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PURPOSE 
To establish a framework of procedures that function as a guideline for all personnel involved in field tracking of Lost to follow up (LTFU) from HIV care patients in BetterInfo sampled clinics. Field tracking is defined as the segment of the tracking process where a tracker physically leaves the facility in which he or she is based and seeks the patient in the community. Although this process may involve phone calls as needed, all tracking activities after first stepping into the field are considered field tracking. This SOP covers field tracking workflow and processes.
SCOPE
These procedures apply to all staff that are involved in field tracking of LTFU from HIV care patients. 
RESPONSIBILITIES

I. All staff involved in tracking of LTFU patients will comply with the requirements of this SOP.
II. The Study Coordinator (SC) is responsible to ensure that all staff are trained and that training is documented.

III. Tracker: It the responsibility of the Tracker to notify the Assistant Study Coordinator (ASC) when they have completed assigned work and require additional assignments. They should notify the ASC of any expected idle time.
IV. ASC: Understand appropriate rate estimates for public transport throughout the province; 
PROCEDURES

It is important to note that the interview of the patient may be “in-person” or “phone only” even if the tracking process that led to that process is field tracking. For example, during the patient tracking process it may be that you obtain an updated phone number for the patient and the patient is reached by phone – he or she is able to talk to you but is unable to be reached in person (the patient is in another country).
I. Field tracking objectives and principles
a. The tracker’s responsibilities cover three areas: maximizing the fraction of outcomes ascertained among the patients tracked, obtaining and recording information about patient outcomes accurately in the field and reporting on the problems and challenges in tracking.
· First, the objective is to find as many true patient outcomes as possible among the lost patients that are tracked in order to obtain an accurate understanding of outcomes. 
· This objective is different from patient outreach where the clinic tries to identify the maximum number of patients in the community who are out of care and bring them back into care. 
· For an accurate understanding of outcomes, maximizing the fraction found – even if the number in the sample is small – is paramount. For outreach, maximizing the numbers found – even if the fraction is low – is more important.
· Because ascertainment of outcomes in a high percentage (and not a high absolute number) of patients is key to the validity of the findings, any feasible efforts should be made and trips over several days should be invested in tracking a single individual. 
b. The tracker is also responsible for accurate and complete collection of information solicited on the LTFU-Q. This involves familiarizing himself or herself with the form before tracking patients in the field.
· The tracker should strive to understand the form rather than simply memorize the questions being asked. 
· For the open ended questions, the tracker should give the patient ample opportunity to respond and to try and probe if the informant appears to have further information which has not been provided.
· Qualitative information does not need to be recorded verbatim, but rather summarized.  For the coded responses, the tracker should be familiar with the categories and help the patient choose if an answer is not immediately forthcoming.
c. An exhaustive “field” tracking process may include revisiting the patient documentation in clinic. 

· Multiple file or chart reviews should be made to find any overlooked information or clues as to the patient’s location and/or status. It is a good practice for the ASC to review a patient’s file or chart if multiple chart reviews by the tracker does not lead to any further clues.

d. Curating informants

· Trackers should recognize that a specific contact may not be the most knowledgeable person about a patient. For instance, when arriving at a site, the tracker may first speak to an acquaintance of the patient who knows that the patient has moved but does not know to what town. However, at the same site, there may also be a close friend of the patient who knows exactly where to locate the patient and who can provide a lot of information. This is why multiple visits are needed, why it is important to record the relationship of the contact in the tracker log/ODK, and why the tracker should speak to as many contacts as possible. 

II. At the end of the pilot or full study, the patient file and Smart Care database should be searched and reviewed for all cold cases, in a last attempt to see if any new information has been found.

III. Field tracking process management

a. While it is important to exhaustively follow all leads to locate a patient, the study timeline should also be factored into decisions on the length of time and extent of effort used to locate a patient. All efforts should be made to find each patient, but these efforts should be balanced among the total number of patients assigned to each tracker over the length of the study.

b. The tracker should maintain lists of all patients that he/she has tracked that have been declared (with the ASC’s guidance) to be active, completed, on hold, and cold. The ASC should maintain similar lists for the province. At weekly meetings with the tracker, the ASC should ask the tracker whether they have received any new information on each of the on hold and cold cases in their file.
c. During the paper tracking process, which will require verification of patients status from the generated list, patients contact details, physical address, contact phone number and next of kin/ buddy contact details will be obtained which will facilitate the field tracing of patients. Follow all procedures in SOP for paper and field tracking (Refer to SOP 1.8 and 1.10 in Annex 2).
d. Tracker will submit list of all patients for whom tracking will be attempted with copied locator information using Form 09-00 - Better Info Locator form (refer to Appendix 2 below) to the ASC after all 20 files are paper tracked or no later than 3 days after paper tracking begins. The study form with locator information FO9-00 should also list any persons to whom the patient has disclosed her/his status such as a buddy or other individual(s).
e. ASC will review all patients, group them geographically and then assign 3 – 5 patients for field tracking to a Tracker at a time. The Tracker will notify the ASC as soon as all assigned patients are complete meaning that 1) the patient outcome has been found or 2) no further useful attempts to find that patient can be made in the next 2 days. If all assigned patients are complete, 3 – 5 new patients will be assigned by the ASC to the tracker at that time. The ASC will manage the overall patient list according to procedures outlined in SOP 1.7 (refer to appendix 3). Additionally, the ASC and Tracker will meet twice a week (a minimum of weekly) to transfer data to the database (Refer to Data Management SOP # 1.18 in Appendix 3). At that point, the ASC will review weekly progress by checking the Tracker’s Daily Tracking Log (FO1-01) (Refer to Annex 9) and will assign additional patients to track, as appropriate. The ASC will record progress on each assigned patient in the ASC Provincial Tracking Log (F11-01) (Refer to Annex 10). At no time should a Tracker have zero patients to track. It the responsibly of the Tracker to notify the ASC should this arise.
f. Note: If in reviewing the locations of patients who are to be tracked the ASC determines that a patient is geographically closer to a Tracker based at a clinic that is different from where the patient was paper tracked, the ASC can assign the patient to a different Tracker. The ‘original clinic’, however, will remain the clinic at which the patient was paper tracked.
IV. Field tracking preparation

a. Immediately after being assigned patients to track, the Tracker will review the location where s/he will go to look for the patient, decide on the best transport methods and organize funds as necessary. The Tracker will decide the best mode of transportation to utilize applying the principle of ‘reproducibility’. 
b. Reproducibility requires the Tracker to think about what methods could be repeated by other trackers who would potentially be working under the public health system in other areas in a resource-limited setting. Most health systems will not be able to provide private transport to track patients while most trackers would not be able to walk the distance of a marathon on foot to find a patient. The Tracker should use the least expensive tracking option possible while being reasonable about the time physical requirements of the tracking exercise. The order of transport preferred is as follows:
· On foot; if not possible:
· By bicycle; if not possible:
· Using public transport; if not possible:
· Study motorbike
· Hiring transport such as a private taxi, a motorbike, an oxcart or other; if not possible:
· Consider using the private study vehicle
· Note: The study vehicle will primarily be used for administrative study purposes such as monitoring visits, stakeholder meetings, supplies delivery and other reasons.  In rare cases when it is the only feasible and least expensive option, it can be used for patient tracing if agreed by the ASC and tracker. This is rarely reproducible and, as such, should be rarely used. If the study vehicle is used, a separate record of vehicle use for tracking purposes must be recorded in the vehicle log with distance so that fuel costs can be estimated.
c. Funds should be distributed considering possible contingencies in the travel plan such as an unexpected additional trip to the next village to find the patient.
d. All transport requiring funds must be cleared by the ASC. The ASC will issue transport funds based on estimated amounts. All funds issued will be recorded on Public Transport Funds Record - Study form FO4-07 (Refer to Appendix 4). All remaining funds will be returned to the ASC with transport receipts whenever possible.
e. When approaching the communities trackers should:
· Not wear identifiable clothing such as branded T-shirts or branded bags that will link them to be tracking LTFU patients.
· Respect the norms and the cultures of the community they are operating in.
V.  Attempts to contact patient
a. Discussion with the clinic staff and community members should inform best approaches. For example, in the planting season in rural Uganda, neither patients nor their families are at home in the mornings but rather return from the fields by early afternoon. Therefore, during planting season, all patient tracking is done in the afternoon.
b. In person tracking should be done on motorbike and on foot or on public transportation if that is feasible (i.e., in an urban setting). Motorbike is the preferred method of transportation in many settings roads are unpaved and too narrow to be navigated by a car. Furthermore, a motorbike attracts considerably less attention than an automobile whether in a rural village or an urban settlement.
c. Usually the first informants the Tracker questions while looking for the patient are members of the community who do not know the patient but know of how to find the village or neighborhood that the patients live in. These first informants provide “geographic” information. 
d. One the patient’s home village or neighborhood is found, the subsequent informants the Tracker should ask about the patient can be found are “personal” informants who may know the patient or the patient’s family. They may also know of the vital status of the patient, but in general, they provide information about the residence of the patient. 
e. If an informant is found at the patient’s residence, but the patient is not available, the Tracker should ascertain when the patient will return within a few hours and wait to interview the lost patient directly. This involves creative and locally appropriate forms of evasion if disclosure of the patient’s HIV status is at risk. 
f. After at least three attempts or if the patient is said to have moved far or has died, then a close acquaintance of the patient can serve as the informant. When the patient cannot be found, an individual who is able to report on the patient’s outcome can serve as an informant. The informant should be a close contact of the patient so that the most accurate data on the current situation of the patient can be obtained. Although certain neighbors or other more distant informants may know the patient, the Tracker should seek family member, spouse/partner, or supporter/buddy if the patient cannot be found. In this case, Section B of the Module B form is used (Refer to Appendix 5).
VI. Closed and cold cases
a. Cold case definition:

· Within the context of the study, a cold case is one in which all extraordinary measures have not produced any reasonable chance of finding updated information on the outcome of the patient, either from the patient him/herself or from a contact with knowledge of the patient.

b. Cold case criteria

· All of the following criteria should be met in order to consider a case as being cold. In addition to the criteria, cold case guidance is provided below to give additional insight into how to make a cold case decision under different circumstances. 
· All available patient locator information has led to a dead-end. No further details exist with which to find the patient.
· The geographic location of the patient’s last known whereabouts has been exhaustively visited a minimum of five times to locate the patient or a contact with knowledge of the patient.
· After the first two criteria have been met, the Tracker has re-reviewed the patient file and the ASC has searched the database for any updated information which had previously escaped notice.
· When the Tracker and the ASC agree that a case may be cold (based on criteria 1-3 above), they will begin a two-week (or longer depending on the particulars of a case) waiting period. The waiting period length  should be determined by the ASC. At the end of the waiting period, the Tracker and the ASC will meet to re-review all known information about the patient and to make a decision on whether or not to continue considering the case as cold. If determined to be cold, the ASC should consult with the Research Manager (RM) and Study Coordinator (SC) before closing the case as outlined under section d below.
· If at any time new information is learned about a case that had previously been considered as cold, the case will be re-opened immediately until such time as the patient is located and his/her status is obtained or until all of the cold case criteria are again met.
c. There may be times when information on a patient’s location can be found but it is not specific enough to reasonably locate a patient (i.e. “She moved to Lusaka, but I don’t know where and I don’t have any way to contact her”). The Tracker and the ASC should discuss these types of situations together and determine whether/how more specific information might be obtained. If no more specific information can be found, the information should be considered as a dead-end.
d. Before closing a case that is deemed cold, the ASC should get authorization from the Research Manager and Study Coordinator. To facilitate this, the ASC will submit a case description of the cold case to the RM and the SC for review. This should include particular information on: 

· All efforts made to find the patient
· How and when it was deemed a cold case.
e. The RM and the SC will then review checking if maximum effort was utilized to find the patient and if the correct criteria were followed. If after reviewing the case description, they agree it’s a cold case, then the case will be closed. If the SC and RM think more could be done to find the patient, they will ask the ASC to keep the case open and continue efforts to find the patient.
VII. Interactions if patient is contacted 
a. Ascertaining disengagement from care.
· If the patient is the informant, disengagement from care can be ascertained by asking if the patient is in care currently as per the LTFU form. The reasons for disengagement from care are also solicited via an open ended question as well as with coded responses.
· If the informant is not the patient, two questions are asked to ascertain current care and ART use. If the informant is not the patient but a family member or other relation, ascertaining disengagement from care is more difficult and is discussed above and in the Standard Operating Procedure for the LTFU Form.
· The tracker should not reveal her/his reason for the visit to all household members (Refer to  SOP 1.21 Participant Confidentiality in Appendix 6). Once the Tracker has confirmed the patient and has found a private place to talk, the Tracker should find out from the patient why they have been unable to return to the clinic (disengaged? Transferred?) and then the trackers will  encourage the patient to return to care. This is in accordance with the existing late patient follow-up standard operating procedures. 

· After learning the patient outcome, follow the study recruitment script to inform the patient about the study purpose. Translate the script into the appropriate local language for that participant (See LTFU Patient and Family Member Recruitment Script in Appendix 1).
· If the patient agrees that s/he is potentially interested in participating after reading the script, follow the informed consent for study participation (Refer to Informed Consent SOP in Appendix 7). This is for patients who transferred to another facility but are still in care, or have discontinued HIV care, the patient will be invited to complete the electronic LTFU questionnaire to determine reasons for their status.

· If the patient declines to participate, thank him/her for his/her time. Leave the household. As soon as possible after you leave the patient’s community, record the outcome of the study interaction in the Daily Tracking Log.
· If the patient consents, bring out the study tablet and begin asking questions on Module B form, selecting the language used for the informed consent process.

VIII. If patient informant is contacted
a. Ascertaining deaths. If the patient is identified, vital status is obvious. If another informant is found, the patient may be reported as dead.
b. If the patient has died, the date of death should be solicited. The date of death in patients who have died is a crucial variable to record. The date of death is solicited as both the interval of time since death and also the date of death. 
c. Ascertaining silent transfers. A patient who is alive and in care at a different facility is considered a “silent transfer.” We defined as someone as being in care if they have both seen an HIV/AIDS provider (i.e., doctor, medical officer, nurse, pharmacy staff etc.) in the last 90 days and report taking ART in the last 14 days.
d. Contacts should be asked probing questions to find out whether he/she has any other additional information that could be of use in finding a patient. For example, a contact who knows that a patient has moved may not have the patient’s phone number but may know the name and phone number of another contact who does have the patient’s phone number (or other information on the patient). Probing should never disclose a patient’s status or other confidential information, but is a useful way to find out as much information about a patient from a contact as possible. 
e. It may or may not be appropriate for the tracker to ask about current medical care and use of ART medications and therefore the categories of both “unknown” and “not asked” is included.
f. For the silent transfers, the reasons for transfer of care are also solicited on the accompanying form if the informant is the patient but these questions are not asked if the informant is not the patient. The categories for the answers to this question on the proposed structured questionnaire include yes/no categories which are not mutually exclusive and based on review of existing literature and frequently reported reasons 
 ADDIN EN.CITE 

[6-8, 16-18]
. 
g. Prior to approaching the household, check the study form FO9-01.BetterInfo Locator Form to determine if the patient has disclosed to anyone in the family.
h. When the tracker arrives at the patient’s house, if the patient is not there the tracker should ask when the patient can be found. If an answer is given, the Tracker will thank the person and leave the house. If the patient will be back very soon, the Tracker can wait at the household. After leaving the household, the Tracker will document in the F10-01.Daily Tracking Log when s/he should return to find the patient based on the family member’s advice.
i. If the person found at the household indicates that patient is deceased, the Tracker will ask for the name of anyone documented in the patient file as knowing the patient’s status who is believed to live in the same household. If there is no person to whom the patient is known to have disclosed, the Tracker will give his or her sympathies, thank the person for his/her time and depart the household. As soon as possible after you leave the patient’s community, record the outcome of the study interaction in the Daily Tracking Log (F10-01).
g. If there is anyone documented in the patient file as knowing the patient’s status who is believed to live in a different household, the Tracker will look for that next of kin using the address provided in the patient’s file. She/he will be asked about the patient to confirm death then invited to take part in the study using the LTFU Patient and Family Member Recruitment Script (Attachment I). If they express interest in the study, the Tracker will continue with the informed consent process as per SOP 1.21 Informed Consent then, if consent is given, proceed with administration of questionnaire Module B. If the next-of-kin is not interested or does not consent, thank him/her for his/her time. As soon as possible after you leave the patient’s community, record the outcome of the study interaction in the Daily Tracking Log (F10-01).
h. When approaching a household of a patient or next of kin of the deceased patient:

a) If the patient or next of kin is with somebody else, ask to be excused so that the discussion can be conducted in private.

b) If the patient is not available, enquire the whereabouts of the patient without disclosing the purpose of your visits.

c) If the patient is not willing to discuss anything with you, leave the household and return at another time.
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APPENDICES:
Appendix 1: BetterInfo: Recruitment Script for Trackers of Lost to Follow-up Patients & Family Members

After completing the standard tracking procedures, the tracker will then say to the client:
I would now like to invite you to participate in the Better Information for Health in Zambia study. This is a study where we want to gain an in-depth understanding on what factors are associated with patients being lost to follow up. We hope that this will help us to improve care for all patients who enrol in HIV care.
Participation in the study is voluntary. You can choose to participate or not to participate. Your participation will not affect the care you receive or your health care options in any way. If you participate in the study, we are going to ask you some questions that will help us understand your experiences related to HIV care. Before you decide to participate or not, we can share more information about exactly what the study involves.  Are you interested in learning more about the study?
Appendix 2: Better Info Locator Form (F09-00)
	Locator Form (F09-00)

	Patient Details
	
	
	
	

	ID#:
	b
	
	c
	Marital status:

	Name:
	
	
	
	

	Name goes by in community:

	Occupation:

	Employer/Workplace:


	Contact Details and Address

	Phone #:

	House/Plot #:

	Street Name:

	Township/Compound

	Village:

	Chief:


	Treatment Supporters' Details

	a.
	Name
	b.
	Relation to Patient
	c.
	Phone/Contact Info
	d.
	Lives with Patient (Y/N)

	1
	
	
	
	
	
	
	

	2
	
	
	
	
	
	
	

	3
	
	
	
	
	
	
	

	4
	
	
	
	
	
	
	

	5
	
	
	
	
	
	
	


	Emergency Contact Details

	Name:

	Relation to Patient:

	Phone #: 

	House/Plot #:

	Street Name:

	Township/Compound:

	Village:

	Chief:


	Detailed directions and map on how to reach the patients' house

	


Appendix 3: Data Management SOP # 1.18
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PURPOSE

This standard operating procedure (SOP) describes how the data obtained/used will be collected processed and databased and how the study data will be shared between Lusaka and UCSF.

SCOPE
This SOP applies to all BetterInfo study data collected and processed during the study.

RESPONSIBILITIES

This section details the responsibility of study staff members and other CIDRZ employees which work with data and the study database components:

All study staff members who are engaged in the collection and processing of data are responsible for following the procedures outlined in this SOP. They should take reasonable and appropriate measures to protect the structure of the database and the integrity of the data contained in the database. This includes measures outlined in the CIDRZ ICT Policy (available on the CIDRZ intranet or from ICT) and in all other data-related study SOPs.
The Data Manager is responsible for managing the data management processes and the data contained in the databases.

The Senior Data Manager is responsible for supporting the Data Manager in all aspects of data management related to this project.

Study Coordinator and Assistant Study Coordinators are responsible for supervising the data collectors and ensuring that patient confidentiality is preserved while data is being transferred from one system to another (e.g. when transferring names and addresses from patient paper records to tablets).

Principal Investigators have ultimate responsibility for ensuring that all applicable staff members follow this SOP. 
PROCEDURES

1.0 Study Background

Aim

The Better Information for Health in Zambia (‘BetterInfo’) Study seeks to use a sampling based approach to identify and track patients who are lost to follow up to identify their true outcomes and obtain meaningful estimates of patient engagement in care and mortality.

Timeline

The study duration is 29 months, from May 2014 – October 2016.

Location

The study will take place in Lusaka, Southern, Eastern and Western Provinces.

2.0 SOP Introduction 
The study is collecting sensitive patient data from patients who are marked as lost to follow up from their ARV programme. Because of this, it is necessary to use patient name and addresses to try to locate these patients. This means that very strict measures must be enforced to ensure that only personnel who are authorized by the MOH (standard follow procedures are being used) have access to the patient identifying data and that such data are not kept on project encrypted tablets and encrypted laptops for long periods.
Most study data is stored in databases. These databases are disparate and run on different platforms. The primary database system is SAS (Statistical Analysis System). It is important that data in these databases is maintained, backed up and combined in logical structures so that extraction to form analysis datasets can be done efficiently. Loss of data can occur between the interfaces of the different systems if care and professionalism is not used. The final analysis of the data is dependent on data extracted from the study databases. This SOP sets out data management procedures. All personnel involved in collection and processing data are also bound to the CIDRZ ICT policy, computer user agreements and guidance. If any conflicts between this SOP and the ICT Policy arise, the ICT policy should be followed. Folders created for storing project data such as SAS datasets, CSV files will be linked to the FTP site for collaborators to download at will. SAS databases will be converted into STAT files using StatTransfer.

3.0 Data Collection and Processing

Data collected and processing for the BetterInfo project is complex and multi-faceted.  

3.1. ODK,: The Data Manager will create ODK data collection forms based on paper forms supplied by the Principal Investigators. These forms will be the basis for creating the database on the ODK aggregate server. Edit checks will be built into these forms to promote data quality. Further data quality checks will be made on the database by periodically running scripts on the database. The Data Manager will send data clarification forms generated from this system for review as per the QA/QC SOP 1.15. The Data Coordinator will not make any non-trivial changes e.g. changing result value to any question to the database without a completed Data Management Error Report Form. The data collection forms supplied by the Principal Investigator will be version controlled. Initially, the SDM will review the Error Log to quality control changes that have been made a minimum of weekly. After one month, the review will be periodic according to perceived need by SDM for quality control.
3.2. Smart Care: Preservation of Study Sampling Frame (CCP) and Patient Selected Sample A read only Comma Separated File copy of the encrypted data will be extracted from the SmartCare electronic health record system by the Data Manager using a validated SAS program, the data will then be saved into a folder on the study sever for each study site. This CSV file will contain a field/variable that identifies patients who were lost to follow up. This CSV will be used as data entry into the decryption tool which will decrypt each of the patient guides (encrypted patient ID). The Data Coordinator must decrypt the data or delegate it to the CIDRZ/Hilo Data Associate at the Facility. A copy of this file will be sent to the project statistician who will identify which of the patient records will be used in the survey. A read only copy of the CSV from the project statistician will be saved by the Data Coordinator into a folder on the study server for each study sites.
3.3. The Data Coordinator will import the read only copy of the CSV into SAS using a program developed by the Senior Data Manager and this will be the basis for the subsequent data processing. The database at this stage will contain the patient encrypted id, patient decrypted id, data of birth, sex, last date seen.

3.4. The Data Coordinator will send a copy of the List of Patients to be Trackd for each site (the read only CSV which will include the following: patient decrypted id, data of birth, sex, last date seen) to the Assistant Study Coordinator responsible for that site.  Procedures for tracing are outlined in SOPs 1.8, 1.9, and 1.10.

3.5. Field trackers will use the ODK system to track LTFU patients and send the data to the ODK aggregate server as soon as a record has been entered and saved.  If there is no internet connection the data must be downloaded into an encrypted laptop containing the ODK briefcase system at provincial level and sent to the ODK Aggregate server at the earliest opportunity, minimum of weekly.  All transmissions must be under SSL (https). The tablet and laptop must be set up to delete all records after the data has been transmitted.

3.6. ODK aggregate collects data into a MySQL database, this database must be backed up nightly either automatically using the ICT regular backup system or by the Data Coordinator should the ICT backup system not provide a nightly project backup as standard practice. Data Coordinator is responsible for checking with ICT at a minimum monthly to ensure that backup procedures of BetterInfo server to external server are fully functional.

3.7. Data from ODK, excluding patient names, telephone numbers and addresses, can be extracted into CSV files.  These files must be extracted each day and loaded in SAS.  SAS routines will update the progress of the sampling system and produce automatic reports and metrics highlighting which patients have been found by paper searches, by field search and which have yet to be found and how many attempts at finding have been made.  Each SAS file will be made read only and contain the site name and the extract date in the file name.  There will be intentional redundancy in these datasets.

3.8. The structure of the database is determined by structure of the ODK forms. The project data collection forms are saved into the ODK aggregate system on the server at CIDRZ headquarters and are subsequently downloaded onto tablets and laptops to set up both the ODK collect and ODK briefcase.

4.0 Analysis Data 
Analysis Data Sets will be created periodically from the current available data to the specification set out in the Analysis Dataset SOP.

5.0 SmartCare Data used in the Analysis 
Data which has been approved by the Ministry of Health and other pertinent regulatory authorities will be extracted from SmartCare into SAS datasets and saved onto dedicated project drives.  

6.0 Reporting Data Loss

Daily reports will be generated and these reports will be used to confirm that the data has been received and processed. Any discrepancies must be investigated immediately to ensure that there are no systematic errors in the data collection and database systems.

7.0 Access to Server and Study Folders

Administrative access to the ODK server must be restricted to the Data Coordinator, Senior Data Manager and the Server Manager. Access to folders that contain personal identifying data must be restricted to the Data manager and Senior Data Manager. Access to other (non-sensitive) data is on a read only basis.

8.0 Lost or Stolen Tablets or Laptops

Any lost or stolen laptops or tablets must be reported to the ICT Server Manager, Shailendra Sharma IMMEDIATELY by email and telephone, copied to the Data Coordinator and Senior Data Manager and Study Coordinator. The Assistant Study Coordinator and Study Coordinator must also be immediately notified. This is a serious problem and should be avoided by all possible means. On receipt of such a notification the Server Manager must immediately remotely wipe the tablet or laptop by using software installed on the tablet or laptop.

ABBREVIATIONS AND ACRONYMS
ASC

Assistant Study Coordinator

CIDRZ
Centre for Infectious Disease Research in Zambia

CD

Communications Department

PI

Principal Investigator

SC

Study Coordinator

SOP

Standard Operating Procedure

ODK

Open Data Kit (University of Washington)

SAS

Statistical Analysis System

STATA

?
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ICT SECURITY TIPS
Information security dos and don’ts
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Following these ‘dos and don’ts’ will help you to prevent data from being lost or used in a way which may cause individuals harm or distress and/or prevent the loss of reputation of CIDRZ as an organization 

Steps you can take to help prevent security problems 
There are plenty of things that you should do (or not do) that will greatly reduce the risks of sensitive information going missing or being obtained illegally. Many of these ‘dos and don’ts’ will apply to how you handle your own personal information. Using these practices will help you to protect your own privacy.

Working online  [image: image4.jpg]



Do
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Make sure that you follow CIDRZ ICT policies on keeping your computers up to date with the latest security updates. Make sure that you keep any computers that you own up to date. Computers need regular updates to their operating systems, web browsers and security software (antivirus and antispyware). Get advice from IT if you need help.
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Only visit websites that are allowed by CIDRZ. Remember ICT may monitor and record (log) the websites you visit.
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Turn on relevant security warnings in your web browser        (for example, the automatic phishing filter available in Internet Explorer and attack and forgery site warnings in Mozilla Firefox.)
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Make sure that you only install software that the ICT team has checked and approved.
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Be wary of links to websites in emails, especially if the email is unsolicited.
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Only download files or programs from sources you trust. If in doubt, talk to your IT team.
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Take time to read and understand CIDRZ ICT policy concerning internet use and ensure that you follow it.

Email and messaging[image: image12.jpg]



Do
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Read the CDRZ ICT email policy.
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Report any spam or phishing emails to helpdesk@cidrz.org. 
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Report phishing emails to the organisation they are supposedly from.
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Use your outlook contacts or address book. This helps to stop email being sent to the wrong address.

Don’t
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Click on links in unsolicited emails. Be especially wary of emails requesting or asking you to confirm any personal information, such as passwords, bank details and so on.
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Turn off any email security measures that IT  has put in place or recommended
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Email sensitive information unless you know it is encrypted. Talk to the IT team for advice.
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Try to bypass your organisation’s security measures to access your email offsite (for example, forwarding email to a personal account).
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Reply to chain emails.

Passwords[image: image22.jpg]Password:
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Do
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Follow the CIDRZ ICT password policy.
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Use a strong password (strong passwords are usually eight characters or more and contain upper and lower case letters, as well as numbers).
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Make your password easy to remember, but hard to guess.
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Choose a password that is quick to type.
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Use a mnemonic (such as a rhyme, acronym or phrase) to help you remember your password. Change your password(s) if you think someone may have found out what they are.

Don’t
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Share your passwords with anyone else.
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Write your passwords down.
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Use your work passwords for your own personal online accounts.
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Save passwords in web browsers if offered to do so.
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Use your username as a password.
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Use names as passwords.
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Email your password or share it in an instant message.

Laptops [image: image35.jpg]



Do
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Shut down your laptop using the “Shut Down” or “Turn Off option”.
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Try to prevent people from watching you enter passwords or view sensitive information.
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Turn off and store your laptop securely (if travelling, use your hotel’s safe).
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Use a physical laptop lock if available to prevent theft.
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Make sure your laptop is protected with encryption software.

Don’t
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Store remote access tokens with your laptop
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Leave your laptop unattended unless you trust the physical security in place
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Use public wireless hotspots they are not secure
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Leave your laptop in your car. 
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Let unauthorized people use your laptop
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Use hibernate or standby.

Sending and sharing[image: image47.jpg]



Do
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Be aware of who you are allowed to share information with. Check with your Information Asset Owner if you are not sure.

[image: image49.jpg]


Ask third parties how they will protect sensitive information once it has been passed to them.
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Encrypt all removable media (USB pen drives, CDs, portable drives) taken outside your organisation or sent by post or courier.

Don’t
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Send sensitive information (even if encrypted) on removable media (USB pen drives, CDs, portable drives) if secure remote access is available.
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Send sensitive information by email unless it is encrypted.
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Place protective labels on outside envelopes. Use an inner envelope if necessary. This means that people can’t see from the outside that the envelope contains sensitive information.
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Assume that third. Party organisations know how your information should be protected.

Working onsite[image: image55.jpg]



Do
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Lock sensitive information away when left unattended.
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Use a lock for your laptop to help prevent opportunistic theft.

Don’t
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Let strangers or unauthorised people into staff areas
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Position screens where they can be read from outside the room.

Working offsite[image: image60.jpg]



Do
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Only take offsite information you are authorised to and only when it is necessary. Ensure that it is protected offsite in the ways referred to above.
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Wherever possible access data remotely instead of taking it offsite.
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Be aware of your location and take appropriate action to reduce the risk of theft
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Make sure you sign out completely from any services you have used
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Try to reduce the risk of people looking at what you are working with

Appendix 4: Public Transport Refund Form (F04-07)

	Date
	IDs of Patient being tracked

)
	Health centre level from which pt tracked (hospital, urban, rural)
	Type of transport being used
	Anticipated Cost (Funds issued)
	Signature of Staff Member receiving funds
	Actual Cost (Funds Issued minus returned)
	Signature of ASC confirming amount of funds returned
	Travel started from (Location)
	Travel went to (Location)

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


Appendix 5: Module A and B Form (Lost to Follow-Up Tracing Form)
	LOST TO FOLLOW-UP TRACING FORM FOR PILOT

MODULE A: ADMINISTRATIVE (assessed using clinic documentation)

	A1. Reviewer staff ID number:
	
	A2. Date form completed
	
	A3. Patient name:
	

	A4. Province
	

	A5. Clinic name:
	
	A6. Patient ART number:
	

	A7. Date of initial enrollment in present clinic:
	[image: image66.wmf][image: image67.wmf] - [image: image68.wmf][image: image69.wmf][image: image70.wmf]  - [image: image71.wmf][image: image72.wmf]
	A8. Date last seen in clinic for a clinical/pharmacy review according to clinical records:
	[image: image73.wmf][image: image74.wmf] - [image: image75.wmf][image: image76.wmf][image: image77.wmf]  - [image: image78.wmf][image: image79.wmf]

	A9. Is the date scheduled to return for clinial/pharmacy review at last attended clinic visit [visit listed in A7] recorded?
	( Yes

( No

	A10. Date scheduled to return for clinical/pharmacy review at last attended clinic visit [visit listed in A8]:
	[image: image80.wmf][image: image81.wmf] - [image: image82.wmf][image: image83.wmf][image: image84.wmf]  - [image: image85.wmf][image: image86.wmf] 


	A11. ART status in clinic records:
	( Never started three drug antiretroviral therapy (excludes limited-duration regimens for pMTCT alone)

( Has ever started ART (including those who have subsequently stopped)

	A12. Is the usual residence in the catchment area of this clinic?  
	( Yes

( No
( Unknown

	A13. Outcome of documentation review
	( Tracing not possible ( A14
( Patient outcome ascertained: tracing no longer needed ( A15
( Tracing will be attempted ( A16

	A14. Why was tracking not possible?
	( Patient not in the CCP (e.g., a child, no visits in the previous two years before sampling date) ( go to A17                                          

( Contact information illegible ( go to A17                                                                                    

( Contact information missing ( go to A17                                          
( Chart missing ( go to A17                                          

( Location listed too general to 

    make tracing possible( go to A17                                         

( Other, specify: ________( go to A17                                          
	A15. What is patient outcome?


	( Patient not lost (Is not >90 days late for last given appointment or no visit >180d since last visit if no appointment date listed), specify date of last visit:__/__/__ 

( Official Transfer (Has official documentation of transfer to another facility at last visit, specify transfer date:__/__/__
( Patient died, specify death date as accurately as possible: __/__/__

	A16. Source of locator information for tracing (mark all that apply)
	[image: image87.wmf] Paper file   - locator form  

[image: image88.wmf] Paper file   - source other than locator form

[image: image89.wmf] Electronic database      

[image: image90.wmf] Other, specify:                                                                                    


	A17. Approximately how much time was spent looking for this patient’s file and recording the necessary information?
	        [image: image91.wmf][image: image92.wmf]:[image: image93.wmf][image: image94.wmf]

	
	      Hours (hh) : Minutes (mm)  

	A.18. What difficulties or challenges did you face in paper tracing this patient?


	


	LOST TO FOLLOW-UP TRACING FORM (PILOT VERSION)

MODULE B: TRACING OUTCOMES (v.2015.5.12)

	B.0.1. Staff ID Number:
	
	B.0.2. Name of patient
	

	B.0.3. Province:
	
	B.0.4. Clinic name:
	

	B.0.5. Patient ART number:
	
	B.0.6. Last visit date recorded in patient record:
	[image: image95.wmf][image: image96.wmf] - [image: image97.wmf][image: image98.wmf][image: image99.wmf]  - [image: image100.wmf][image: image101.wmf]

	B.0.7. Last ART status as documented in clinic records
	( Never started three drug antiretroviral therapy (excludes limited-duration regimens for PMTCT alone)

( Has ever started ART (including those who have subsequently stopped)

	B.0.8. Tracing outcome  
	( Communicated with patient ( go to SECTION B1
( Communicated with informant(s) who knows the patient and not directly with patient ( go to SECTION B.2

( Attempted but unable to communicate with patient or informant ( go to SECTION B.3


	SECTION B1: TRACKER COMMUNICATES WITH PATIENT

	B1.1 As of this interview, has field tracing ever occurred for this patient in this study?
	(Yes

(No

	B1.2. Interview type. [Pick one] 
	[image: image102.wmf] in-person      [image: image103.wmf]phone
	B1.3. Patient interview date.
	[image: image104.wmf][image: image105.wmf] - [image: image106.wmf][image: image107.wmf][image: image108.wmf]  - [image: image109.wmf][image: image110.wmf]

	
	
	
	DAY(dd)
	  MONTH (mmm)
	YEAR    (yy)

	B1.4. Confirm identity of patient using as many identifiers as possible.  Mark all that apply:

	( Name     ( Age     ( Sex     ( Height     ( Location or residence      ( Occupation      ( Clinic number or medical papers     ( Marital Status       ( Common Name

	B1.5. Have you seen any doctor, nurse or other professional health worker (e.g., pharmacist) for the monitoring or treatment of HIV since your last visit we have on file which was [X date] at the [original clinic]? 

	( Yes, I have been back to the original clinic since that date and I have not visited a new clinic in that time period


	B1.5.A. What was date of last visit at original clinic as reported by patient?
	( patient refused  ( skip to B1.6

( completely unknown ( skip to B1.6 

( exactly date known ( specify 

( approximate date known ( specify

	[image: image111.wmf][image: image112.wmf] - [image: image113.wmf][image: image114.wmf][image: image115.wmf]  - [image: image116.wmf][image: image117.wmf]

	
	
	
	DAY (dd)         MONTH (mmm)      YEAR (yy)

	( Yes, I have visited a new care site (e.g., facility, mobile or community based treatment setting) since the last visit at the original clinic


	B1.5.B. What was the date of the most recent encounter at that new care site?
	( patient refused ( skip to B1.5.C  

( completely unknown ( skip to B1.5.C
( exactly date known ( specify 

( approximate date known ( specify  
	[image: image118.wmf][image: image119.wmf] - [image: image120.wmf][image: image121.wmf][image: image122.wmf]  - [image: image123.wmf][image: image124.wmf]

	
	
	
	DAY (dd)         MONTH (mmm)      YEAR (yy)

	
	B1.5.C. What was the date of first encounter at a new care site after the last visit at [original] clinic?
	( patient refused ( skip to B1.5.D

( completely unknown ( skip to B1.5.D
( exactly date known ( specify 

( approximate date known ( specify   
	[image: image125.wmf][image: image126.wmf] - [image: image127.wmf][image: image128.wmf][image: image129.wmf]  - [image: image130.wmf][image: image131.wmf]

	
	
	
	DAY (dd)         MONTH (mmm)      YEAR (yy)

	
	B1.5.D. What is the name of new provider organization / program
	( patient refused ( skip to B1.5.E 

( completely unknown ( skip to B1.5.E
( organization name known ( specify 
	
	

	
	B1.5.E. What is the patient’s ART number at the new provider?
	( patient refused ( skip to B1.5.F

( completely unknown ( skip to B1.5.F
( ART number known ( specify 
	Specify new ART number:___________________ 
	

	
	B1.5.F. Did you run out of medication between your last visit at the [original clinic] and first visit at any new care site? (only applies to those on ART at last visit)
	( Yes

( No (skip to B1.5.F

( Refused (skip to B1.5.F
	

	
	B1.5.F.1. How many days approximately?
	( patient refused ( skip to B1.5.G
	[image: image132.wmf][image: image133.wmf][image: image134.wmf] days

	
	B1.5.G Why did you switch your care from [original clinic] to [new clinic]? [mark all that apply]

	
	Structural 

( Transportation from home is easier or cheaper to new clinic.

( Transportation was no longer available to the old clinic

( New clinic is closer to work.

( Work obligations made it hard to go to the original clinic

( School obligations made it hard to go to the original clinic

Psychosocial

( Family obligations made it hard to go to the original clinic

( Attending clinic created or could create conflict with my spouse.

( My HIV status is less likely to be discovered by my 

    family or others I know at the new clinic. 

( Declines to answer

( Other, specify


	Clinic Factor
( Old clinic ran out of medications (“stock-out”). 

( The staff is more respectful at new clinic. 

( The quality of care is better at new clinic.

( The waiting area is more comfortable at new clinic.

( I was afraid old clinic would scold me for missing  a visit

( I received more goods (i.e., food, bednets) at new clinic

( I spend less money at new clinic.                             

( I spend less time at new clinic.

( Starting ART is easier new clinic. 
( Treatment supporter not required at new clinic. 

( Fewer administrative requirements at new clinic.
( Poor record keeping at the original clinic inconvenienced me



	
	Describe details of patient’s response:
	
	

	( No, I have not visited any new site nor seen any health worker (e.g., doctor nurse, or pharmacist) for HIV care. 


	 B1.5.H. Why did you stop going to any clinic for your HIV care? [mark all that apply]

	
	Structural

(Transportation was too difficult or expensive.

(Transportation was no longer available

( I moved and there was no care available in this area

( I didn’t have enough money to access care.
( Work requirements interfered with picking up medications or visiting clinic

( Work interfered with taking medications in my possession.  

( I didn’t have enough food. 

Psychosocial
( I had family obligations.

( I came to believe I do not actually have HIV

( I became depressed and gave up hope for living

( Attending clinic created or could create conflict with my spouse.

( Attending clinic risked disclosure to someone I know that I have HIV. 

( Someone important to me told me to stop going to clinic.

( My doctor or nurse told me to stop going to clinic.

( Because I went to someone who tried / is trying to cure 

    me by prayer / religious rituals. 

( Because I saw / am seeing a traditional healer instead

( I got married and my ability to go to clinic changed

( I was drinking alcohol

( I intended to go but was too lazy
( I forgot


	Clinic Factor

( The clinic ran out of medications (“stock-out”).

( The staff did not treat me with respect

( The quality of care was not good.

( The waiting area was not comfortable.

( I was afraid clinic would scold me for missing my

    appointment.

( I couldn’t find a treatment supporter that was required.

( Too many administrative requirements.

( I stopped receiving goods (i.e food, bednets) at clinic.

( I spent too much time at clinic. 

( I spent too much money at clinic

( It was taking too long to start ART.

( I lost my card for ART Care

Medical 

( I felt too sick to come to clinic.

( The medicine was not helping me feel better.

( I was experiencing side effects from the medicine.

( I felt well and thought I didn’t need care or medicine.                

( I didn’t want to take drugs forever.

( I was taking too many pills a day.

( Declines to answer  

( Other, specify:

	
	Describe details of patient’s response:
	

	
	B1.5.I. What would have to happen for you come back to care at any clinic? [mark all that apply]

	
	Structural

( Transport to clinic would have to be less expensive 

( Transport to clinic would have to be less time consuming

( My employer would allow me to go 

( My school schedule would have to be more flexible 

( My family would have to give more material support

Psychosocial

( My family would have to be more encouraging

( I would have to be convinced that going to clinic / ART medications were helping me 

( I would need to be sure that going to clinic would not lead to people finding out my HIV status

( I would need to disclose my HIV status to my spouse

( Declines to answer  

( Other, specify:


	Clinic based

( The clinic would have to treat me with more respect

( I would not have to wait so long at the clinic

( The quality of care would have to be better

( The clinic would have to be open on weekends or in the evenings

( The cost of receiving care or medicine would have to be less

( The clinic would have to give me other goods (e.g. food, bed-nets)

( The clinic would need a more comfortable waiting area

( The clinic would need fewer administrative requirements

( The clinic would have to make re-entry to care easier (e.g. new ART card, minimize required paperwork)

Other

( Under no circumstances would I be willing to return to clinic

( I am already planning on returning even if nothing changes



	
	Describe details of patient’s response:
	

	( Patient refused or cannot answer
	

	B1.6 Approximately how long would it take you to get to the last clinic you  attended (your current clinic if in-care) from your usual residence?
	        [image: image135.wmf][image: image136.wmf]:[image: image137.wmf][image: image138.wmf]

	
	      Hours (hh) : Minutes (mm)  

	If this is a phone only interview (phone ticked for B1.2), stop here and skip to Section B.4.


	B1.7. This question is only for living patients not yet started on ART at original clinic. Others GO TO B1.8

Did you ever start taking antiretroviral medications?

	(Yes
	B1.7.A. When did you start?  


	[image: image139.wmf][image: image140.wmf] - [image: image141.wmf][image: image142.wmf][image: image143.wmf]  - [image: image144.wmf][image: image145.wmf]
	   ( No  ( Go to B1.9

	
	
	DAY(dd)
	  MONTH (mmm)
	      YEAR (yy)
	


	B1.8. Have you taken antiretroviral medicine (defined as any ART) in the last 14 days? (Applies only if ART status is “ever started ART” or if answer to B1.7.A is “Yes”)

	(Yes
	B1.8.A. Where did you get the medicine? 

Mark all that apply
	( Original clinic                                                                ( Friend or family member                           

( Private physician                                                          ( Other, specify:

( New Clinic                                                           

	
	B1.8.B. Can you show me or name your medicines? 
	( Yes, ( Record the medicines
( No, patient unable to name or show medicines
	1.                                                      
	2.
	3.
	4.

	(No

	B1.8.C. When did you last take ART?
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	DAY(dd)
	MONTH (mmm)
	YEAR (yy)

	
	B1.8.D. Why did you stop ART?  Answer both coded and descriptive responses

	Coded responses:  Mark all that apply

	
	
	Access to Care

( Transportation was too difficult or expensive.  

( I didn’t have enough money to access care.

( I spent too much time at clinic. 

( Too many administrative requirements.

( I moved

Work and Family 

( Work interfered with picking up medications or visiting clinic for review.

( Work interfered with taking medications.  

( I had family obligations.

( Family conflict prevented attending clinic.

( Attending clinic risked disclosure to my family that I had HIV.

Medical 

( I felt too sick to take the medicines.

( The medicine was not helping me feel better.   

( I was experiencing side effects from the medicine.

( I felt too sick to come to clinic.

( I felt well and thought I didn’t need care.                

( I didn’t want to take drugs forever.

( I was taking too many pills a day.

( I didn’t have enough food. 

( I was drinking alcohol.
	Clinic Factor

( The clinic ran out of medications (“stock-out”).

( The staff was not respectful.

( The care was not good.

( The waiting area was not comfortable.

( Attending clinic risked disclosure that I had HIV.

( I stopped receiving goods (i.e food, bednets) at clinic.

Alternative Treatment and Advice

( A family member or other important person told me to

    stop taking ART.

( My doctor or nurse told me to stop taking ART.

( Because I went to someone who tried / is trying to cure me by prayer / religious rituals. 

( Because I saw / am seeing a traditional healer  instead.

( I no longer believe I have HIV/ I believe I’ve been cured

( Declines to answer

( Other, specify:

	
	
	Describe details of patient’s response:

	
	
	

	B1.9. Is the usual residence in the catchment area of this clinic? 

	( Yes

( No 

	B1.9A Did you ever spend more than 1 month consecutively away from their usual residence in the last year

	( Yes

( No 

( Refused

	B1.10. Have you disclosed your HIV status to anyone? 

	( Yes

( No (skip to B1.11

( Declines to answer(skip to B1.11

	B1.10.A. Who have you disclosed your HIV status to? [mark all that apply]

	( Spouse/Partner

( Other family member

( Friend

( Co-worker

( Employer 

( Other: _______________________

( Declines to answer

	B1.11. Has anyone from the clinic contacted you either by phone or in person to encourage you to return to clinic after you had missed an appointment?

	( N/A – the patient denies ever having missed a visit(go to B1.14
( Yes

( No (go to B1.14
( Declines to answer(go to B1.14

	B1.11.A. About how many times in total has someone from the clinic contacted you either by phone or in person to encourage you to return to clinic after missing an appointment?

	(( times

	B1.12.In the past 6 months, have you seen a traditional healer?

	( Yes

( No 

( Declines to answer

	B1.13. In the past 6 months, have you used any herbal remedies for HIV?

	( Yes

( No (skip to B1.16

( Declines to answer(skip to B1.16

	B1.13.A Which herbal remedies have you used? If used, also tick how often it was used.

	( Sondashi Formula

( African Potato

( Selenium supplement

( Tebusha

( Back of Mubuyu tree

( Crocodile Fats

( Moringa/Green Powder/Oleifera)

( Other (specify):____
	( Once          ( 1x/month        (1x/week        ( Daily       ( Unknown       ( Other (specify):       
( Once          ( 1x/month        (1x/week        ( Daily       ( Unknown       ( Other (specify):        
( Once          ( 1x/month        (1x/week        ( Daily       ( Unknown       ( Other (specify):       
( Once          ( 1x/month        (1x/week        ( Daily       ( Unknown       ( Other (specify):       
( Once          ( 1x/month        (1x/week        ( Daily       ( Unknown       ( Other (specify):       
( Once          ( 1x/month        (1x/week        ( Daily       ( Unknown       ( Other (specify):        
( Once          ( 1x/month        (1x/week        ( Daily       ( Unknown       ( Other (specify):       
( Once          ( 1x/month        (1x/week        ( Daily       ( Unknown       ( Other (specify):  

	B1.14.What is your religious denomination? (select one)

	( African Methodist
( UCZ 
( 7th Day Adventist
( Reformed Church
( Baptist 
( New apostolic 
( CMML 
	( Salvation Army 
( Jehovah’s Witness (Watchtower) 
( Pentecostal 
( Presbyterian
( Anglican 
( Catholic 
( Muslim 
	( Hindu

( Zionist 
( Baha’i 
( Other (Specify)______________ 
( None 

( Do not know
( Refused

	B1.15. What is your marital status? (select one)

	( Single, Never married

( Married, single wife/husband 

( Married, multiple wives
	(Widowed

( Divorced
	( Separated 

( Refused 

	B1.16. What is your highest level of education? (select one)

	( No formal education

( Primary school

( Secondary school
	( College

( Graduate degree
	( Professional degree

( Refused

	B1.17. What is your relationship to the head of household? (select one)

	( Head
( Wife or Husband
( Son or Daughter
( Son-in-Law or Daughter-in-Law
( Grandchild
	( Parent 
( Parent-in-Law 
( Brother or Sister 
( Niece/Nephew by blood
( Niece/Nephew by marriage
	( Other Relative

( Adopted/Foster/Stepchild
( Not Related
( Do not know
( Refused

	B1.18 Do you or any members of your household own any of the following? (Read list, record item if owned. Multiple responses possible)

	( Bicycle

( Motorcycle/Motor scooter 

( Car or truck 

( Animal-drawn cart

( Boat with a motor
	( Banana boat (without a motor) 

( Watch 

( Radio 

( Television

( Refrigerator
	( Agricultural land 

( House 

( Mobile phone

( Bed
 

( Refused

	If province is Lusaka (B.0.3), continue with B1.19. If province is NOT Lusaka, skip to B1.28

	Satisfaction: We would now like to ask you a few questions about your experiences with the clinic and your HIV care providers. Please remember that this survey and your responses are private and confidential. Please indicate whether you agree or disagree with the following statements.

	In ODK, include the following graphic for “Agree” [image: image153.png]


  , this graphic for “neither agree nor disagree” [image: image154.png]


 and this graphic for “disagree” [image: image155.png]


 

	B1.19 I am satisfied that my providers at the [original clinic] have been taking care of me. 
	( Agree

( Neither Agree nor Disagree(go to B1.20
( Disagree

( Refused(go to B1.20

	B1.19A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.20 My providers [at X clinic] explain the reason(s) for any medical tests.
	( Agree

( Neither Agree nor Disagree(go to B1.21
( Disagree

( Refused(go to B1.21

	B1.20A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.21 My providers [at X clinic] explain things in a way that is easy for me to understand
	( Agree

( Neither Agree nor Disagree(go to B1.22
( Disagree

( Refused(go to B1.22

	B1.21A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.22 I am confident of my medical providers’ knowledge and skills at the [at X clinic].
	( Agree

( Neither Agree nor Disagree(go to B1.23
( Disagree

( Refused(go to B1.23

	B1.22A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.23 My medical providers [at X clinic] show respect for what I have to say.
	( Agree

( Neither Agree nor Disagree(go to B1.24
( Disagree

( Refused(go to B1.24

	B1.23A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.24 My medical providers [at X clinic] listen carefully to me.
	( Agree

( Neither Agree nor Disagree(go to B1.25
( Disagree

( Refused(go to B1.25

	B1.24A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.25 My medical providers [at X clinic] really care about me as a person.
	( Agree

( Neither Agree nor Disagree(go to B1.26
( Disagree

( Refused(go to B1.26

	B1.25A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.26 My medical providers [at X clinic] encourage me to talk about all my health concerns
	( Agree

( Neither Agree nor Disagree(go to B1.27
( Disagree

( Refused(go to B1.27

	B1.26A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.27 My medical providers [at X clinic] spend enough time with me.
	( Agree

( Neither Agree nor Disagree(go to B1.28
( Disagree

( Refused(go to B1.28

	B1.27A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	Audit-C Scale

	B1.28 How often do you have a drink containing alcohol?
	( Never 

( 1 time a month or less

( 2-4 times a month

( 2-3 times a week
 

( 4 or more times a week

( Refused

	B1.29 How many standard drinks containing alcohol do you have on a typical day?


	( 0

( 1 or 2

( 3 or 4

( 5 or 6 

( 7 to 9

( 10 or more

	B1.30 How often do you have six or more drinks on one occasion?
	( Never 

( Less than monthly

( Monthly

( Weekly
 

( Daily or almost daily

( Refused

	Domestic Violence. Intro: Now I’m going to give you a couple of scenarios and I want to know if you agree with the statements. 

	B1.31 If someone in the household misuses money it is acceptable to beat him/her
	( Yes

( No

( Refused

	B1.32. In my household if a wife comes home late without the permission of the husband, she will be beaten
	( Yes

( No

( Refused

	Stigma: We would now like to ask you a few questions about your experiences living with HIV and opinions. Please remember that this survey and your responses are private and confidential. Please indicate whether you agree or disagree with the following statements.

	B1.33 I think less of myself because of my HIV status
	( Agree

( Neither Agree nor Disagree(go to B1.34
( Disagree

( Refused(go to B1.34

	B1.33A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.34 I have felt ashamed because of my HIV status
	( Agree

( Neither Agree nor Disagree(go to B1.35
( Disagree

( Refused(go to B1.35

	B1.34A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.35 I have lost respect or standing in the community because of my HIV status
	( Agree

( Neither Agree nor Disagree(go to B1.36
( Disagree

( Refused(go to B1.36

	B1.35A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.36 People hesitate to start HIV care because they are afraid others will learn their HIV status
	( Agree

( Neither Agree nor Disagree(go to B1.37
( Disagree

( Refused(go to B1.37

	B1.36A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.37 People hesitate to start HIV care because they may be talked badly about
	( Agree

( Neither Agree nor Disagree(go to B1.38
( Disagree

( Refused(go to B1.38

	B1.37A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.38 People hesitate to start HIV care because they may lose respect or standing
	( Agree

( Neither Agree nor Disagree(go to B1.39
( Disagree

( Refused(go to B1.39

	B1.38A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.39 People hesitate to start HIV care because they may be verbally insulted, harassed, or threatened
	( Agree

( Neither Agree nor Disagree(go to B1.40
( Disagree

( Refused(go to B1.40

	B1.39A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.40 I am, or have been, reluctant to access ARV drugs in the community where I live
	( Agree

( Neither Agree nor Disagree(go to B1.41
( Disagree

( Refused(go to B1.41

	B1.40A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	B1.41 People living with HIV who are taking ART are treated better by others than people living with HIV who are not taking ART
	( Agree

( Neither Agree nor Disagree(go to B1.42
( Disagree

( Refused(go to B1.42

	B1.41A. How strongly do you [agree/disagree]?
	( Somewhat [Agree/Disagree]

( Strongly [Agree/Disagree]

	Please tell us how often the following things have happened to you, or whether you think they have happened to you, because of (as a result of) your HIV status in the last 12 months?

	B1.42 People have talked badly about me because of my HIV status
	(
	Response categories:

1 - Never

2 - Once

3 - A few times

4 - Often

5 - Not in the last 12 months, but have experienced before

6 - Not applicable because no-one knows my status

7- refused

	B1.43 Healthcare workers talked badly about me because of my HIV status 
	(
	

	B1.44 I have been verbally insulted, harassed or threatened because of my HIV status
	(
	

	B1.45 I have been physically assaulted because of my HIV status
	(
	

	B1.46 A health worker disclosed my HIV status without my permission
	(
	

	B1.47 I have lost respect or standing in the community because of  my HIV status
	(
	

	B1.48 I have felt that people have not wanted to sit next to me for example on public transport, at church or in a waiting room because of my HIV status
	(
	

	B1.49 Someone disclosed my HIV status without my permission
	(
	

	B1.50 I confronted, challenged, or educated someone who was stigmatizing and/or discriminating against me
	(
	

	 If Lusaka Province selected in B.0.3, continue with B1.51. If Province is not Lusaka, GO TO SECTION B.4


	B1.51. Was blood drawn for viral load testing?  

	(Yes

	(No
	B1.51A. If no, why not?
	( Patient refused 

( Attempted, unable to draw         
( Other, specify:                                 

( Not applicable: no indication patient has started ART 

	B1.52. Was PIMA CD4 testing carried out? (this question applies to patients for patients never on ART at the time of contact with patient)

	(Yes
	B1.52A If yes, what was the PIMA CD4 result?
	(((( cells/mm3

	(No
	B1.52B. If no, why not?
	( Patient refused 

( Attempted, unable to obtain blood
( Blood attempted but PIMA assay failed 

( Other, specify:              

	GO TO SECTION B.4


	SECTION B.2: TRACKER COMMUNICATES WITH INFORMANT(S) WHO KNOWS THE PATIENT (NO COMMUNICATION WITH PATIENT)

	B.2.1 As of this interview, has field tracing ever occurred for this patient?
	(Yes

(No

	B.2.2. Interview type: [pick one]
	[image: image156.wmf] in-person    

[image: image157.wmf]phone  
	B.2.3. Informant Interview date.
	[image: image158.wmf][image: image159.wmf] - [image: image160.wmf][image: image161.wmf][image: image162.wmf]  - [image: image163.wmf][image: image164.wmf]
DAY(dd)          MONTH (mm)        YEAR(yy)

	B.2.4. Confirm identity of the patient using as many identifiers as possible.  Mark all that apply.

	 ( Name          ( Age           ( Gender         ( Height       ( Location or residence        ( Occupation       ( Clinic number or medical papers                 ( Marital Status                    ( Common Name

	B.2.5. What is your relationship to [state patient’s name]? [Pick one]

	( Spouse
	( Grandparent
	( Parent
	( Local leader
	( Other relative

	( Neighbor
	( Child
	( Friend
	( Brother or sister
	( Other, specify:


	B.2.6. As far as you are aware, is the patient alive? 

	(Yes

                 
	B.2.6.A. When was the last time you or someone else you know had contact with the patient? 
	[image: image165.wmf][image: image166.wmf] - [image: image167.wmf][image: image168.wmf][image: image169.wmf]- [image: image170.wmf][image: image171.wmf]

	
	
	 DAY(dd)          MONTH (mm)        YEAR(yy)

	
	B.2.6.B. Did he/she move usual residence?
	( Yes 
	( No      
	( Unknown  

	
	GO TO SECTION B.4

	( No, patient has died
	B.2.6.C. When did the patient pass away? 
	  [image: image172.wmf][image: image173.wmf] - [image: image174.wmf][image: image175.wmf][image: image176.wmf]  - [image: image177.wmf][image: image178.wmf]

	
	
	DAY(dd)           
	MONTH (mmm)               
	YEAR(yy)                 

	
	B.2.6.D. How did he/she die? Mark one.
	( Suicide ( go to Section B.4 

( Disease or illness      

( Injury, accident, or trauma ( go to Section B.4  

( Relating to childbirth( go to Section B.4        

( Don’t know/declines to answer( go to Section B.4  

( Other, specify:______________ ( go to Section B.4

	
	If answer to B.2.6.D is “disease or illness”:

	
	B.2.6.E. Did the patient see a doctor, nurse or other non-traditional health professional in the two weeks before he or she died? 
	( Yes

( No(go to Section B.4
( Unknown ( go to Section B.4
( Refused ( go to Section B.4
( Not Asked( go to Section B.4


	
	B.2.6.F. What did the health care providers say the patient was sick with? 
	( Known, Specify:________________________

( Unknown   

( Refused   

( Not Asked 

	GO TO SECTION B.4


	SECTION B.3: TRACKER UNABLE TO COMMUNICATE WITH PATIENT OR INFORMANT 

	B.3.1. Is there a record of patient death in any local death registry? 
	( Yes    

( No evidence of death in registry  

( No registry available 
	B.3.2. If there is a record of a death, when did the patient die? 


	  [image: image179.wmf][image: image180.wmf] - [image: image181.wmf][image: image182.wmf][image: image183.wmf]  - [image: image184.wmf][image: image185.wmf]

	
	
	
	DAY(dd)           
	MONTH (mmm)               
	   YEAR(yy)                 

	B.3.3. How far was the tracker able to get in the physical tracing of the patient? (For the questions below, “site” refers to smallest geographic unit available to tracker in clinic records. “Residence” is the actual building or dwelling where the patient was reported to have stayed)  

	( Site found and residence found 
	B.3.3.A. Why was no further information about the patient obtained? 
	( No one available to speak to 

( None of the available persons were willing to talk

( None of the available persons knew the patient 

( No one willing to talk about the patient even though they know him/her    

( No one knows the patient’s current vital status or care status even though they know him/her

( Other, specify: _______________

	( Site found but residence not found 
	B.3.3.B. Why were you unable to find the residence? 
	( Site refers to an area that is too big to be able to search for patient

( No one available to speak to 

( None of the available persons was willing to talk

( None of the available persons knew the patient 

( No one willing to talk about residence even though they know him/her    

( No one knows about residence even though they know him/her

( Other, specify:  _______________    

	( Site not found and therefore residence of patient was not found 
	B.3.3.C. Why were you unable to find the site given by the clinic? 
	( Site does not exist

( Site inaccessible (e.g.,flood)

( Site data not legible enough to understand

( Other, specify:________________

	( Phone tracing only
	B.3.3.D. Why was phone tracing unsuccessful?
	( The phone number is invalid

( No one answered the phone

( The person answering the phone does not know the patient

( The person answering the phone refused to provide information about the patient

( The patients’ file has no contact/phone numbers or details

( Other, specify: _____________

	Go To Section B.4


	Section B.4: TRACKER FEEDBACK

	B.4.1. What difficulties or challenges did you face in tracing this patient?


	

	B.4.2. What suggestions or ideas do you have to  improve this process or protocol?
	

	B.4.3a. How many persons were questioned by phone while looking for this patient?
	

	B.4.3b. How many persons were questioned in person while looking for this patient?
	

	B.4.4. How many hours were spent by phone looking for this patient?
	        [image: image186.wmf][image: image187.wmf]:[image: image188.wmf][image: image189.wmf]
	B.4.5. How many hours were spent in person looking for this patient?
	        [image: image190.wmf][image: image191.wmf]:[image: image192.wmf][image: image193.wmf]

	
	      Hours (hh) : Minutes (mm)  
	
	    Hours (hh) : Minutes (mm)  

	B.4.6.  How many trips were made looking for this patient?
	
	     ( Not applicable, phone tracking only

	B.4.7. Does patient have a new site or residence? 
	( Yes: Address known ( Update contact form   

( Yes: He/she has moved but do not know where 

( No     

( Don’t Know                                                                

( Not applicable (died)
	B.4.8. Does the patient have a new phone contact number? 
	(  Yes: Update contact form 

(  No     

(  Don’t Know 

(  Not applicable (died)                                     

	B.4.9. What ART treatment facility is closest to the patient’s primary place of residence?
	

	B.4.10. What types of transport did you use in your efforts to track this patient? [mark all that apply]
	( Walking on foot   

( Bicycle 

( Motorbike

( Public Transport   

( Study Vehicle

( Private hired transport

( Ox Cart

( None (it was phone only tracing)

( Other: _________________ (specify)




Appendix 6: SOP # 1.21 Participant Confidentiality 
PURPOSE 

To define procedures in maintaining study participants confidentiality and privacy. Maintaining participant’s confidentiality is a very important component in a Research study. All staff involved in the BetterInfo study will be trained in Good Clinical Practice, Human Subjects Protection, and study procedures to enable them fully understand the importance of maintaining participants confidentiality.

SCOPE
Applies to all Research Staff involved in implementing the BetterInfo study Procedures. 

RESPONSIBILITIES

I. All staff involved in the BetterInfo study are responsible for maintaining confidentiality for study participants and also to ensure that the study participant is comfortable knowing that his/her confidentiality will be maintained throughout their participation in the study 
II. The Study Coordinator is responsible for ensuring that personnel are trained, documenting training and that personnel are following procedures as written. 
PROCEDURES

I. On all study related materials, study participants will be allocated a unique identifying number which should be used to identify participants. This will be the currently used ART number. 
II. All study procedures, including tracking participants, identifying their outcomes and encouraging them to return to care, will be conducted according to current clinical practices. 
III. All discussions regarding participant’s outcomes and interviews on an electronic based questionnaire, and collection of blood samples will be conducted in a private place. If a private place cannot be found at a participant house, it may be necessary to arrange to see the participant in another place such as health facility. This would need to be arranged in consultation with the participant.
IV. Where there is need to speak with the family member of the deceased participant, to determine their outcome study staff will endeavor to only disclose participants information which the participant consented to at enrolment. (Refer to field tracking process SOP)
V. During household visits, staff will ensure that they only state health related purpose of the visit or other non-identifiable socially acceptable reasons for any visits.
VI. During household visits staff will not wear any identifiable clothing or badges that link them to be tracing HIV positive participants that are lost to follow up.
VII. Raising awareness of the study will only be limited to key stakeholders that include Ministry of Community Development Mother and Child Health, Provincial Medical Officers, District Medical Officers, Health Centre and ART in charge, Chiefs, Village Head men and clinic Health Advisory Committees/Neighborhood Health Committee representatives where the study will be implemented. This is to prevent community stigmatization of prospective study participants. 
VIII. All participant study documents, such as Locator forms, participant’s files and other relevant information, will not be discussed outside the context of the study at all. They should be kept confidential and within the study team. Any discussions of participant’s information should be restricted to that which is necessary for safe conduct of the study and if possible only study identification number (ART number) should be used.
IX. Access to study data or any other related study material will be restricted to designated research staff.
X. All study data or documents either paper records or electronic data capture devices containing data must be carried and stored securely according to study specific SOP. Trackers will be provided with lockable portable cases where all participants study documents will be stored prior to be being filed and locked in a filing cabinet. All study data must be stored in locked cabinets and locked in designated study sites.
XI. All electronic data will be protected by passwords known only to the research staff member and data team. Please refer to SOP 1.20 “Care, Maintenance, Charging and Security of Tablet computers” in Appendix 1 below. for additional information on how patient confidentiality will be maintained for all electronic data.
XII. No password should ever be divulged to a third party.
XIII. Any potential breach of confidentiality by loss of an electronic device or any other paper forms must be reported immediately to immediate supervisor and also to the Study Coordinator, Data Manager, Research Manager and PI.
XIV. Publications from the study will not identify any study participants or study sites, (clinic, communities) in any way that can be identifiable.

APPENDICES: 

Appendix 1: SOP # 1.20 Care, Maintenance, Charging and Security of Tablet computers

PURPOSE

This procedure describes how to care, maintain and charge tablet computers. It also describes security measures that must be followed when in possession of the tablet computers. 

SCOPE

All Assistant Study Coordinators, QA/QC Data Supervisors and Trackers

PROCEDURES

Your tablet is an essential tool for data capture. To ensure your success as a Tracker, it should be maintained and cared for as any other tool would be. Below is some useful information that will help you keep your tablet in good condition.  

1. Preventative Maintenance

a. Do not store in direct sunlight for long periods, or where the tablet computer will be exposed to excessive heat (over 90° F, 32° C).

b. Avoid direct exposure to water, sand, dust and other environmental hazards.

c. Always transport the tablet in a carrying case (tablet cover).

d. Keep it away from food and beverages.

e. Keep the covers closed on the connectors, doors and slots when they are not in use.

f. Prevent heavy and/or sharp objects from falling onto or being put onto the display.

g. Place your Tablet display side down whenever possible.

h. Be careful to keep phone and power cables out of harm’s way when communicating or charging your Tablet in the home or office, to prevent people or pets tripping over it.
2. Cleaning your tablet

To clean your tablet display screen: wipe the screen surface gently using a soft cotton cloth dampened with denatured alcohol or a mild soap with no abrasive. Do not use abrasive solvents.

3. Accidental Spills

If you do accidentally spill liquid on the tablet:

a. Turn it off and unplug it (if charging).

b. Position it so that the liquid can run out.

c. Turn it on (preferably after 30 minutes to 1 hour) and if the tablet does not boot up after it has dried out, inform the Assistant Study Coordinator.

4. Battery Care

The average lithium-ion battery life in a tablet PC is approximately 13 months, depending on usage. These hints will help you achieve a longer lifespan for your battery.

a. Always make sure you charge battery fully.

b. Make sure the vents on the tablet are clean and free of dust. 

c. Keeping the tablet cool will extend battery life. Try to operate on hard surfaces as much as possible and avoid using the tablet on your lap, pillows, or other soft surfaces which might interfere with airflow. Never store your tablet in a hot car or in full sun.

d. Set your screen brightness to the dimmest that you are comfortable with.

e. When not using Wi-Fi, disable the Wi-Fi adapter.

f. Do not multi-task while on battery power. Stick to just using the ODK Collect application and do not have several applications running in the background. 

g. Do not have multiple screens up at the same time as this causes additional CPU usage, which heats up the tablet causing the battery to drain at a faster rate.

5. Security

a. Keep tabs on your devices: never leave the tablet unattended (e.g. at the clinic or during tracing).

b. DO NOT disable the set password. Sharing your password is prohibited. The tablets are set with passwords that should be only known to you. Do not at any time disable the tablet’s password protection.

c. Downloading “APPs” onto the tablet is prohibited. The tablet allocated for use will be closely monitored and any unauthorized use will lead to disciplinary procedures. Connecting to any non-CIDRZ Wi-Fi network is not allowed without permission from the Study Coordinator or Assistant Study Coordinator. Installing extra Applications such as Internet browsers or social media apps are prohibited on the tablet. Since your traffic is public, there is the possibility that it could be captured. For this reason, no tracker is allowed to browse the Internet; the tablet should only use the CIDRZ mobile hotspot Wi-Fi network to send form data to the ODK Aggregate Server.

d. The ASC will check the tracker tablet weekly (minimum) and at other surprise intervals for any unauthorized applications. The ONLY authorized application on the tablet is ODK. If a Tracker is found to have any unauthorized applications on the tablet, disciplinary measures will be instituted.  

APPENDICES: N/A
REFERENCES: N/A
REVISIONS AND HISTROY 

 Unless otherwise specified the:

I. SOP becomes effective the date its signed

II. The author is responsible for reviewing the SOP yearly, or when sites reports do not reflect operations
III. Staff will be trained within 30 days of the SOP becoming effective.
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Appendix 7: SOP for obtaining Informed Consent 
PURPOSE 

To define procedures to be followed when obtaining informed consent is obtained from each study participant in accordance with regulatory requirements and prior to participants being enrolled in the Better Info study.
SCOPE
This SOP applies to  enrollment of study participants and all informed consent (written or verbal) obtained from BetterInfo study participants consenting to: Being enrolled in the BetterInfo Study, which includes:

a. Have their blood collected (Finger Stick) and tested for CD4 results for patients who are identified as lost but not yet eligible for treatment (Pre-ART) and Viral load results for patients already on ART identified as lost, HIV resistance for patients that are viremic. 

b. Complete a semi structured questionnaire to ascertain reasons for discontinuing care.
RESPONSIBILITIES

a) All staff assigned to obtain informed consent from study participants enrolled in the Better Info study are to comply with requirements of this SOP.

b) The Quality Assurance and Quality Control Supervisor is responsible to ensure that staff designated to obtain informed consent follow the operating procedures.

c) The study Coordinator is responsible to ensure that staff are trained and training is documented.

PROCEDURES

Obtaining Informed consent prior to performing any research procedure is essential. It should be obtained in a setting free of coercion and undue influence. The following procedures outlined describe procedures to be followed when obtaining informed consent.

I. Prior to initiating the informed consent process, assess the participants, literacy using a literacy assessment tool ( see in Appendix 1below)

II. If participant is literate, give them a  written information sheet (informed consent form) in a language of their preferred language( English, Bemba, Nyanga , Tonga or Lozi)
III. If participant is illiterate ask them to nominate an independent witness. The witness should be able to read and write and must not be part of the research team. She/he can be neighbor or friend. 
IV. Give the nominated witness an information sheet and should be present throughout the informed consent process.
V. Explain the study to the prospective participant and witness if the participant is illiterate as per information sheet and consent form. 
VI. Allow ample time for the participant to decide completely understand the information sheet/Consent form and ask study related questions. Also allow them enough time to assess whether they wish to participant in the study.
VII. After completing the informed consent discussion ensure the prospective participant understands the information provided in the informed consent form and discussion by asking a set of comprehension questions about the discussions. If the answers indicate any misunderstanding of study related information, review and explain the information again to correct misunderstanding.
VIII. When the prospective participate demonstrates full understanding of the study and what they are consenting to, ask them if they accept to be enrolled in the study.
IX. If they agree to take part in the study:
X. Ask them to write their name, sign and date two copies of the consent form.
XI. Write your name, sign and date two copies of the consent forms
XII. If they are illiterate, ask the participant to thumb print using their right thumb on the signature line and ask the witness to write their name and date the two forms.
XIII. One copy of the ICF should be given to the participant and the other retained by study staff.
XIV. The other copy should be securely stored and returned to the site office for filling in a lockable filling cabinet.
APPENDICES: Literacy Assessment Tool

Appendix: Better Info ICF Comprehension Assessment Tool

Instructions: 

1. This form should be to assess participant understanding / comprehension about the study and what and what they are consenting to. 

2. Ask each of the questions at the end of the consent discussion to assess prospective participant understanding. Indicate participant’s response in the third Column. It is not expected that the participant should give the exact answer as indicated here about should demonstrate understanding of the questions asked. 

3. If the answer given is wrong, if the participant gives a wrong answer, or does not seem to have understood a specific point, repeat the information from the consent form for that area. Ask again the questions that were answered incorrectly after the information has been reviewed

4. If the participant demonstrates understanding, sign at the bottom, and date, if the participant doesn’t demonstrate comprehension, this should be indicated in the comments sections and the process repeated.

	S/N
	Question
	Expected Answer
	Response

	01
	What is the purpose of this study?
	· To find out how many people in selected 30 clinics around Zambia are no longer accessing HIV care, and why some patients stay in care
	

	02 
	Do you have a choice whether you can take part in this study or not?
	· Yes I do have a choice.

· My participation is voluntary.
	

	03
	What are the risks involved in taking part in this study?
	· Risk about being asked on sensitive questions about HIV. Feeling embarrassed, worried or anxious when asked about how I feel about being HIV positive

· Risk of confidentiality, there is a small chance that someone outside of the study may overhear our conversation or learn that am HIV positive by accident.
	

	04 
	What are some of the benefits of you taking part in this study?
	· Encouragement to return to HIV care if one is not currently active.

· The results of this study may help to improve HIV care programs in your community and in other locations in Zambia and in Africa.
	

	05
	What will happen if you agree to take part in this study?
	· I will be asked questions about how I came to start HIV care or began starting ART.

· My experiences in clinic.

· Review of my past clinic records at the clinic to learn more about my health.
	

	06
	If you join this study, how do you think  your privacy and confidentiality will be protected by the study team
	· All information about me will only be identified by a code that will allocated.

· When results from this study are published, my names are anything that identifies me will not be published. 
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 Unless otherwise specified the:

IV. SOP becomes effective the date its signed

V. The author is responsible for reviewing the SOP yearly, or when sites reports do not reflect operations

VI. Staff will be trained within 30 days of the SOP becoming effective.
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