date day is unknown, the date should be coded as the 15th of the month, so that 1999-12-?? 
becomes 1999-12-15.  This enables the date to be no more than 15 days away from the actual date. 
 
In case both the month and day are unknown, the date should be coded from the mid-point of the year, so 
that 1999-??-?? becomes 1999-07-01. 
 
If the year is unknown but the presence of the date value is needed, a fictitious date should be used that 
couldn’t be mistaken with an actual date. An unknown year should be coded as 1911-11-11. 
 
For issues regarding the precision of the dates, a character code is used to specify at which degree the 
day, month, or year date is precise.  The annotation variable will have the same name as the date variable 
with the additional suffix _A.  For example, the precision of BIRTH_D will be annotated using additional 
optional variables called BIRTH_D_A.   
 
Character 
Code 

Precision of date 

< Before this date 
D Exact to the date 
M Exact to the month 
Y Exact to the year 
> After the date 
U Unknown 
 
During QA, it is the DHWG recommendation that malformed dates be treated as missing values 
 
Missing Values in Numerical Fields 
(pending discussion in DHWG) 
 
Revisions: February 15, 2013 
tblCENTER:  no changes 
tblBAS:  RECART_Y format changed to Boolean variables:  0: No; 1: Yes, 9: Unknown 
tblLTFU: no changes 
tblART: no changes 
tblLAB_RNA: no changes 
tblLAB_CD4: CD4_V per microliter unit deleted 
tblDIS: no changes 
tblVIS: CDC_STAGE categories added 
 
 

http://hicdep.org/wiki/Hicdep_1.50#Specificationofprecision


Revisions (comparing HICDEP 1.6): May 3, 2013  
tblCENTER:  no changes 
tblBAS:  variable HIGH added to ‘Fields Omitted’  
tblLTFU: no changes 
tblART: “(ALT/Hepatitis)” removed from Coding Table ‘Reason for Stopping Treatment’ 5.2 Toxicity- 
Liver 
tblLAB_RNA: variable RNA_T omitted as “new addition”  
tblLAB_CD4: no changes 
tblDIS: DIS_ID coding table (in IeDEA-DES ) dissimilar to DIS_ID coding table in HICDEP 1.6. DIS_ED now 
part of HICDEP (no more highlighted) 
tblVIS: LIVEWITH, HEALTHY_Y, HEIGH_P, WEIGH_P, HEADC, HEADC_P, and BREASTF_Y removed from 
‘Fields Omitted’ table 
 
Updates: May 7, 2013 (by DHWG) 
tblLTFU.DEATH_Y added (same as HICDEP) 
tblLTFU.DROP_Y added (same as HICDEP) 
tblLTFU.LASTVISIT_D dropped (can be computed from recently added tblVISIT) 
tblLTFU.LAST_INFO_D renamed to tblLTFU.L_ALIVE_D (to be consistent with HICDEP, same semantics) 
tblBAS.RECART_Y renamed to tblBAS.NAIVE_Y (slight different semantics, discussed in call) 
created tblPROGRAM, add tblCENTER.PROGRAM, remove tblBAS.CENTER, added tblVISIT.CENTER, and 

(with one additional amendment during the call), add tblBAS.PROGRAM as optional variable 
Recommend that malformed dates be treated as missing 
Add tblCENTER.NAME (proper name to identify a center) 
Add to tblCENTER four additional optional locations CITY, DISTRICT, PROVINCE, COUNTRY 
Add tblCENTER.ADULTPED which can take “PED”, “ADULT”, or “BOTH” 
 
Update: September 12, 2013 
tblCENTER.COUNTRY: changed to ISO 3-letter code 
 
Update: May 6, 2014  
tblCENTER.CENTER needs to be unique within each region 
tblCENTER.LEVEL added value 9 = “unknown” 
new variables tblCENTER.OPEN_D; tblCENTER.ADD_CENTER; tblCENTER.DROP_CENTER 
 
Update: February 2, 2015 
Removed yellow highlights – no more annotation of the delta from HICDEP 
Added blue sections to indicated proposed items. 
 
Update: March 16, 2015 
Added new ART_ID and RNA_T codes.   
Revised ART_ID & ART_RS codes to be consistent with HICDEP 1.8 
Added additional reasons for stopping ART to tblART 
Added 2 new codes for Mode of Infection (tblBAS) 
 
Update: April 14, 2015 
Corrected typos, accepted approved changes, updated list of tables in Appendix A wrt HICDEP 1.8 
 


