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1 Introduction 
1.1 General Remarks

· This document provides guidance on the preparation of data for transfer to the Regional Data Center (RDC) for the East Africa IeDEA Consortium. Changes are highlighted in blue.
· The Executive Committee of EA-IeDEA has approved the creation of a Minimum Data Set (MDS) which is consistent with the proposed minimum data set for the entire IeDEA Consortium.
· A small group consisting of the East African IeDEA PI’s, the Regional Program Director, and the Regional Data Manager has proposed a specific Minimum Data Set which hopes to fulfill the following requirements:  1) contain sufficient data to be useful as a research database but at the same time does not represent an unacceptable burden to participating sites or to the RDC; 2) ensures the continuity of data collection and processing across all sites.  
· Each site will 
· Provide a data dictionary detailing the content, structure, format, coding of responses and meaning of each variable.  
· Provide a copy of the current data collection forms including the variable names and coding conventions (see section 4.3 for more details).

· Complete the “Description of Data Submitted to EA IeDEA” form found in Appendix III. The RDC will provide instructions via e-mail for online entry of this form.
· It is expected that there will be missing data for some patients and variables that are not collected or are unavailable.  Details of such missing data/variables should be provided in the “Description of Data Submitted to EA IeDEA” form along with an explanation of the obstacles and future plans to obtain.  
· Data transmissions from collaborating institutions to the RDC will ideally be made once a year with interim data requested as necessary to resolve data issues or for participation in specific concept proposals.  
· Thank you very much for your contribution to this collaborative project!

1.2 Inclusion criteria for patients
· Adults: Please include all patients with documented HIV infection cared for at your site.

· Children: Please include all patients who are HIV-positive or HIV-exposed and cared for at your site. 

· It is intended that data be transferred on all patients regardless of whether or not they are receiving highly active antiretroviral therapy (HAART) or combination antiretroviral therapy (cART).
· Some patients will have been in care at another facility prior to commencing care at your site. These patients should be included in the dataset. All treatment and AIDs-defining/AIDs-associated event history prior to commencing care at your site should be recorded as much as possible using unknown codes where necessary.
· Because of data corrections/additions, previously submitted data should be updated as needed and resubmitted along with new data collected since the previous submission.

2 Adult Minimum Data Set 

Below are the lists of variables that should be collected, processed and submitted to the Regional Data Center for adult patients.
2.1 Adult Cross-Sectional Variables
	Variable
	Inclusion

	Format
	Description

	Patient ID
	M
	Numeric or Alphanumeric
	Unique, anonymous, patient identifier

	Date of Birth
	M
	Date (dd-mm-yyyy)
	Date of birth. If only year is known, enter 01-01 for the day and month.  If month and year are known but day is not, enter 01 for the day.  

	Date of Birth Estimated
	M
	N/Y or 0/1

	Enter N or 0 if exact date of birth is known; Y or 1 otherwise 

	Gender
	M
	M/F or 1/2
	Sex/Gender of patient

	Height
	M
	Numeric
	Height in cm

	Deceased
	M
	0/1
	Current vital status

	Date of Death
	m
	Date (dd-mm-yyyy)
	Date of death. If only year is known, enter 01-01 for the day and month.  If month and year are known but day is not, enter 01 for the day.  

	Date of Death Estimated
	m
	N/Y or 0/1
	Enter N or 0 if exact date of death is known; Y or 1 otherwise 

	HIV Status
	M
	
	HIV status (positive, negative, exposed-status indeterminate, unknown)

	Mode of Infection
	m
	
	Mode of HIV infection (perinatal, homo/bisexual contact, heterosexual contact, sexual contact (homo/hetero not specified), transfusion, injecting drug user, sexual abuse, other, unknown)

	Date of AIDS diagnosis (prior to enrolment at this site)
	m
	Date (dd-mm-yyyy)
	Date of AIDS diagnosis (i.e. WHO stage 3 or 4 or CDC category C diagnosis)

	Ever received ARV for PEP (prior to enrol-ment at this site)
	m
	0/1
	0=patient has never received ARVs for post exposure prophylaxis (PEP)

1=patient has received ARVs for PEP

	Ever received ARV for pMTCT (prior to enrol-ment at this site)
	m
	0/1
	0=patient has never received ARVs for prevention of mother to child transmission (pMTCT)

1=patient has received ARVs for pMTCT

	Type of pMTCT received (prior to enrolment at this site)
	m
	
	Single-dose NVP, dual therapy, triple therapy.  Indicate all that apply for all pregnancies in which pMTCT was used.

	Treatment Naïve 

(at enrolment with the exception of pMTCT or PEP)
	M
	0/1
	0=patient has been previously treated with antiretroviral therapy for 
reasons other than pMTCT or PEP
1=patient is treatment naïve (has never received ART)

	HAART/cART Start Date (prior to enrolment at this site)
	M
	Date (dd-mm-yyyy)
	Date of HAART/cART  initiation prior to enrolment at this site (exclude pMTCT)

	HAART/cART Start Date
	M
	Date (dd-mm-yyyy)
	Date of HAART/cART  initiation (exclude pMTCT)

	TB Diagnosis
	M
	0/1
	Has the patient ever been diagnosed with TB prior to enrolment at this site

	TB Treatment
	M
	
	TB treatment (none, completed, current, defaulted) prior to enrolment at this site

	Disclosure of HIV Status

	O
	N/Y or 0/1 and to whom
	Has the patient disclosed HIV status to anyone?  If yes, who (such as spouse, partner, other family member, other household member, friend, other)

	Marital Status3
	O
	
	Marital status: never married, married, living with partner, separated, divorced, widowed

	Number of children3
	O
	
	Number of living children birthed/sired 

	Education3
	O
	
	Number of school years completed

	Religion3
	O
	
	

	Entry point to care 
	O
	
	Route by which patient entered into care/treatment (i.e., VCT, TB clinic, pMTCT, inpatient wards, etc.)

	Family ID
	O
	
	Identifier to link patients in same family/household

	Drop Out
	m
	0/1
	Patient is no longer receiving care (dropped out) at this site.

	Reason for Drop Out
	m
	
	Reason patient has dropped out: transferred to another center, not infected, lost to follow-up, moved away, consent withdrawn, incarcerated, institutionalized, etc.


2.2 Adult Longitudinal Variables

· It is assumed that for each of the following variables there is an associated, known date of observation, visit or collection
	Variable
	Inclusion

	Format
	Description

	Patient ID
	M
	Numeric or Alphanumeric
	Unique, anonymous, patient identifier

	Date of Visit
	M
	Date (dd-mm-yyyy)
	Date of visit, observation or collection  

	Clinic Site
	M
	
	Name or code of HIV clinic where patient receives care

	Travel time to clinic
	O
	
	Length of time to travel from home to clinic or distance (km) between home and clinic

	Payer Source
	O
	
	Self-pay vs. other

	Gender Identification
	M
	
	Current gender identification (male, female, transgender male, transgender female, other, unknown)

	Pregnant
	m
	0/1

	Currently pregnant

	LNMP Date
	m
	Date (dd-mm-yyyy)
	Start date of Last Normal Menstrual Period

	First ANC Date
	m
	Date (dd-mm-yyyy)
	Date of first antenatal care visit

	Gestation Age (weeks)
	m
	Numeric
	If pregnant, number of weeks from the first day of the last menstrual cycle

	Fetal Ultrasound
	m
	
	Ultrasound of fetus (none, normal, abnormal, unknown)

	Delivery Date
	m
	Date (dd-mm-yyyy)
	Date of delivery

	Pregnancy Outcome
	m
	
	Live birth, stillbirth, miscarriage, abortion

	Delivery Location
	m
	
	Location of delivery (health facility, home, other, unknown)

	Planned home delivery
	m
	N/Y or 0/1
	If patient delivered at home, was it planned in advance?

	Delivery Assistance
	m
	
	Who assisted in with the delivery?

	Episiotomy / tear
	m
	N/Y or 0/1
	Did the patient receive an episiotomy or have a tear during delivery?

	Duration of rupture of membranes
	m
	
	Duration of rupture of membranes prior to delivery

	Missed Visit
	O
	0/1
	Patient missed scheduled visit

	Reason Missed Visit
	O
	
	Reason for missed visit 

	Next Scheduled Visit Date
	O
	Date (dd-mm-yyyy)
	Date of next scheduled visit

	Weight
	M
	Numeric
	Weight in kg

	WHO Stage
	M
	1-4 
	Clinical WHO stage

	Tobacco use
	O
	N/Y or 0/1
	Does the patient currently smoke or use other forms of tobacco?

	Alcohol use
	m
	
	Does the patient consume alcohol? (no, yes, unknown). Include screening/diagnostic tools such as AUDIT-C. 

	Mental Health Assessment
	m
	
	Mental health screening or diagnostic assessments such as PHQ.

	Mental Health Diagnoses
	m
	
	Mental health diagnoses

	Mental Health Medications
	m
	
	Medications for mental health

	HAART/cART Started or Currently Receiving
	M
	0/1
	

	Reason HAART/cART Started
	m
	
	pMTCT, Treatment of HIV/AIDS, pre- or post-exposure prophylaxis

	HAART/cART Regimen
	m
	
	Detailed list of ARVs 

	ART Regimen Formulation
	m
	
	Formulation of drugs (tablet/capsule, syrup/suspension, powder, subcutaneous, intravenous, intramuscular, unknown)

	ART combination
	m
	0/1
	Was ART given in a fixed-dose combination?

	HAART Stopped/Changed
	m
	0/1
	

	Reason HAART Stopped/Changed
	m
	
	

	ART Adherence
	O
	
	

	Systolic Blood Pressure
	m
	Numeric
	Systolic blood pressure

	Diastolic Blood Pressure
	m
	Numeric
	Diastolic blood pressure

	Laboratory Test Date
	m
	Date (dd-mm-yyyy)
	Date of specimen collection.  If collection date is not available, use Run date.  Provide a separate date for each lab result if necessary.  

	Fasting specimen sample
	m
	N/Y or 0/1
	Was the specimen taken while patient was fasting?  Provide a separate response for each lab result if necessary.

	Specimen type
	O
	
	Specimen type (whole blood, plasma, serum, 24-hour urine, urine). Provide a separate specimen type for each lab result if necessary.

	ALC
	M
	Numeric
	absolute lymphocyte count (cells/mm3)

	ALT (SGPT)
	O
	Numeric
	alanine aminotransferase

	CD4
	M
	Numeric
	CD4 cell count (cells/mm3)

	Viral Load
	M
	Numeric
	Viral Load

	Creatinine
	O
	Numeric
	Creatinine

	HCT
	O
	Numeric 
	Hematocrit

	HGB
	M
	Numeric
	Hemoglobin (g/dL)

	Platelet Count
	O
	Numeric
	Platelet Count

	WBC
	O
	Numeric
	White Blood Cell count

	Drug Resistance Testing
	O
	
	Drug resistance testing results

	PCP Prophylaxis 
	M
	0/1
	1=started at this visit or currently receiving

0=not receiving 

	PCP Prophylaxis Meds
	m
	
	Detailed list of PCP prophylaxis medications

	TB Prophylaxis
	M
	0/1
	1=started at this visit or currently receiving

0=not receiving

	TB Prophylaxis Meds
	m
	
	

	TB Treatment 
	M
	0/1
	1=started at this visit or currently receiving

0=not receiving

	TB Treatment Meds
	m
	
	

	TB Treatment Start Date
	m
	Date (dd-mm-yyyy)
	Date TB treatment initiated

	TB Treatment Stop Date
	m
	Date (dd-mm-yyyy)
	Date TB treatment stopped

	HIV Wasting Syndrome
	m
	0/1
	HIV Wasting Syndrome

	Pneumocystic Pneumonia
	m
	0/1
	Pneumocystic Pneumonia

	Recurrent severe bacterial pneumonia
	m
	0/1
	Recurrent severe bacterial pneumonia

	Chronic Herpes Simplex
	m
	0/1
	Chronic Herpes Simplex (mucocutaneous >1 month, or any visceral)

	Candidiasis (Oesophageal, Bronchi, Trachea, or Lungs)
	m
	0/1
	Candidiasis (Oesophageal, Bronchi, Trachea, or Lungs)

	Extrapulmonary Tuberculosis
	m
	0/1
	Extrapulmonary Tuberculosis

	Kaposi’s Sarcoma 
	m
	0/1
	Kaposi’s Sarcoma (KS)

	Cytomegalovirus Disease 
	m
	0/1
	Cytomegalovirus Disease (retinitis or other organs)

	Toxoplasmosis, CNS
	m
	0/1
	Toxoplasmosis, CNS

	HIV Encephalopathy
	m
	0/1
	HIV Encephalopathy

	Cryptococcosis, Extrapulmonary
	m
	0/1
	Cryptococcosis, Extrapulmonary (includes meningitis)

	Disseminated non-TB Mycobacterial infection
	m
	0/1
	Disseminated non-TB Mycobacterial infection

	Progressive Multifocal Leukoencephalopathy (PML)
	m
	0/1
	Progressive Multifocal Leukoencephalopathy (PML)

	Chronic Cryptosporidiosis
	m
	0/1
	Chronic Cryptosporidiosis (> 1 month duration)

	Chronic Isosporiasis
	m
	0/1
	Chronic Isosporiasis

	Disseminated Mycosis
	m
	0/1
	Disseminated Mycosis (extrapulmonary histoplasmosis or coccidiomycosis)

	Recurrent Septicemia
	m
	0/1
	Recurrent Septicemia (including non-typhoidal Salmonella)

	Lymphoma
	m
	0/1
	Lymphoma (cerebral or B-cell non-Hodgkin)

	Invasive cervical carcinoma
	m
	0/1
	Invasive cervical carcinoma

	Atypical disseminated leishmaniasis
	m
	0/1
	Atypical disseminated leishmaniasis

	Symptomatic HIV-associated nephropathy or symptomatic HIV-associated cardiomyopathy
	m
	0/1
	Symptomatic HIV-associated nephropathy or symptomatic HIV-associated cardiomyopathy

	Weight Loss > 10% of Body Weight
	m
	0/1
	Weight Loss > 10% of Body Weight

	Unexplained Chronic Diarrhea
	m
	0/1
	Unexplained Chronic Diarrhea (>1 month)

	Persistent Oral Candidiasis (Thrush)
	m
	0/1
	Persistent Oral Candidiasis (Thrush)

	Unexplained Prolonged Fever 
	m
	0/1
	Unexplained Prolonged Fever (intermittent or constant, >1 month above 37.5(C)

	Oral Hairy Leukoplakia
	m
	0/1
	Oral Hairy Leukoplakia

	Pulmonary Tuberculosis
	m
	0/1
	Pulmonary Tuberculosis

	Severe Bacterial Infection
	m
	0/1
	Severe Bacterial Infection (i.e. pneumonia, empyema, pyomyositis, bone/joint infection, meningitis, bacteremia)

	Acute necrotizing ulcerative stomatitis, gingivitis or  periodontitis
	m
	0/1
	Acute necrotizing ulcerative gingivitis or  periodontitis

	Unexplained anemia, neutropenia, and/or chronic thrombocytopenia 
	m
	0/1
	Unexplained anemia (<8 g/dl), neutropenia (<0.5 X 109 per L), and/or chronic thrombocytopenia (<50 X 109 per L)

	Weight Loss ≤ 10% of Body Weight
	m
	0/1
	Weight Loss ≤ 10% of Body Weight

	Recurrent Upper Respiratory Tract Infections
	m
	0/1
	Recurrent Upper Respiratory Tract Infections (bacterial)

	Herpes Zoster 
	m
	0/1
	Herpes Zoster

	Angular cheilitis
	m
	0/1
	Angular cheilitis

	Recurrent oral ulceration
	m
	0/1
	Recurrent oral ulceration

	Papular pruritic eruptions
	m
	0/1
	Papular pruritic eruptions

	Seborrheic Dermatitis
	m
	0/1
	Seborrheic Dermatitis

	Fungal nail infections
	m
	0/1
	Fungal nail infections

	Persistent Generalized Lymphadenopathy
	m
	0/1
	Persistent Generalized Lymphadenopathy (PGL)

	Asymptomatic HIV infection
	m
	0/1
	Asymptomatic HIV infection

	Date of VIA
	m
	Date (dd-mm-yyyy)
	Date of Cervical Cancer Screening with VIA

	VIA Results
	m
	
	Results of Cervical Cancer Screening with VIA

	Date of Cryotherapy
	m
	Date (dd-mm-yyyy)
	Date Cryotherapy done

	VIA Follow-up Plan
	m
	
	Follow-up plan for VIA

	Date of Colposcopy 
	m
	Date (dd-mm-yyyy)
	Date of Cervical Cancer Screening with Colposcopy

	Colposcopy Results
	m
	
	Results (findings and impressions) of Cervical Cancer Screening with Colposcopy

	Number of Colposcopy Biopsies
	m
	Numeric
	Number of biopsies taken during Colposcopy

	Colposcopy Biopsy Results
	m
	
	Pathology results from Biopsy(ies) taken during Colposcopy

	Colposcopy Follow-up Plan
	m
	
	Follow-up plan for Colposcopy

	Date of PAP Smear
	m
	Date (dd-mm-yyyy)
	Date of Cervical Cancer Screening with PAP Smear

	PAP Smear Results
	m
	
	Results of Cervical Cancer Screening with PAP Smear

	PAP Smear Follow-up Plan
	m
	
	Follow-up plan for PAP Smear

	Date of LEEP
	m
	Date (dd-mm-yyyy)
	Date of Cervical Cancer Screening with LEEP

	LEEP Results
	m
	
	Results of Cervical Cancer Screening with LEEP

	LEEP Follow-up Plan
	m
	
	Follow-up plan for LEEP


2.3 Adult Outreach Program Variables

· This section contains data on patients for whom tracing procedures are initiated as a result of missing a visit or being identified as lost to clinic. 
	Variable
	Inclusion

	Format
	Description

	Patient ID
	M
	Numeric or Alphanumeric
	Unique, anonymous, patient identifier

	Date Tracing Initiated
	M
	Date (dd-mm-yyyy)
	Date tracing procedures were initiated

	Reason for Tracing
	m
	
	Reason tracing procedure was initiated (e.g. missed visit, lost to follow-up, clinical issue, etc.)

	Date Found
	M
	Date (dd-mm-yyyy)
	Date patient found either dead or alive  

	Vital Status
	M
	Alive/Deceased
	Patient vital status

	Date of Death
	M
	Date (dd-mm-yyyy)
	Date of death if deceased

	Reason for Missed Visit
	m
	
	Reason patient missed visit or is lost to clinic (e.g. moved away, transferred out, deceased, forgot, too ill, transport costs, work/family commitments, etc.)

	Transfer Out Date
	M
	Date (dd-mm-yyyy)
	Date patient transferred care to another clinic 

	Receiving ART
	m
	0/1
	Is patient currently receiving ART

	Contact Person
	m
	
	Person who supplied tracing information (e.g. patient, relative, neighbor, etc.)

	Reason Not Found
	m
	
	If patient was not located, list reason

	Method of Contact
	m
	
	Method(s) used to trace patient (e.g. phone, home visit, etc.)

	Number of attempts
	m
	
	Number of attempts to trace patient

	Other Details
	m
	
	Please include all other variables related to tracing 


3 Pediatric Minimum Data Set 
Below are the lists of variables that should be collected, processed and submitted to the Regional Data Center for pediatric patients.
3.1 Pediatric Cross-Sectional Variables

	Variable
	Inclusion

	Format
	Description

	Patient ID
	M
	Numeric or Alphanumeric
	Unique, anonymous, patient identifier

	Mother’s Patient ID
	m
	Numeric or Alphanumeric
	Unique, anonymous, patient identifier of mother if enrolled

	Date of Birth
	M
	Date (dd-mm-yyyy)
	Date of birth. If only year is known, enter 01-01 for the day and month.  If month and year are known but day is not, enter 01 for the day.  

	Date of Birth Estimated
	M
	N/Y or 0/1

	Enter N or 0 if exact date of birth is known; Y or 1 otherwise 

	Gender
	M
	M/F or 1/2
	Sex/Gender of patient

	Birth Weight
	m
	
	Weight at birth in kg 

	Deceased
	M
	0/1
	Current vital status

	Date of Death
	m
	Date (dd-mm-yyyy)
	Date of death. If only year is known, enter 01-01 for the day and month.  If month and year are known but day is not, enter 01 for the day.  

	Date of Death Estimated
	m
	N/Y or 0/1
	Enter N or 0 if exact date of death is known; Y or 1 otherwise 

	Mode of Infection
	m
	
	Mode of HIV infection (perinatal, homo/bisexual contact, heterosexual contact, sexual contact (homo/hetero not specified), transfusion, injecting drug user, sexual abuse, other, unknown)

	Date of AIDS diagnosis (prior to enrolment at this site)
	m
	Date (dd-mm-yyyy)
	Date of AIDS diagnosis (i.e. WHO stage 3 or 4 or CDC category C diagnosis)

	Antenatal ART
	M
	
	Mother’s ART prior to patient’s birth (single dose NVP, HAART/cART) 

	Newborn ART
	M
	
	ART at birth and during breastfeeding period if prior to enrollment.

	Treatment Naïve 

(at enrolment)
	M
	0/1
	0=patient has been previously treated with antiretroviral therapy

1=patient is treatment naïve (has never received ART)

	HAART/cART Start Date (prior to enrolment at this site)
	m
	Date (dd-mm-yyyy)
	Date of HAART/cART  initiation prior to enrolment at this site (exclude pMTCT)

	HAART/cART Start Date
	m
	Date (dd-mm-yyyy)
	Date of HAART/cART  initiation 

	TB Diagnosis
	M
	0/1
	Has the patient ever been diagnosed with TB prior to enrolment at this site

	TB Treatment
	M
	
	TB treatment (none, completed, current, defaulted) prior to enrolment at this site

	Disclosure of HIV Status

	O
	N/Y or 0/1 and to whom
	Has the patient disclosed HIV status to anyone?  If yes, who (such as spouse, partner, other family member, other household member, friend, other)

	Entry point to care 
	O
	
	Route by which patient entered into care/treatment (i.e., VCT, TB clinic, pMTCT, inpatient wards, etc.)

	Family ID
	O
	
	Identifier to link patients in same family/household

	Drop Out
	m
	0/1
	Patient is no longer receiving care (dropped out) at this site.

	Reason for Drop Out
	m
	
	Reason patient has dropped out: transferred to another center, not infected, lost to follow-up, moved away, consent withdrawn, incarcerated, institutionalized, etc.

	Congenital Abnormalities
	m
	
	Please provide all data related to congenital abnormalities which include the following: Hydrocephalus, Neural tube defects, Cleft lip or palate, Acyanotic/Cyanotic defects, Gastroschisis, Intestinal atresia, Tracheo-esophageal fistula, Omphalocele, Anorectal malformation, Ambiguous genitalia, Hypospadias, Posterior Urethral valves, Talipes equinovarus (club foot), and Downs syndrome

	Mode of Delivery
	m
	
	Mode of delivery: Vaginally (spontaneous, assisted: forceps, vacuum), Cesarean section (elective, secondary)

	Breech Delivery
	m
	N/Y or 0/1
	Was the child born from a breech presentation?


3.2 Pediatric Longitudinal Variables

· It is assumed that for each of the following variables there is an associated, known date of observation, visit or collection.

	Variable
	Inclusion

	Format
	Description

	Patient ID
	M
	Numeric or Alphanumeric
	Unique, anonymous, patient identifier

	Date of Visit
	M
	Date (dd-mm-yyyy)
	Date of visit, observation or collection  

	Clinic Site
	M
	
	Name or code of HIV clinic where patient receives care

	Travel time to clinic
	O
	
	Length of time to travel from home to clinic or distance (km) between home and clinic

	Payer Source
	O
	
	Self-pay vs. other

	Primary Caretaker
	M
	
	Mother, father, family member (include more specific codes if available), institution, none/self, other

	Brought Patient
	M
	
	Who brought the patient to this clinic visit? (mother, father, family member (include more specific codes if available), institution, none/self, other

	Mother Deceased
	M
	0/1
	Biological mother deceased

	Mother’s Date of Death
	m
	Date (dd-mm-yyyy)
	Date of death of patient’s biological mother

	Father Deceased
	M
	0/1
	Biological father deceased

	Father’s Date of Death
	m
	Date (dd-mm-yyyy)
	Date of death of patient’s biological father

	Feeding Method
	M
	
	Include all that apply: breast, expressed breast milk, formula, cow/animal milk, water, other liquids, solid food 

	HIV Status
	M
	
	HIV status (positive, negative, exposed-status indeterminate, unknown)

	HIV Test
	M
	
	DNA PCR, serology/ELISA

	HIV Test Result
	M
	
	Positive, negative, indeterminate 

	HIV Status Known
	M
	
	Does the patient know his/her HIV status? (yes, no, disclosure ongoing)

	Missed Visit
	O
	0/1
	Patient missed scheduled visit

	Reason Missed Visit
	O
	
	Reason for missed visit 

	Next Scheduled Visit Date
	O
	Date (dd-mm-yyyy)
	Date of next scheduled visit

	Height
	M
	Numeric
	Height/Length in cm

	Weight
	M
	Numeric
	Weight in kg

	WHO Stage
	M
	1-4 
	Clinical WHO stage

	CDC Classification
	m
	N, A, B, C 
	CDC Classification of HIV

	HAART/cART Started or Currently Receiving
	M
	0/1
	

	Reason HAART/cART Started
	M
	
	Treatment of HIV/AIDS, pre- or post-exposure prophylaxis

	HAART/cART Regimen
	M
	
	Detailed list of ARVs 

	ART Regimen Formulation
	m
	
	Formulation of drugs (tablet/capsule, syrup/suspension, powder, subcutaneous, intravenous, intramuscular, unknown)

	ART combination
	m
	0/1
	Was ART given in a fixed-dose combination?

	HAART Stopped/Changed
	M
	0/1
	

	Reason HAART Stopped/Changed
	M
	
	

	ART Adherence
	O
	
	

	Systolic Blood Pressure
	m
	Numeric
	Systolic blood pressure

	Diastolic Blood Pressure
	m
	Numeric
	Diastolic blood pressure

	Who gives medicine to patient
	O
	
	Relationship of person who gives medicine to patient (mother, father, sibling, grandparent, self, other)

	Currently Attending School
	M
	N/Y or 0/1
	Is patient currently attending or enrolled in school?

	Current level of education
	M
	
	What is the patient’s current education level?

	Laboratory Test Date
	m
	Date (dd-mm-yyyy)
	Date of specimen collection.  If collection date is not available, use Run date.  Provide a separate date for each lab result if necessary.  

	Fasting specimen sample
	O
	N/Y or 0/1
	Was the specimen taken while patient was fasting?  Provide a separate response for each lab result if necessary.

	Specimen type
	O
	
	Specimen type (whole blood, plasma, serum, 24-hour urine, urine). Provide a separate specimen type for each lab result if necessary.

	ALC
	M
	Numeric
	absolute lymphocyte count (cells/mm3)

	ALT (SGPT)
	O
	Numeric
	alanine aminotransferase

	CD4
	M
	Numeric
	CD4 cell count (cells/mm3)

	CD4 %
	M
	Numeric
	CD4 % (range 0-100)

	Viral Load
	M
	Numeric
	Viral Load

	Creatinine
	O
	Numeric
	Creatinine

	HCT
	O
	Numeric 
	Hematocrit

	HGB
	M
	Numeric
	Hemoglobin (g/dL)

	Platelet Count
	O
	Numeric
	Platelet Count

	WBC
	O
	Numeric
	White Blood Cell count

	Drug Resistance Testing
	O
	
	Drug resistance testing results

	PCP Prophylaxis 
	M
	0/1
	1=started at this visit or currently receiving

0=not receiving 

	PCP Prophylaxis Meds
	m
	
	Detailed list of PCP prophylaxis medications

	TB Prophylaxis
	M
	0/1
	1=started at this visit or currently receiving

0=not receiving

	TB Prophylaxis Meds
	m
	
	

	TB Treatment 
	M
	0/1
	1=started at this visit or currently receiving

0=not receiving

	TB Treatment Meds
	m
	
	

	TB Treatment Start Date
	m
	Date (dd-mm-yyyy)
	Date TB treatment initiated

	TB Treatment Stop Date
	m
	Date (dd-mm-yyyy)
	Date TB treatment stopped

	Unexplained Severe Wasting/ Malnutrition not responding to standard treatment
	m
	0/1
	Unexplained Severe Wasting/ Malnutrition not responding to standard treatment

	Severe Recurrent Bacterial Infection 
	m
	0/1
	Severe recurrent bacterial infection such as empyema pyomyositis, bone or  joint infection, meningitis but exluding pneumonia

	Pneumocystic Carinii Pneumonia (PCP)
	m
	0/1
	Pneumocystic Carinii Pneumonia (PCP)

	Chronic Herpes Simplex Virus Infection
	m
	0/1
	Chronic Herpes Simplex Virus Infection (persistent or non-responsive to treatment)

	Extrapulmonary Cryptococcosis
	m
	0/1
	Extrapulmonary Cryptococcosis including meningitis

	CMV Retinitis 
	m
	0/1
	CMV Retinitis or affecting another organ, with onset at age older than one month 

	Oesophageal Candidiasis 
	m
	0/1
	Oesophageal Candidiasis

	Extrapulmonary Tuberculosis
	m
	0/1
	Extrapulmonary Tuberculosis

	Chronic Isosporiasis
	m
	0/1
	Chronic Isosporiasis

	HIV Encephalopathy
	m
	0/1
	HIV Encephalopathy

	Symptomatic HIV-associated Cardiomyopathy or HIV-associated Nephropathy
	m
	0/1
	Symptomatic HIV-associated Cardiomyopathy or HIV-associated Nephropathy

	Kaposi’s Sarcoma  
	m
	0/1
	Kaposi’s Sarcoma

	Cerebral or B-cell non- Hodgkin Lymphoma
	m
	0/1
	Cerebral or B-cell non-Hodgkin Lymphoma

	Cryptosporidiosis Infection
	m
	0/1
	Cryptosporidiosis Infection

	Coccidiomycosis Infections
	m
	0/1
	Coccidiomycosis Infections

	Histoplasmosis Infections
	m
	0/1
	Histoplasmosis Infections

	Congenital toxoplasmosis (outside neonatal period)
	m
	0/1
	Congenital toxoplasmosis (outside neonatal period)

	Non tuberculosis mycobacterial infection including disseminated BCG
	m
	0/1
	Non tuberculosis mycobacterial infection including disseminated BCG

	Progressive Multifocal Leukoencephalopathy 
	m
	0/1
	Progressive Multifocal Leukoencephalopathy (PML)

	Unexplained moderate malnutrition not adequately responding to standard therapy
	m
	0/1
	Unexplained moderate malnutrition not adequately responding to standard therapy

	Persistent Diarrhoea
	m
	0/1
	Persistent Diarrhoea (14 or more days)

	Unexplained Persistent Fever 
	m
	0/1
	Unexplained Persistent Fever (above 37.5(C intermittent or constant, for longer than one month)

	Persistent Oral Candidosis 
	m
	0/1
	Persistent Oral Candidosis (after 6-8 weeks of life)

	Oral Hairy Leukoplakia
	m
	0/1
	Oral Hairy Leukoplakia

	Lymph Node Tuberculosis
	m
	0/1
	Lymph Node Tuberculosis

	Pulmonary Tuberculosis
	m
	0/1
	Pulmonary Tuberculosis

	Cryptococcal infections not diagnosed clinically
	m
	0/1
	Cryptococcal infections not diagnosed clinically

	Recurrent severe bacterial pneumonia
	m
	0/1
	Recurrent severe bacterial pneumonia

	Acute necrotizing ulcerative gingivitis or  periodontitis
	m
	0/1
	Acute necrotizing ulcerative gingivitis or  periodontitis

	Symptomatic lymphoid interstitial pneumonitis
	m
	0/1
	Symptomatic lymphoid interstitial pneumonitis

	Chronic HIV-associated lung disease including brochiectasis
	m
	0/1
	Chronic HIV-associated lung disease including brochiectasis

	Unexplained anemia, neutropenia, and/or chronic thrombocytopenia 
	m
	0/1
	Unexplained anemia (<8 g/dl), neutropenia (<0.5 X 109 per L), and/or chronic thrombocytopenia (<50 X 109 per L)

	Unexplained persistent parotid enlargement  
	m
	0/1
	Unexplained persistent parotid enlargement

	Unexplained Hepato-splenomegaly
	m
	0/1
	Unexplained Hepato-splenomegaly

	Recurrent oral ulcerations
	m
	0/1
	Recurrent oral ulcerations

	Papular pruritic eruptions
	m
	0/1
	Papular pruritic eruptions

	Fungal nail infections
	m
	0/1
	Fungal nail infections

	Angular cheilitis
	m
	0/1
	Angular cheilitis

	Lineal gingival erythema
	m
	0/1
	Lineal gingival erythema

	Extensive molluscum contagiousum
	m
	0/1
	Extensive molluscum contagiousum

	Herpes zoster
	m
	0/1
	Herpes zoster

	Extensive wart virus infection
	m
	0/1
	Extensive wart virus infection

	Recurrent or chronic upper respiratory tract infections
	m
	0/1
	Recurrent or chronic upper respiratory tract infections (otitis media, otorrhoea, sinusitis or tonsillitis)

	Persistent generalized lymphadenopathy
	m
	0/1
	Persistent generalized lymphadenopathy

	No symptoms and no signs
	m
	0/1
	No symptoms and no signs


3.3 Pediatric Outreach Program Variables

· This section contains data on patients for whom tracing procedures are initiated as a result of missing a visit or being identified as lost to clinic. 
	Variable
	Inclusion

	Format
	Description

	Patient ID
	M
	Numeric or Alphanumeric
	Unique, anonymous, patient identifier

	Date Tracing Initiated
	M
	Date (dd-mm-yyyy)
	Date tracing procedures were initiated

	Reason for Tracing
	m
	
	Reason tracing procedure was initiated (e.g. missed visit, lost to follow-up, clinical issue, etc.)

	Date Found
	M
	Date (dd-mm-yyyy)
	Date patient found either dead or alive  

	Vital Status
	M
	Alive/Deceased
	Patient vital status

	Date of Death
	M
	Date (dd-mm-yyyy)
	Date of death if deceased

	Reason for Missed Visit
	m
	
	Reason patient missed visit or is lost to clinic (e.g. moved away, transferred out, deceased, forgot, too ill, transport costs, work/family commitments, etc.)

	Transfer Out Date
	M
	Date (dd-mm-yyyy)
	Date patient transferred care to another clinic 

	Receiving ART
	m
	0/1
	Is patient currently receiving ART

	Contact Person
	m
	
	Person who supplied tracing information (e.g. patient, relative, neighbor, etc.)

	Reason Not Found
	m
	
	If patient was not located, list reason

	Method of Contact
	m
	
	Method(s) used to trace patient (e.g. phone, home visit, etc.)

	Number of attempts
	m
	
	Number of attempts to trace patient

	Other Details
	m
	
	Please include all other variables related to tracing 


4 Quality Assurance
4.1 Overview

Quality Assurance is the set of processes, procedures, and activities that are initiated prior to data collection to ensure that the expected level of quality will be reached.

4.2 Form Design

Well-designed data collection forms can reduce the number of errors and omissions in completing the forms, minimize ambiguity, aid in accurate data entry, and greatly improve the data quality.  Well-designed forms should employ clear, precise, unequivocal questions and coded responses.  When appropriate, responses should be mutually exclusive and include units of measurement.  Use of open-ended questions should be avoided.  When designing forms, consider the overall organization of data both cross-sectional (one-time collection) and longitudinal (multiple observations collected).  Cross-sectional data such as gender and DOB should not be included on follow-up forms.  Information that is collected repeatedly over time should be formulated in the same manner at each time point.  
4.3 Data Element Dictionary

A data element dictionary maps the individual items and responses to the electronic data and serves as a guidebook for the understanding the organization and storage of data.  Each site will be asked to submit a data element dictionary.  For those using OpenMRS, you will need to submit the concept_name table and a copy of the data collection forms with the concept name or concept id added in.  See example in Appendix I.  For those using another data management system, you will need to submit a copy of the data collection forms with the variable names and response codes added in.   See example in Appendix II.   
4.4 Electronic Error Prevention & Checking

The electronic medical records systems should:
· Mirror the paper form as much as possible.

· Use drop down menus for ease of selecting the desired response.

· Force entry of required fields such as patient ID and date before allowing further entry.
· Prevent entry of duplicate patient ID’s into the patient registry or duplicate observations on the same patient same visit.

· Utilize range restrictions on numeric fields to prevent entry of erroneous data. (For example, SAO2 should have an upper bound of 100 and a lower bound of at least 45).

· Include logical checks that conditionally restrict entry.  There are two types that can be used: one that prevents entry (i.e. attempting to enter pregnant for male patient or height < xxx for an adult patient); and one that allows entry but displays a warning message (i.e. SAO2 < 60).   There is often a trade-off between use of logical checks in real time and system performance.  Some of these logical checks will probably have to be done post entry. Additional examples can be seen in the data clean-up procedures section below.
4.5 Managing Missing Data

Missing data can be identified in a variety of manners.  The most valuable of which is simply reviewing the data collection forms in the clinic preferably while the patient is still there.  This is something that should be part of the clinical staff training.  If they get into the habit of scanning the forms before they send them for entry, many errors and omissions will be caught at the point of collection and can be corrected immediately.  It will also reduce the burden of trying to obtain missing data at a later point in time which is always more labor intensive.  
A second method to identify missing data is at the point of entry.  A good data management system will prevent the entry of a form that is missing key variables such as patient ID and visit date.  Alerts can also be programmed into the system that warn the data entry clerk about missing data and remind him/her to flag certain forms as needed.  The final method of identifying missing data is post-entry.  The data managers can generate reports regarding the percent of missing data for each item on the data collection forms.  This will help identify where  
4.6 Training and Informing Clinical Staff
Regular training in accurate completion of encounter forms is vital to ensuring data quality.  Some other suggestions are to initiate regular in-clinic form reviews by Medical Officers to ensure clinical appropriateness of data collected.  It would be helpful if this process were completed before the patient leaves the clinic in case clarification or additional information is needed.  Review of key fields to ensure proper completion by independent individual would also be helpful and could lead to some type of performance-based incentive policy.  Include the provider ID of the person completing the forms to encourage and ensure accountability.
5 Quality Control
5.1 Overview

Quality Control is the process of monitoring and maintaining the reliability, accuracy, and completeness of the data during the conduct of the project.  This requires a multidisciplinary team which includes clinicians, data entry staff, statisticians, systems administrations, and data managers.  It also requires the sharing of knowledge about disease progression, clinical practice patterns, effects of medical treatments such as ARVs, relationships between variables and expected timing of events such as toxicity.
5.2 Reporting

Summary reports depicting aggregate data can provide valuable information regarding key program outcomes and help to identify problem areas.  Suggested standardized reports include the following:


· Total number of patients enrolled.  Can break this down by factors such as gender, adults vs. children, and active vs. non-active.

· Total number of patients receiving ART with similar subdivisions as above.

· Reasons for discontinuation – death, transfer to another site, lost to follow-up.

· Descriptive analyses such as frequencies, medians, means, and ranges of key variables.
· % of data missing for key variables.
5.3 Verification/Validation

Data validation is the process of double-checking or verifying the data that is stored in the medical records system.  Randomly select 5-10% of the data collection forms and compare each item on the paper form with the corresponding field in the database.  For key fields keep track of the number of errors and omissions in order to calculate an error rate.  This will help identify problem areas that can be reported to the data entry staff and the clinicians as needed in order to improve quality.  For research projects, we typically strive for an error rate below 1%.  This may be a bit ambitious in the clinical setting where there is less standardization of data collection procedures.  Set a goal for your own site and if the error rate creeps above that figure, select another 5-10% of the sample examining the most problematic areas as needed.
5.4 Clean-up Queries

Below is a suggested list of queries that should be applied to each sites’ data before submission to the RDC:
A. Date Comparisons
· Ensure that the date of birth precedes all other dates associated with observations for each patient.

· Calculate age and verify that the date of birth makes sense.  That is if the subject is known to be a pediatric patient then confirm that their age is less than the specified cut-off for your site. 

· For patients who have died, ensure that the date of death follows all other dates associated with observations for each patient.

· Generate a clean-up list for observation dates that are after today’s date or, preferably, the date of data entry.

· Generate a similar list for observation dates that precede the date of inception of your site (with the exception of dates associated with things like ART initiated at a different clinic).
· Examine the interval between observation/visit dates to ensure that the expected time frame between visits or measurements such as CD4 is appropriately reflected in the stored data.

B. Checks on Numeric Data

· Confirm all values are within the expected range.

· For adults, calculate body mass index (BMI) using height and weight (BMI=weight (kg) / height( (m)).  Most BMI’s will be between 10 and 40.
· For children, calculate weight-for-age Z-scores which can be done with Epi Info NutStat software (http://www.cdc.gov/epiinfo/ ).  Review date of birth, visit date, age and weight for Z-scores less than -5 or greater than 5. Similar checks can be made with height-for-age and weight-for-height Z-scores.

· Confirm that values make sense with respect to patient’s age or gender.  For example, a child under the age of 6 months is not likely to have a height/length above 75 cm or a weight greater than 45 kg.  See http://www.who.int/childgrowth/standards/technical_report/en/index.html for growth charts and more details on height-for-age and weight-for-age standards.
· Review longitudinal data.  For example, examine weight and CD4 fluctuations over time.  Verify suspicious spikes or drops.

· If special missing values are coded, ensure that the codes do not overlap with valid data.

· For lab results, a qualifier such as < or > which is usually used for lower/upper limits of detection, should be stored in a separate variable from the numeric result.

C. Cross-Variable Checks

· Confirm that there are no pregnant male patients.

· Look for contraindicated medication combinations such as receiving both Zidovudine (AZT) and Stavudine (d4T) or listed as receiving only two ARVs.

· Look for data that may have been recorded under the wrong patient ID.  One of the easiest indicators is an inconsistent weight (or height for children) or an ARV medication entered for someone who never initiated treatment.  
· Compare WHO stage with HAART initiation and OIs.  

· Review CD4 at time of HAART initiation.  Confirm that the values are in accordance with your site’s standards of practice for initiating HAART. 

· If a patient discontinues ART due to toxicity, look for a corresponding abnormal lab result.

· Verify skip patterns are properly followed by reviewing relationship between item variables whose value determines whether subsequent items are to be answered and the subsequent item variables. (ex. If yes, then go to #12…)
5.5 Statistical Analyses 

Data quality can be enhanced with the use of statistical analysis to examine more complicated data relationships and trends.  Plots can provide visual detection of outliers and unexpected findings which can be further explored with additional clean-up queries.  Statistical analyses are also useful in examining longitudinal consistencies for numeric variables such as weight and CD4.
6 Data Transfer

6.1 General Instructions

· Data files containing the Minimum Data Set should be submitted to the RDC within 45 days of the call for data.  Alternative schedules will be negotiated directly between the Site PI and the EA-IeDEA Co-PI’s.
· Data files should contain all observations (visits) for every patient in the cohort even if the data were included in the previous submission.  This will ensure that all corrections are properly transferred.
· All data files submitted to the RDC should be archived at the site.
· Additional data will be requested and submitted on an “as needed” basis.  

· It is requested that each site send their data in the format which it is entered or in the format previously submitted. 
· For security purposes, data tables should be encrypted and compressed with WinZip 14 (http://www.winzip.com/index.htm) or higher using the AES encryption algorithm prior to sending.  The encryption password (minimum of 10 characters long, including upper/lower case, numbers and special characters) should be communicated to the RDC via fax or by telephone.  
· Secured URLs will be provided by the Regional Data Manager for data upload.
· Please ensure that the datasets have been stripped of all personal identifying information, such as name, prior to submission.

· Please include a unique, anonymous identifier for each patient for cross-reference with your own database. It can be the identifier you are using or a special identifier you create for EA IeDEA. Please ensure that this identifier is consistent with previous data submissions. This anonymization key must be maintained by each site under secure conditions using password-protected files and if possible stored on a computer or electronic media separate from the clinical data. 
· At the time of data submission, the Site PI and Indiana University will sign a Data Transfer and Use Agreement.

6.2 OpenMRS Data Extraction

For those using OpenMRS, the following method which incorporates the mysqldump command can be used to extract the necessary data:

1. Start>Programs>Accessories>Command Prompt 

2. When you get to the command prompt with the black background, change directory to the root i.e. type cd\ then hit the enter button.

3. On the c:\ directory, type the command as below, replacing the variables as required:

C:\>"c:\Program Files\Mysql\Mysql Server 5.0\bin\mysqldump" -u <USERNAME> -p <DBNAME> <TABLENAME> > database-dump.sql

The database-dump.sql file will be saved as a text document which can be renamed according to the structure of your database and its location e.g. mbale_tblCONCEPT.sql. These are the files that should be sent to the coordinating center.  

4.  The following is an example for database AMRS and table CONCEPT.

C:\>"c:\Program Files\Mysql\Mysql Server 5.0\bin\mysqldump" -u root -p amrs concept > database-dump.sql
5. The Mysql server version in this example is 5.0, other versions may be using a different command/syntax.

6. This command should be run on the server that has the database server and the user should have administrative rights both on the database server as well as the server operating system.

7 Appendices

7.1 Appendix I – Data Element Dictionary 
Example of data collection form with the concept names/ids added in (for use with OpenMRS).
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7.2 Appendix II – Data Element Dictionary 

Example of data collection form with the variable names and response codes added in.
[image: image3.jpg]. MTCT-Plus Adult Follow-Up Form .

Patient Name: Patient ID Number: patid
Site Code: Facility Code: Family Code:  Visit Date: Type of visit: visit_ty
/ / 1 O MTCT-Plus Scheduled Visit
_ — _ — — —L 2 O Unscheduled/Interim Visit
site facility family visit_da visit_mo visit_yr
1. Since the last visit has the patient had any of the following conditions? OYes ONo ¢1
If yes, fill in appropriate ‘0" next to each condition 1 2
Condition If yes, diagnosis, comments, and
date of most recent diagnosis (if known)
Tuberculosis di O Currentg
ubercullosis disease cla |OPast 4 clatxt
Hepatic disease ¢clb |OYes 1 clbtxt
Renal disease clc |OYes 1 clctxt
Anemia cid |OYes 1 cidtxt
Mental iliness cle |OYes 1 cletxt
Other 1 (spec.ify): cifspec c1f |OYes 1 clftxt
Other 2 (specify): c1gspec  cl1g|OYes 1 clgtxt
Other 3 (specify): c1hspec c1h |O Yes 1 c1htxt
Comments: clcomm
c2
2. In the interval since the last visit, has the patient taken any of the following antiretroviral medications? (1) Yes % No
If yes, fill in the ‘o' indicating if, since the last visit, an ARV was started for the first time, if the current o, il io ‘J
regimen was continued, or if an ARV was stopped Question 4
Medication ARV ARV ARV Stopped Comments
Started |Continued |Reasons for ARV
For First Discontinuation*
Time
Zidovudine (AZT) c2a1| 10 20 cRa® 1|c233| c2ad c2altxt
Lamivudine (3TC) c2b1| 10 20 cpb®1|c2b3 c2bd c2b1txt
Stavudine (d4T)  ¢2¢1| 10 20 ¢Pe® 1|c2q3| c2c4 c2c1txt
Didanosine (ddl) c2d1| 10 20 cpd®1|c2d3 c2dd c2d1txt
Abacavir (ABC)  c2e1| 10 20 cRe)1|c2¢3| c2ed c2e1txt
Nevirapine (NVP) ¢2f1 | 10 20  cpf201|c2fB| c2f4 c2f1txt
Efavirenz (EFV) ¢2g1| 10 20 c2g®1|c2g3 c2gd c2g1txt
Nelfinavir (NFV)  ¢2h1| 10 20  cph®1|c2h3 c2h c2h1txt
Kaletra (LOP/R) ¢c2k1| 10 20 cRk® 1|c2k3| c2k4 c2k1txt
Tenofovir (TDF) ¢211 | 10 20 Rl 1(c213| c214 c2i1txt
Otgiri,fs(gg%mfy)i c2i1 | 10 20 cRi201|c2iB| c2i4 c2i1txt
* Primary and Secondary Reasons for Antiretroviral Discontinuation:
1 = Side Effects / Toxicity 4 = Treatment Failure 7 = Patient Refused
2 = Disruption in Drug Supply / Stock out 5 = pMTCT Prophylaxis 8 = Unknown
3 = Patient Non-Adherence 6 = Drug Interaction 9 = Other, specify:
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7.3 Appendix III – “Description of Data Submitted to EA IeDEA” form
	Description of Data Submitted to EA IeDEA

	Site:

	

	Date of Submission:

	

	Person(s) Completing this Document:

	

	E-mail and Phone number of person(s) to contact if questions arise regarding this submission:

	

	Date when the current Electronic Medical Records System (EMRS) was establishment:
	

	Does the current EMRS capture data directly (point of care data collection) or are data transcribed from paper forms?
	____ Point of care data collection

____ Paper forms used to collect data

____ Other (describe:_________________________)

	Cohort Description:

	Date of Cohort Establishment:

	

	Date of Database Closure (date when data were extracted for submission):

	

	Range of visit dates included in this data submission:

	Earliest Visit Date:

Most Recent Visit Date:

	Treatment Status of cohort:
 
	____Pre-ART   ____ ART initiators   ____ Combined

	Data includes pre-ART visits

 
	____ No          _____Yes

	Age range of cohort:

	

	Are there any variables required for the minimum dataset that are not included in this submission?


	____ No          _____Yes

If yes, list the variables, reasons for excluding and plans to submit in the future:



	For the variables that are included, are there any systematic reasons for missing data such as no working CD4 machine for a period of time or variable not collected prior to a specific date?


	____ No          _____Yes

If yes, list the variables with missing data, the associated dates and the reason missing:



	Are there data collected for this cohort which are not part of this submission (for example, do you have visit data collected prior to the establishment of the EMRS that has not been entered yet?)
	____ No          _____Yes

If yes, please explain:



	Does your site have a policy maintaining that WHO Stage should either remain constant or increase over time? 
	____ No          _____Yes

If no, please explain:



	Is CD4 testing only done at enrollment?
	____ No          _____Yes



	What is the recommended frequency of CD4 testing?
	Pre-ART:   every _____ months
Post-ART:  every _____ months

	If the frequency of CD4 testing has changed, please indicate date when change occurred. 
	

	Is Viral Load testing done on a routine basis?  
	____ No          _____Yes

If yes, frequency:   every _____ months

     When did routine testing begin: _______________


	Has your site initiated a “treat-all” or “test and treat” program?
	____ No          _____Yes

If yes, when   ______ / ______       

                        MM        YYYY 

	Date when your site began using Dolutegravir (DTG)?
	

	Other details of Cohort: 

	

	Data Quality:

Please indicate whether the following quality control activities are performed at your site 

	Use of External source(s) to validate the completeness and/or accuracy of patient data captured

	____ No          _____Yes

If yes, please explain:


	Review of randomly sampled charts to check accuracy of data entry


	____ No          _____Yes

If yes, please indicate how often this is done, the number of charts reviewed and the number of variables assessed.  Also describe results of chart review: 

	Identifying incomplete data collection forms 
	____ No          _____Yes

If yes, please indicate how often this is done:


	Automatic alerts for values entered beyond expected ranges

	____ No          _____Yes

If yes, which variables:

	Queries sent to clinicians about inconsistent or missing variables


	____ No          _____Yes

If yes, most frequently queried variables:

	Education of Clinicians on form use
	____ No          _____Yes

If yes, frequency:



	Other Data Quality Procedures:

	

	Description of Files Being Submitted:

	File Name
	Content
	Specific Comments

	i.e.“BASELINE”

	This is a file with all clinical and demographic characteristics at the time of HAART initiation in the form of a “wide” dataset with one row of data per subject.   The specific variables are described in the attached codebook.
	Certain demographic variables such as TIME (time to reach clinic) are collected at the first encounter in clinic by a form that was put into use on February 1 2007.   Because our cohort consists of antiretroviral therapy initiators, the patients who enrolled in clinic before February 1, 2007 will have this variable missing.

	
	
	

	
	
	

	
	
	

	
	
	


� M=mandatory, m=mandatory if applicable, O=optional


� 0=absent/no 1=present/yes


1 M=mandatory, m=mandatory if applicable, O=optional 


2 0=absent/no 1=present/yes 


� At enrollment.  If collected at return visits, please include in longitudinal data set. 


� M=mandatory, m=mandatory if applicable, O=optional


� 0=absent/no, 1=present/yes


� M=mandatory, m=mandatory if applicable, O=optional


� M=mandatory, m=mandatory if applicable, O=optional


� 0=absent/no 1=present/yes


8 At enrollment.  If collected at return visits, please include in longitudinal data set.


7 M=mandatory, m=mandatory if applicable, O=optional


8 0=absent/no 1=present/yes 


� At enrollment.  If collected at return visits, please include in longitudinal data set. 


� M=mandatory, m=mandatory if applicable, O=optional 


� M=mandatory, m=mandatory if applicable, O=optional
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