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Abstract

Objectives: To compare measures of health and health quality between
Orphans and Vulnerable Children (OVC) in different living arrangements--
institutional and community care; and to correlate different measures of OVC

health and health quality using clinical, laboratory and quality of life instruments.

Design: Cross-sectional study.

Setting: Two rural districts (sites) in East Africa, Bungoma in Kenya, and

Kilimanjaro in Tanzania.

Participants: 77 male and 45 female OVC aged 16-18 years (N=122).
Participants, who had attained a minimum age of 16 at the date of interview,
were selected from the larger sample of OVC in the Positive Outcomes for
Orphans (POFO) study. POFO, a longitudinal study in five less wealthy countries

that started in 2006, obtained its sample through cluster randomization.

Methods: To obtain self-ratings of OVC physical health, OVC responded to an
interviewer administered SF-36 questionnaire, a multipurpose generic measure
of health status. A neutral examiner then measured OVC physical health using 4
clinical variables: a physical health examination, body mass index, hemoglobin

level, and the Harvard physical fithess score.

Main Outcome Measures: SF-36 scores presented as a two component score-

the physical health and mental health composite sub-scores. For physical health,



normal findings for age were considered as meeting the threshold for good

physical health.

Results: Of the 122 OVC, 89 (73%) lived in the community while 33 (27%) lived
in institutional settings. For the SF-36, the mean physical composite score for the
entire study population was 50.6 (SD=6.2). Mean body mass index (BMI) was
19.3 (SD=2.4). Mean hemoglobin was found to be 13.2g/dl (SD=1.8). The
average Harvard physical fithess score was found to be 40.7(SD=16.9).
Pearson’s correlations between SF-36 Physical Functioning and hemoglobin,
BMI, and the Harvard Step-Test fithess score were 0.1, 0.1, and -0.1
respectively. There was no evidence that self-rating of OVC health outcomes
differed by living arrangement. Using paired t-tests for continuous variables and
chi-square tests for categorical variables, no significant p- values were obtained
at the 95% level. Using a threshold of vision 20/20 for normal vision, 91.0% of

community OVC and 78.8% of OVC in institutions had normal vision (p=0.07).

Conclusion: Although this study did not detect significant differences in self-
reported measures of health among OVC in different living arrangements,
physical examination revealed a slightly high incidence of poor vision among
those living in institutions. In this sample, the correlations between SF-36
physical functioning sub-score and 3 physical health outcomes of BMI,

hemoglobin, and the Harvard Step-test fithess score were weak.
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1. Introduction

The population of Orphans and Vulnerable Children (OVC) has been on
the rise in recent years [1]. Thirty years on, the HIV/AIDS pandemic continues to
fuel the OVC crisis, and in Sub-Saharan Africa, it remains the leading cause of
new orphans [1, 2]. With most of these children living in resource poor settings,
policy makers have increasingly become concerned on OVC future outcomes. In

particular, OVC health outcomes are now taking a center stage presence.

Several studies on OVC, albeit in retrospect, continue to report mixed
health outcomes [3-7]. To determine the physical health of orphans under their
custody, most of these studies use proxy-reports of caregivers [7, 8]. In some of
these studies, the Cinderella hypothesis, the notion that caregivers may prioritize
their own children over the fostered child, has been sustained [5]. A few studies
have also assessed OVC physical health using OVC self—reports [9]. In the
Positive Outcomes for Orphans Study (POFO), among caregivers and pre-
adolescents OVC, Whetten and colleagues (2010), demonstrate a strong direct
correlation for poor health between caregiver reports of health and OVC reports
of health. Caregivers who reported poor health were more likely to report poor
health in OVC under their custody [10]. Thus, most studies among pre-

adolescents that utilize both self and proxy reports reveal a positive correlation.

In contrast, studies on quality of life and health outcomes in older school-
going children and adolescents that utilize both proxy and self-reports, at best,

obtain fair to moderate concordance [11]. Considering, the numerous challenges



that adolescent OVC face, such as an increased risk of early sexual debut as
compared to their non-orphans counterparts , this low concordance bears
important implications for policy and healthcare and highlights the need to

explore measures of adolescent orphan health more fully [2, 12].

Assessing health outcomes for teenage OVC represents an opportunity
for informing policy and planning. Yet in the literature of teenage OVC health
outcomes, a dearth exists. Currently, most research on adolescents OVC health
either utilizes generic measures to assess general health or assesses specific
health conditions. To date, studies that attempt to obtain health outcomes among
teenage orphans through a holistic approach incorporating the child, the

caregiver and a neutral professional examiner are lacking.

Through this study, | seek to address this gap in the literature by
combining both generic health measurement using the Short Form 36 (SF-36)
tool and a comprehensive health assessment. The latter includes a physical
health examination, anthropometric measurement of body mass index,
determination of hemoglobin level, and the Harvard Step physical fitness test.

For this paper, | examined the following two questions:

a. Are there differences in health measures between teenage OVC living in
the community when compared to those living in institutions?
b. How does OVC health correlate with different measures of health and

health quality using clinical, laboratory and quality of life instruments?



2. Methods and Materials

2.1 Field-site Description

A cross sectional survey was conducted among orphans enrolled in rural
sites of the Positive Outcomes for Orphans Study (POFO), in 2 East-African
countries — Kenya and Tanzania. Other than the two countries, the POFO study
has enrolled participants from 3 more countries: Ethiopia, Cambodia, and India.
This multi-country study is longitudinal in nature and seeks positive outcomes for
orphans in multiple dimensions, among which is health. In Kenya, the interviews
and health examinations were conducted from May 2010 to July 2010 in
Bungoma District of Western province. In Tanzania, interviews and health
examinations were conducted in Moshi on the Kilimanjaro region in September
2010. Descriptions of the two rural sites in both Kenya and Tanzania, are found

elsewhere [13].

2.2 Sampling

POFO patrticipants enrolled into this study, had been previously selected
through a two stage randomization at the country level, and cluster
randomization at the institution and community levels [14]. Additionally,
participants of either gender, had to meet the following criteria: 1) be registered in
the POFO database, 2) be 16 years of age or more, at the time of the interview
and health examination , and, 3) be either living in an institution or the

community. Participants found to be pregnant, with physical disabilities or



illnesses that constrained their performance of physical exercise, were excluded

from the Harvard Step fitness test.

At the commencement of the data collection, a query was made on the
POFO database. In Bungoma, there were 98 eligible orphans for the study, while
in Moshi there were 151 eligible orphans. Two interviewers and the researcher
contacted 61 orphans (62.2%) in Bungoma. We were unable to make contact
with 37 orphans for the following reasons: 1) 13.2% of the orphans who study in
boarding schools and distant locations (outside the region), were unavailable
until official school break; 2) 20.5% were lost to follow-up; and 3) 4.1% were not
reached despite three visits to their last known location. Similarly, in Moshi 61
orphans (40.4%) were contacted. We were unable to make contact with 94
orphans for the following reasons: 1) 20.5% of the orphans study in boarding
schools and were inaccessible until official school break; 2) 6.6% declined to
participate in the study; and 3) 32.5% had migrated to other towns in Tanzania.

The total sample size in both Kenya and Tanzania was 122 orphans.

Research protocols for this study were approved alongside those of
Round 8 of the POFO study by ethical review committees at Duke University,
Kenya Medical Research Institute (KEMRI), and the Kilimanjaro Christian

Medical Center (KCMC).

The survey instrument consisted of old questions from POFO | (POFO
rounds 1-7) plus new questions added in round 8 that were intended to address

the specific aims of POFO Il grant. POFO interviewers, who are native Swahili



speakers, translated the SF-36 questionnaire from English to Swahili. Different
translators were used for the translations and back-translations to English. The
original English text and English back-translation were then reviewed by Duke
Staff to ensure that the content was correct. In both study sites, local adult and
youth community advisory boards (CABS) reviewed the new questions for round
8 of POFO and made comments regarding the acceptability and appropriateness

of the language. They also helped identify response options for some questions.

Two interviewers in each study site administered the questionnaire to the
participants. The researcher was blinded to both the SF-36 questionnaire and the
participants’ SF-36 survey responses. After the interview, the interviewers alerted

the researcher who subsequently conducted the OVC health assessment.

2.3 Measures

2.3.1 General Health

General health was measured in the questionnaire using the Short Form-
36 scale (SF-36) health survey adopted from the Medical Outcomes Trust,
Boston, MA [15]. Although the SF-36 has been documented in more than 4000
publications [16], and been translated into over 60 languages including a Swabhili
version for use in Tanzania [17] for this study, the SF-36 was translated from
English to Swahili by trained POFO field interviewers. The SF-36 is a
multipurpose generic measure of health status that is non-specific to age,
disease, or treatment group and consists of 36 items. It yields an 8- scale profile

of scores and 2 summary measures. The 8 scores are: physical functioning,



physical role, bodily pain, general health, vitality, social functioning, emotional
role, and mental health. Scores are transformed to a 0-100 scale, with higher
scores reflecting better health [11]. The two health summary measures are the

physical health component score, and the mental health component score [18].

2.3.2 Health Assessment

The health assessment measured participants’ physical health using 4
clinical variables. These included the following: 1) complete physical health
examination; 2) anthropometric measurement of body mass index (BMI); 3)
hemoglobin level; and, 4) physical fitness testing by means of the Harvard Step
Test. In situations where pathological conditions were detected, the researcher
counseled the participant before making a referral to the local district hospital. In
all cases, test results were explained to the study participants. 34 referrals were

made; 6 from the institutions, and 28 from the community.

Anthropometric measurements of weight and height of the orphans were
performed to obtain the BMI, which is the weight in kilograms divided by the
height in meters squared (kg/m?). Weight was measured to the nearest 0.1kg on
a calibrated digital bathroom scale. Standing height was measured from a flat
surface and expressed to the nearest 0.1cm using a wooden foldable

measurement ruler.

Quantitative determination of hemoglobin and a calculated value for
hematocrit were obtained through 10uL specimen of capillary blood collected

through a sterile finger prick. The blood was placed onto a Hemoglobin Test Strip



and affixed onto a portable Mission ® Hemoglobin Meter manufactured from
ACON Laboratories, Inc. San Diego, CA 92121 USA. The strips function by

lysing erythrocytes and converting the released hemoglobin into methemoglobin.

Cardiorespiratory fitness was assessed through the Harvard Step Test
[19]. The test is considered submaximal since the subject works below maximum
effort. Extrapolation is used to estimate maximum capacity. The test was
originally conducted among young men aged 17- 27 years, and has been
adapted and validated among different teenage populations in the US, India and
East-Africa [19-21]. It involves stepping onto and down from a platform 20 inches
high, 30 times a minute for 5 minutes, or until the subject is unable to continue.
Once the exercise is completed, the participant’s pulse is counted during the
periods, 1-1.5, 2-2.5, and 3-3.5 minutes. A fitness index is then calculated as =
(100* Exercise duration (sec))/ (2*sum of the 3 pulse counts). It is then
interpreted as: excellent > 90; good 80 — 89; high average 65 — 79; low average

55- 64; and, poor < 55.

2.4 Change in Methodology

Although the study had IRB approval to assess for HSV-2 antibodies, the
absence of a consensus on a HSV-2 test-result disclosure protocol to OVC
caregivers led the larger team of POFO investigators to unanimously stop the
test mid-study. At this point, 63 (52%) of the OVC had been tested for HSV-2

antibodies and they all tested negative for HSV-2 antibodies.



2.5 Analysis

Data were analyzed using STATA/IC version 11.2. Univariate and
bivariate analyses comparing health outcomes between teenage OVC living in
the community and those living in institutions were conducted using Chi-square
tests for categorical variables and t-tests for continuous variables. Multivariate
analyses were conducted to compare SF-36 physical functioning scores and
objective physical health outcomes of hemoglobin, BMI, and Harvard Step-Test

fitness scores. Pearson’s correlations were then sought.



3. Results
3.1 Demographic Characteristics

Study participants in Bungoma, Kenya and Kilimanjaro region in Tanzania
were drawn from the POFO study sample- a longitudinal multi-site study. The
total enrollment was 122 participants, with 50% of the study sample being
derived from either country. A majority of the participants were male (63.1%). On
average, participants were 16.8 years old (SD = 0.5). The main living
arrangement was in the community (73.0%), with over a quarter (27.0%) living in

institutions (see table 1).

The 139 eligible OVC that were not contacted had an average age of 16.9

years (SD=0.5), with 48% living in the community and 52% in institutions.

Table 1. Sociodemographic Characteristics of Study Participants

Kenya Tanzania

("=122)  nZ61)  (n=61)

Age (M, SD) 16.8(0.5)  16.6(0.6)  17.0(0.8)
Gender

Female (%) 36.9 32.8 41.0

Male (%) 63.1 67.2 59.0
Living Arrangement

Community (%) 73.0 65.6 80.3

Institution (%) 27.0 34.4 19.7




3.2 Health Characteristics

OVC living in community settings and those living in institutions were
found to have similar health outcomes. When compared by a neutral examiner
along 4 different health indicators, (physical examination, body mass index,
hemoglobin levels, and the Harvard test score of physical fitness), no significant
differences were found. Although 97.5% of the OVC in both community and

institutional settings were found to be in good physical health, the mean Harvard

test score of physical fitness for all OVC was classified as poor (3( =40.7,
SD=16.9). Of the 11 OVC found to have a resting tachycardia (heart rate of
above 100 beats per minute), 9 were females (82.0%). Incidence of poor vision
was 12.3%, though none wore glasses. Among the 77 male OVC in the entire

sample, 73 were circumcised (98.4%) (see table 2).
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Table 2. Differences in Health Outcomes Among OVC i

Institutional Settings

n Community and

(n=122) COE?}T;;)'W In?;[]lt:u?'fgn p-value

Physical Examination

* Good General Appearance (n, | 119(97.5) 86(96.6) 33(100) 0.3

%)

* Normal Visual Acuity 20/20 (n, | 107(87.7) 81(91.0) 26(78.8) <0.1t

%)

* Normal Hearing (n, %) 119(97.5) 86(96.6) 33(100) 0.3
« Normal Head Findings (n, %) 122(100) 89(100) 33(100) -

* Normal EENT Findings (n, %) 113(92.6) 83(93.3) 30(90.9) 0.7
« Normal Chest Findings (n, %) 120(98.4) 87(97.8) 33(100) 0.4
* Normal Abdominal Findings | 120(98.4) 87(97.8) 33(100) 0.4

(n, %)

e Systolic  Blood Pressure 115(9.7) 115(8.5) 113(12.4) 0.4

(mmHg) (M, SD)

« Diastolic Blood Pressure 66(8.4) 66(7.8) 66(9.8) 0.9

(mmHg) (M, SD)

* Resting Pulse (b/pm) (M, SD) 75(15.7) 77(15.6) 71(15.4) <0.1t

«  Male (M,SD) 70.4(13.8) 72.3(14.0) 65.7(12.4)

«  Female (M,SD) 83.7(15.3) 84.4(15.2) 81.3(16.0)

BMI (kg/m?) (M, SD) 19.4(2.4) 19.4(2.5) 19.4(2.2) 0.9
«  Male (M,SD) 18.9(2.0) 18.8(2.2) 18.9(1.5)

* Female (M,SD) 20.3(2.8) 20.2(2.7) 20.5(3.0)
Hemoglobin (g/dl) (M, SD) 13.2(1.8) 13.3(1.9) 12.8(1.6) 0.2

«  Male (M,SD) 13.5(1.7) 13.7(1.8) 13.1(1.6)

* Female (M,SD) 12.5(1.7) 12.6(1.8) 12.2(1.4)

Harvard Test Score (M, SD) 40.7(16.9) 41.7(16.4) 38.5(8.3) 0.4
«  Male (M,SD) 44.7(16.0) 44.5(16.5) 45.2(15.1)
 Female (M,SD) 32.5(16.0) 35.7(14.7) 24.9(17.1)

Standardized SF-36 Physical 50.6(6.2) 50.9(6.0) 49.6(6.7) 0.3

Composite Score (M, SD)*

«  Male (M,SD) 50.7(6.1) 50.8(5.9) 50.6(6.5)

* Female (M,SD) 50.3(6.4) 51.1(6.1) 47.6(6.9)
Standardized SF-36 Mental 48.2(9.1) 48.6(9.2) 47.0(8.9) 0.4
Composite Score (M, SD)*

«  Male (M,SD) 47.5(9.4) 47.7(9.6) 47.2(9.0)

«  Female (M,SD) 49.3(8.6) 50.1(8.4) 46.5(9.0)

T p<0.1; *SF-36 scores are standardized to US general population norms[15, 18]

11



In this sample, the SF-36 showed a high level of internal reliability
(Cronbach’s a = 0.86). Participants reported a mean standardized physical
composite score of 50.6 (SD=6.2) and a mean standardized mental composite
score of 48.2 (SD=9.1). Between the OVC groups, there was no note of a

statistically significant difference.

Best
Healt} 00 ]

90
80

70

SF-36 Score

60

50

~

Poor 0

Health T T T T T T T T T T
PF RP BP GH VT SF RE MH PCS MC

SF-36 subscale

‘ OVCs ‘

Figure 1. SF-36 Scores of Study Participants (n=122 )

PF is physical functioning; RP is physical role; BP is bodily pain; GH is general
health; VT is vitality; SF is social functioning; RE is emotional role; MH is mental

health; PCS is physical composite score; and MCS is mental composite score.
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Table 3. Mean Item Scores for items of the SF-36 Ph  ysical Functioning
scale in Study Participants and other Studies from Tanzania and the US

Item content Mean item score

ovC Tanzania' ust
(n=122) (n=3,802) (n=2,474)

Vigorous Activities 271 2.74 2.17
Climbing Several flights 2.74 2.73 2.54
Bending, kneeling, stooping 2.78 2.89 2.59
Walking more than a km 2.80 2.90 2.55

Moderate Activities 2.73 2.88 2.65
Lifting or carrying groceries 2.76 2.88 2.72
Walking several hundred meters 2.72 2.94 2.69
Climbing one flight 2.75 2.88 2.78
Walking 100 meters 2.74 2.95 2.82
Bathing or dressing 2.89 2.98 2.88

TSource: Wagner and colleagues [17]. The Tanzanian sample was a population sample aged 15
years and above.

*US data is from a general population sample of adults who completed the SF-36 within a survey
conducted for the Health Institute by the National Opinion Research Center [17]

3.3 Multivariate Analysis

Stratifying along gender, Pearson’s correlations between SF-36 physical
functioning (SF-36 PF) sub-score and 3 health outcomes were weak. It was 0.1
between SF-36 PF and hemoglobin, 0.1 between SF-36 PF and BMI, and -0.1
between SF-36PF and the Harvard Fitness score. Similarly, correlations with the
Harvard Fitness score were weak. It was -0.4 between the Harvard Fitness score
and BMI, -0.5 between the Harvard Fitness score and resting pulse, and 0.2

between the Harvard Fitness score and height.

13
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4. Discussion and Conclusion

In this study, when physical health outcomes and self-rated quality of
health measures were compared among OVC living in institutions versus those
living in the community, no difference was found. Applying US general population
norms to the SF-36 generic health questionnaire, regardless of living
arrangement, all OVC had an above-average composite score for physical
health. For a majority of the OVC, physical examination revealed normal findings
for blood pressure, head, EENT, chest, abdominal, and extremities. However, of
note was a high prevalence of undiagnosed poor visual acuity. Most rural areas,
from which the sample was drawn from, lacked access to eye-care centers. The
insidious, non-painful nature of most eye illnesses, and poor access to Vitamin-A

rich dietary sources, also serve to increase the prevalence of poor visual acuity.

When adjusted for age and gender, BMI and hemoglobin levels were
found to be within normal reference standards [22, 23]. Incidences of both
underweight and anemia conditions in both community and institutional settings
were low and homogenously spread. Despite age-appropriate physiological
indices, the average fitness score obtained from the Harvard Step test was poor.
This observation could be attributed to several factors. Participants of a short
stature, females who wore tight or short clothing inappropriate for physical
exercise, absence of privacy when the test was conducted, and anxiety among

participants may have had a major negative impact on test performance.

Correlates between SF-36 physical functioning sub- scores and 3 physical

health outcomes of hemoglobin, BMI, and the Harvard Step-Test fitness score,

16



were weak. The 3 health outcomes were chosen as they provided the most
objective continuous variables for comparison purposes. Nonetheless, plotted
against the SF-36 composite score for physical health, all the 3 outcomes

showed little association.

Although this is among the first few studies to examine OVC health ratings
at ages above 16, findings of no difference by living arrangements have been
reported before. Drawing from ages 6-12 of the larger POFO sample, Whetten
and colleagues found the health of OVC to be no worse in institutions than in the
community[10]. Consistent with this finding are results from Uganda, Ethiopia,
and rural China [9, 24, 25]. In Uganda, despite findings of higher prevalence of
self-reported morbidity in orphans than non-orphans, Sarker and colleagues
found no differences in reported health seeking behavior and measured
anthropometric parameters [24]. However, despite the findings in support for no
difference in health outcome in group homes and institutional care, for chronically
ill orphans, such as with HIV/AIDs, social and cultural contexts of the living
arrangements matter [25]. Thus, this study reaffirms the finding of no difference

in health outcomes for OVC living in different arrangements.

On the second finding in this study of a weak correlation between SF-36
and the 3 chosen physical outcomes, literature is mixed. Overall, the SF-36
composite scores obtained in this study are above average [15] .Consistent with
this finding, is a study from Mozambique [26]. While examining anthropometric
measures among school-going children and adolescents, using the

recommended cut-offs were, Prista and colleagues were unable to establish the
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biological meaning of BMI. Other studies are more cautious. Despite finding an
association of a higher BMI with a worse performance in some physical fithess
tests, Monyeki and colleagues, preferred to interpret BMI as an indicator of
muscle mass [27]. However, working in rural Senegal, Benefice and colleagues
find that activity levels are less dependent on physiological characteristics in
children in traditional subsistence societies. For instance, they found that adult
women had better cardiorespiratory fitness and were more active than

adolescent girls [28].

Inherent in this study are several limitations. The first relates to the
characteristics of the study sample. Not only was the study sample inadequately
powered, but also non-random refusal to participate led to skewed gender, age
and living arrangements distributions. Hence, the generalizability of the results
presented in this paper is limited. Secondly, the results are generalizable only to
OVC aged above 16 years in rural East-African settings. The narrow age range
of the sample, may further explain the lack of variability in the results. Thirdly, the
absence of local references for BMI and an appropriate comparison group for the
SF-36, limit the comparability of these results. Finally, for this study, | used the
same Harvard Step for both male and female participants. Although use of the
same step ensured uniformity, this may have contributed to the overall poor
Harvard fitness score. In order to take regional population differences into
account, several studies have readjusted the height of the Harvard step to cater

for differences in gender and short stature [20, 21].
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By utilizing a neutral examiner to examine OVC health outcomes and
compare their ratings to a standardized tool such as the SF-36, this study is one
of the first ones to examine how accurately OVC rate their health. If adequately
powered and more biological outcomes such as HIV testing are included, studies
similar to the one reported in this paper might obtain more generalizable results.
These studies could provide future direction on whether the SF-36, could serve
as objective screening tool for physical health of OVC and other adolescent

populations.

In conclusion, this study found no differences in health outcomes among
OVC in different living arrangements. The mean composite score for physical
health on the SF-36 was above average. On 3 chosen physical health outcomes
of hemoglobin, BMI, and the Harvard Step-test fithess score plotted against the
SF-36 physical composite score, no correlations were noted. Although the SF-36
has been used on many other populations, this is among the first studies that
have used it in a rural east African setting among adolescent OVC. Thus, this
study provides a focal point for similar research. Next, it will be useful for policy
makers to know what variables predict both the eight SF-36 scores, and the two
summary composite scores for mental and physical health in adolescent OVC

populations.
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Appendix A: Health Examination Questionnaire

ald22ebal 6863 0cdd? 1 4ac 5ed | cal lac] boeBd92

FOFD Round 8
sz Health Examination
1} Dt o’ E scmrminestion :
[=="ed
Year: { Mamih: fDay:

2)

o

3)
ey

4)
e

5)

="

6)

3

9)

Oc DK 7 RF [ Ml {orsirke scwess for MA)

Eairminer:

O DK ¢ BF / M jorsrke scmes for NA)
Height {om):

Or K/ BF | M jorswke cmes for A}
Blood Pressune (mun Hg):

Or DK / RF [/ Ml orsnke scmas for MA}

Whlerighit (o)

O K F RP J M jorsrke scoces for BA)

Or DK ¢ RF [/ Ml {orswke acwes o MA)

Clemeral Appesrance;
Mak an=
D &) Good
0 b) Fair
D o) Puor
Cr DK / RF J Ml orsirke acowes for HA)

[ child wesrs glasses, pleste recond vision while
‘wesring, 1

Drtami Vigion

BIGHT

b 11

O D J RF [ 8 Jorswke scmes fr HA)

[1 chiled wesers:
weskring ghesses
Distanit Vision:
LEFT

v

ks recond viskm whils

O DK § BF § M orsmhke scmes S HA)

10)

1)
C]

12)

13)
[=="]

14)

15)
iy

16)

20

s/ hp- instruments. herokow comyinsrument versions/3 1/print

Survey ID: __ __ __

Velsars: phasiaes T

Madk ane

O a) Yes

2 bjNo

Or K [/ RP 7 Ml jorsrke scwes far M)
Hemrmg Spoken Wrice:
RIGHT

Makane

3 &) Mormal

D b Abnommal
Or OK | BPF [/ M Jorsirke acwess for MA)

Hesring Spoken Viice:
LEFT

Mk ane

D &) Normal

2 b) Ahnommal

Or DK [ BF J M {orsmke acmes £ MA)

HEADY

Indicste whether “nomal” o “shnormal” hen male

commenits #nd recond eny history of svenschronic

iy Allness.

Or [ | KF / Ml {orswike scwes fr MA)

EYES, EARS, NOSE, THROAT
Indlic=te

whether “normal™ of “shnonmal” then maske

oamments and recond any history of seversichronic
iy llness.

Or DK [ BF 7 Ml {orsmhke scwes for HA)

HECK

Indicate whether “nommal™ or “shnormal™ then male

comtumen it mnd recaond sny hstory of svensichronic
iy Allness.

Oc DK [ WP [ Ml {orswke scwes for NA)

CHEST

Tnelicte whether “normal™ or “shnomal™ hen make

commenis 2nd necond any hisory of sevensichnonic
iy Allnes.

Or K / RF / Ml jorsrke acwes o MA)

Continue on next page -
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POFO Epand 8 # Survey ID: _
Indirate whether “normal” or “abnormal” then make
qoul and recard any history of severs/chranic q2an  Mark ooe:
imjury/ilness. 0 a) Yes
0 ) No

Or DE / FF / MI (or strke acoss SriA) O DE ! BF / ML (orsirko acmes e NA)

18} EXTREMITIES
Indirate whether “pormal” or “abnormal” then make
424 op and record any history of severs/chronic

iy flness

Or DE / BF / MI {or sicke acoss SrNA)

‘ u Fthe childis a gir skip ot qoastion.
a4y

19} Lni rigw & ¢ Boys ooy Bramno the child o confinm
ADSWAr.
¥4 Hive you been ciroumeised?
Mark ona:
0 a) Yes
O H)Ne

Or DE / BF / MI {or sicke acoss SrNA)

ao« Hlarard Step Test

The Harand Thstis condncied as followrs:
= (1) Hw the step op on Se phtoomat a e of 30
ﬂ:prninﬂﬁnwymm}himr
exhamstion
(2) Exbanstion is definod as wien $e child cannot
A the ing mie for 15 seconds.
(@) o child i diataly sits down on conpletion ofthe.
fast

E‘ﬂanh child's puise at | mimsa, 2 mimsos, and
mimies afier finishing S0 st and mcord e resuls.

§:24u

20} Pulse at | mimite (beats per mimme]:
g

Or DE / BF / MI (orsike acmas SrNA)

21} Pulse at 2 mimites (beats per muimrte):

e
O DE ! BF / MI (orsrke acoss £rNA)
27) Pulse at 3 mimnes (beats per mimte):
g
O DE ! BF / MI (orsrke acoss £rNA)
End of swrvey.

23} Was biood collected for HSV-] anfibody festing”
e Mark gpg-

0 a) Yes Hoalth Examination :
0 W) Ho Haalth Fxamination | 3% E
) Pag 2afl
Or DE / FF / Ml (orsicke acoss ir HA) 2l 4TI ] SRAI0CALT | dac e | call] fe | heekdil
2ofl 5/17/2011 8:35 PM
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Appendix B: Child Health and SF-36 Questionnaire

5TbbB6Ted 531003 @450 Icebals 2 T3ec2 bbb

hitps:/chp-instruments. herolm com/instrument versions/28/prim

POFD Eound & I+ Survey To: _
iz the how imes did In the bast 2 weeks, have you had any of the
132) DEEELTRITSNE Y 135) pRigi e
T i, pork o by ke L %y gy
Mask ome: O & Feve
O a) I did not et protein during the past wesk 0 B Cough
O ) 1 fime per week 8 o Cold
O ) 2 times per week 0 d) Headache
O &) 3 times per week g €} Malria
O &) 4 times per week 9 .
0 1) 5 or more times per week O g Vemitng
o O b) Razh
Or DE { BF / MI (orsicke scmas fr HA) 89 P
4om: Healthandlllness 2 D) et wih e
Health and Tiness O 0 Fatige
57 The following questions are about your health. O m) Behaviorl changes
g2 0O m) Night sweats
0 o) Ijury
133) Dom]n';ue amy chronic medical conditions. or O p) Other &

g land
Mazk cma:

O a) Yes
0 b) Mo

Or DE { FF / MI (orstrko scmas for
Hay

‘ u Kb o= [DE] or [RF] shop noxt quaston.

§:2nS

134

g 2ms

IF YE5: What chroni mediral conditions ar
disabiliies do you have?

O DE / FF / MI (orsioko acmss for
NA)

22 of 07

Or DE / BF / MI (orsthke acos frNA)

136:} In peneral, would you say your health is:
Mark ome:
0 a) Excellent

T

0]
b Vlery pood
0 ) Good
0 d) Fair
0 &) Poar
O DE / FF / MI (orstcke acms fr HA)

137) SO ey o bow o vou e e

g mE Mask
0 a) Much better now than a year azo
0 b) Somewhat better now than a year age
0 ) About the same as one year ago
0 d) Somewhat worse now than one year apy
0 &) Muoch warss new than one year agp
O DE / BF / MI (orsicke acos brNA)

s

How TELUE or FALSE i each of the following
=" satements for you?

g 2awd

Continue on next page
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POFD Eound B b

133} 1 seem fo pet sick a litle easier than other people.
i 2o Mask omg:

0 a) Definitely true

0 1) Mostly troe

0 ) Doo't know

0 d) Mostly fals

0 &) Defmiwly false

O DE | BF / MI (orsike acoss BrNA)

139} T am a3 heakhy as anybody I kmow.
qamy  okaw
0 &) Defindeby true
0O b) Mostty tras
0 ) Don't know
0 ) Mostly false
0 &) Defmisty falke
Or DE (| BF / MI (orstoke acmes fr MA)

I expect my health to zet worse.
Mark oma:
0 a) Defmiely me
0 ) Mostly true
0 ¢ Don't know
0 d) Mostly fake
0 &) Defiely fake
Or DK ! BF / MI (orsike acmes SrMA)

140)

I]lﬂ

My health is excellnt
141)  spagg
q2amd 0 &) Defindsby trwe
0O ) Mostly tras
0 ) Don't know
0 ) Mostly fake
0 &) Defnisly fake
O DE | BF / MI (orsike acos SrNA)

Thﬁbwi:gﬂmsmabmxﬁnﬁmﬁh
you

= hﬂﬁgimi'ﬁ%nh%:‘ -

e
" sits. sach —
142 ntgeclsmmgm;l;lnﬁspmis. —
) Mk ome:

0 a) Yes, mited a Jot.

O ) Yes, mited a fifle.

0 €) Mo, not Emited at all

Or DE | BF / MI (o strko acmes for HA)

g rml

148)

hatps:/chp-instrements. herokm com/instument_versions' 28 prim

Soxvey ID: __
143) Moderate actwvities, such a5 moving a table. pushing a

vanmm cleaner, bowling, ar playing goli?
Mask omg:
O a) Yes, lmited a lot.
0 b) Yes, fmited a littls.
0 ) Mo, not Emsted at all
O DE | BF / MI (orstke acoss BrNA)

4 2mg

§Tmh Mk gmg
O a) Yes, hmited a lot.
O b) Yes, Emifed a litle.
0 ¢} Mo, not Emited at all
Or DE | EF / MI (orsrke acos BrNA)

q e S
O a) Yes, lmited a lot.
0 1) Yes, Emifed a hitle.
0 ¢ Mo, not Emited at all
Or DE ! BF / MI (orstke acoss BriA)

Climibing one flight of stairs.
146) Mgk gme:
0y ) Yes, hmieda lot
O b) Yas, fmited a fifle.
O ) No, not kmited at all
Or DE / BF / MI ({orsicke acmss r NA)

Bending. kneskng or staping
147) i
gk (O a) Yes, hmited a lot.
O ) Yes, mited a hitle.
O ¢} o, not Eméted at all
Or DE | BF / MI (orsirke acmss Sr HA)

Waking more than one kklometer.
Madk ogg
-2l (0 ) Yes, limited a lot.
O 1) Yes, imifed a hitle.
0 c) Mo, not bmited at all
O DE / EF / MI (orsoke agoas or NA)

Continue on next page
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POFD Eound B

149} Wakmg several mndred meters.
Madk omg:

0 &) Yes, himited a lot.

0 1) Yes, imifed a Hifle.

0 € Mo, not Emited at all

Or DE | BF / MI (orsrke acmss for
A

i Zim=m a2md

i Mark gmg:
0 a) Yes, limited a lot.
0 1) Yes, imifed a Hitle.
0 € Mo, not Emited at all

O DE ( FF / MI (orsrke acmss for
A

g

151)
qbmo  Bathing or dressng yourself.
Mgk oo
0 2) Yes, hmited a lot.
0 1) Yes, mited a Hifle.
0 ¢} Mo, not Emited at all
O DE ( BF / MI (orsike acmss for

M.
42u ChildHealth-PastdWeeks

g 2

152:} H“‘ﬂ.!ﬂﬂ‘!'ﬂlj'im you been sick during the past 4
e qhenw
&

Or: DE | BF / MI (orstrks acmes fr MA)

Cut dowm the amount of time an work or
153) Cut down tie you spent
o 2
=3

(3 a) Allof the time

0 1) Most of the time

0 ¢} Some of the time

0 dy Abitle of the time

0 &) Noxne of the time

Or DE { BF / MI (orsike acoss for MA)

o 2mx

154 Accomphizhed less than wou would Bee?
) m’
O a) All of the time
0 ) Most of the tme
0 <) Some of the time
0 d) Alirte of the time
O &) Noxne of the time
Or DE { BF / MI (orsike acoss for MA)

o 2ms

24
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Survey ID:

]55} Wiere limited i the kind of work or other activties?

Mask omg:

0 a) All of the time

0 b) Most of the tms

0 ¢} Some of the tme

0 ) Alifth of the time

0 &) Mone of the time

Or DE / BF / MI (orswke scoe oA}

Had difficalty performing the werk or other activitiss

156} {for example, i took exira tme)?

Mask omer

0 a) Allof the time

0 1) Most of the tme

0 ) Some of the tme

0 d) Alittie of the time

0 &) None of the time

Or DE / FF / MI (orstrko acoss for MA)

Dhuring the past four wesks, how much of the tme
=5~ have you had any of the following problems with

wour work or other mIEIEI!EII!I
of any emotional problems (Sach 2 fealng
depressad or anxious)?

157) P&M#m?urmMMmmu

Mk gog-

0 a) Al of the time

0 ) Most of the tme

0 ) Some of the time

0 d) Alittle of the time

O &) None of the time

Or DE | FF / MI {or sirks acmes fr HA)

153} Accomphzhed less than vou would Hee™

B ome

0 &) All of the time

O b) Most of the tme

0 ) Some of the time

0 ) Alifthe of the time

0 &) None aof the time

Or DK /| FF / MI (orsirke acmss for MA)

Continue on next page
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POFD Epund 8 »

o 2y Mk omg:
O a) Allof the time
O 1) Mot of the Gme
0 ¢} Some of the tme
0 d) Alittle of the tme
(3 &) Mone of the time
O DE / FF / Ml (orsoke acmss for

42n3

hatps:/‘chp-instrments. herolm com'insrument_ versions' 28/ prim

Survey ID:

16'3} Drid you feel foll of Life™

Mazk omg:

0 a) All of the fime

0 1) Most of the Gme

0 ¢) Some of the time

0 ) Alittle of the time

0 &) Nons of the time

Or: DE / BF / MI (orstke somss e MA)

A
Iﬁﬂ} Dmhgﬂnpasmwuts,!uuhatmhasm 1’54} Have you been a very nervons person”
physical health interfiared with
q:2me mmmmmmm gisg Mook o
neighhors, or groaps? 0 a) Al of the time
Mask omg: 0 b)) Maost of the tims
0 &) Mot at all (0 ¢} Some of the Gme
0 ) Shighey 0 ) Alittle of the time
O ) Moderately 0 ) Nons of the time
0 ) Quite a bit Or DE ! BF / MI (or stike acmes r HA)
0 &) Extmemsly
O- OE | BF / MI sirkn fir Have felt so dowm in the inp could
fior acmas for HA) lﬁi} chnu'ﬁup’.‘m in the dumps nothing
Fow much bodiy pain have you had during the past 1T ek ong:
161} 4 wesks? 0 &) Allof the time
e 0 &) Most of the time
0 a) None 0 ) Some of the tme
O 1) Wery Mid 0 d) Alittle of the time
0 <) Mild O &) None aof the time
0 d) Moderate Or DE | BF [ MI (orstike acmss for HA)
0 &) Severe
O f) Very Severe Have you folt calm and peacefill®
Or DE ! BF [ MI (orswke scmes briA) 166) Mask g
1%y @) Allof the time
Thuring the past 4 weeks, how much did pain inferfere 0 ) Most of the time
jﬁz} wilyunrmma]wﬂ:’s: = 'h-:rthllui:mlk 0 ¢ Some of the tme
0 d) Alittle of the time
ﬁ?&mﬂ O &) None of the time
0 1) Al bit O DE | EF / MI (orsioke agoss for MA)
0 ) Moderately
0 d) Quie abit Diid youn have a lot of enerpy?
D & Exmemely 167) sk o

Or DE | BF / MI {orsiio acme G KA} win

fuestions are about how feal and how
mmmmmmnﬁma&m
Far each question, please pive the one answer fhat

comes chvsast i the way hnmbemﬁehg&'
4202 ek of the time during 4 wesks.

=
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0 &) Allof the time

O 1) Most of the tme

0 ) Some of the time

0 d) Alittse of the time

0 &) Hone of the time

Or DE / BF / MI (or sirke acmss Sr HA)
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POFD Eound B #

lne Mark ome:
O a) Allef the time
0 ) Most of the tme
0 ) Some of the time
0 d) Abittle of the time
0 &) Mone of the time

O DE /! FF / MI (orsidke acmss for
LY

lﬁg:} Diid you feel wom our?
g lee Mask omg:

0 a) Allef the time
0 ) Most of the tme
0 ¢) Some of the tme
0 d) Abittle of the time
0 &) Nooe of the time
Or DE /| BF / MI {orswke acns fr NA)

170 Have you been a hgpy persen?
gl Mask ome:

0 a) Allof the time

0 ) Most of the tme

0 ¢) Some of the tme

0 d) Alitle of the time

0 ) None of the time

O DE ! FF / MI (orstrke acoss for MA)

1?’1) Diid you feel tired?
gl Mask ozg:

0 a) Allof the time

0 b) Most of the tme

0 ) Some of the time

0 d) Alitle of the time

0 &) Mone of the time

O DE ! FF / MI (orsicke acoss for MA)

172) Dlmﬁ“ml past 4 wesks, how much of the e bus
Find wiljmsumlm(&emgm

Mark omg:
0 a) Allef the time
0 ) Most of the tme
0 ) Some of the time
0 ) Abittle of the tima
0 &) Mone of the time
O DE ! FF / MI (orsicke acoss for MA)

hitps-//chp-instrments. herolu com/instrument_versions/28/prinl

Survey ID:

This column is intentionally blank
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Appendix C

Duke IRB approval

IRB NOTIFICATION OF CONTINUING REVIEW APPROVAL

Continuing Review ID: CH4_Pro0idad33
Protocel Tifle: Positive Cutcomes for Orphans
_ Elton John AIDS Foundation
Sponsor/Funding Source(s): »ational Institate of Child Health and Human Development
Federal Funding Agency ID: ROTEDOM6345-0641
Date of Declared Concordance with federally fanded grant, if applicable: /A

The Duke University Health Systemn Institutional Review Board for Clinical Investigations has conducted
the fodlowing activity on the study cited abowe:

Artivity: Contimimg Feview Review Type: Expedited
Review Date: #2011
Issme Drate: 312011

Amniversary Date: 3272011
Expiration Date:  3/2772012

DUHS IRB approval encompasses the following specific components of the study:
Protocel, version'date: -

Summary, version/date: 122410

Consent form reference date: -

Imvestizator Brochore, version/date: —

Pediatric Risk Catepory: —45CFR46.404 and 21 CFR. 50.51 a= spplicshle
Other: ==

The DUHS IRE hes determined the specific components above to be in compliance with all applicsble Health
Insurance Portability and Accommtsbility Act ("HIPAA™) regulations.

This study expiras at 12 AN on the Expiration Diate cited sbove At that time. all stady activity mmst cease. If you
wish to continne specific smdy activities directly related o smbject safety, you must immedistely contact Dr. Jolm
Falletts or Jody Power. Contimuing review submissions (renewals) mmst be received by the DUHS IRB office 60 to
45 days prior to the Expiration Date.

Mo change o the protocel, consent form or other approved document may be implemented withour first obtaiming
IBB approval for the chanze. Any proposed change nmst be subinitted as an amendment If necessary m a life-
threatening situation, where time dees not pemmit your prior consultation with the IRB, you may act contrary to the
protocal if the action is in the best interest of the subject Yon mant notify the IRB of your action within five (5)
working days of the event.

The Duke University Health System Institational Review Board for Clinical Investigations (DUHS IRB), is duly
constitoted, fulfilling all requiremenits for diversity, and has written procedures for initial and contimung review of
buman research protocols. The DVUHS [RB complies with all T7.5. repulstory requirements related to the protection
of humsan recearch participants. Specifically, the DITHS IRB complies with 45CFR448, 21CFR.50, 21CFRS6,
21CFR312, 21CFRE12, and 45CFR164 508-514. In addition, the DUHS IRB complies with the Guidelines of the
International Conference on Hanmonizstion o the extent required by the T, 5. Food and Dmug Adminisration.

(47, DUHS Instimtiona] Review Board
({240 || 2424 Erwin Rd | Suite 405 | Durham, NC | 919.668.5111
b, " Federslwide Assurance No: FWA 00000025

T
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P. 0. BOX 1185-50200,
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OUTCOES FOR ORPHANS (POFD II) { VERSION DATED 3 MAY 2013}

Fafgrancs is mads e vour [stter dated May 3, 2041,

Wie acknoweledge reosipt of the revised consent documents and the bassfine findings for the
initial POFO shuchy,

The Committes is sstistied that the issues raised at the inftial review have been adequately
addresssd.

Autharizaton is granted for implementztion of the study effoctive this 9™ day of May 2011,
Flease nobe that authorization te conduct this study will automatically expire on 7% May 2012,
IF you plan bo cantinue with data aollection ar analysis beyond this date, pleass submit an
appiication for continuing 2pproval o the ERC Secretariat by 267 March 2012

Any unantidpated problems resutidng trom the implemeantation of this protocod should be
brought to the attention of the ERC.

Youd are alan required o submit any proposed changes to this protooo] to the S3C and ERL prior
to initiation and sdvise the ERC when the sludy is completed or discentinuod.

Sinceraly,
ristina Wasunna,

FOR: SECRETARY,
KEMRI/NATIOMAL FTHIC Bl OO
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The Proposal was approved by om 11" AUGLET, 2005
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Mame: BEATRICE £ TEMEA Namg FROT. TRANKLIN W, MOSHS
=B,

signature -,',lg:u‘ : Signmme._._...}nﬁ::@_gﬁ__

Research Administrator — CRERC Chairman — CRERC
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Appendix D: Consent Forms

In English

u!] DUEKE UNIVERSITY HEALTH SYSTEM

Paaltirs Orutensses for Orplama
Yol and H ohildd for whim you mne B egal Ar bing it i ParSoipale In & NS Sy Lnder
The dimeclion of Or., Kthrym Wheslton from Duke Linhertty, Morkh Garmline, LAGA and {oroanipalion,

Durram,
Jooniby. You and tve ohlld s baing aalked W partiolpris In e shudy bensuss tha chilkd has been abandonad or
lmm 5 parenl wha hes disxl, Bred tha child e boen perticipating in the Poellve Ouiroms for Qrephans [POFO [}
hxdy. The puposs of this ressarch, which k a cartinustion of the PGFQO | shudy, llinullnlrrwhrrl.
Dashwinioal, fdiliorviships, sed istibinairviber] uwloheriids Al Shildinie In Doth St
mmhﬂmhmmmmmmmnﬁm&hmwlhudh
Fablp (rCTYY boocumd, asbioril, it ghot] Pl -ukars o Fw to ITprovs GUtoanes ier il Rons of orphusns snd
wiwricewn] childran, fhoir iamiing, 2nq tholr communitise,

DURATICN:

Tha intervies and svalustion for he child will leet sbout 120 minutes, and the imterview for you, the aesteler of

vl il il it T A0l 40 mitashi. Thbl b i Rong il iiasdy, which il sl will ok o |Prieviie you

‘I:nhdldﬂmmd'hmuﬂm different insiruments in 1 year, 2 yean, 3 yours, mnd 4 yean
-

PROCEDURES:

I you agres that you ed ha child will nie part in this shdy, you il e aaked 0 esepod o guesions bt -
homith, your persanal bellefa, and your housshold or insfibalion, ae well ax questions sbout your reisfionship wilh
i ol Tl it ety ool |Provabvil it cof iy bty thad il T oo (120 ey, AlbiHy b
rroats shapos from a modal, end sbillly o sobve probiems: wih pichures. For chilkdron o 10 yoars oid, we will
EC K Tt child QUMSESONS SO faBNDS, DRNEVICES, KXDASINoRS, Dalar, NEstHT pivyaionl Snd payonoseolel
i, snoo] srrollment and prrformese, incomes semings wd werk aciivilon, ored Chvic angepes e, Childmn
whe ar agad 18 ysam or older will aiso ba ssloed quastions shout sl motvity snd parnanship, charanterintios
of peririers, HIY ienling, and drug uss. The intnrview will be couxheriad by m meunber of foqabralion). Fyou
chaoss jo, you, T gusndian, ke the rigil o be wih the ohild for the durslion of the intervee.

For chikiren uged 10 yeurs or oider ye will parform 2 ore-time physical wan, and e chikd will be wekad 0
#NDagE (1 physionl acitviy for fhae MinUEsE In A’ I IMMAAUINS ORI KARBOUMET hinall®. Somal Ditod Sl than &
mL} may be colincind with your compp] and sant sither io 9 incel inh o 9 ieieasiony In the Linksd Btxdes (o be
nsnalyxad for prasaros of anibodiss to tha harpes Bimple vine brpe 2 (H8Y-2], which may ba m riak laoior for
paiting HIV. An pert of the plysicnl hanlth s ment, 5 vy sl amant af Bood (e Then 1ml} mey sss e
oallacied and snalyred (mmedisiely to cheok tha evsls of oarisin types of blood oslis (oslled hamogiobin) In your
child"s bady.

RIEKE AND DIBCOMFORTE:

TS SN N PITYEIE] P A0 Parsoipals I This Suay. Soms of thi OLaSIONE My Malbis PoU oF P 0Nk e,
pincn thews wm some: quesslions aboyl Te pemnt who hom diad. The Inkerviowons o irainad ic: holp you or the
child, { neaded, ¥ ihe questions ars smotlionally dfioult. Tha inarviessn ans sleo tained 1 help T you, te ahild,
o thae Haggd gumtrdiar e fo Sl e Ay el B St ug i he ki visar with T inkisvimess o with
mnoiver communily seson. In sddiiicn, you or the child can refuss t0 answer &y qusetions, and you or fhe child
DR ma Tk s Interviaw Do sloppecd af SNy Bme. THANS Shis RO Pageive outoonss o aaking I tha leres
bewizpped.

There In rm risk oy palih from the Snger prick or bioes] i fer chikimn aged 10 yoam or nidor only], B
wtorle fechniquea and aquipmart ars slvays usad ampnpllm disoorfort from the ingar priok
o Blead draw, which Ly subsides alla e procsirs b tom

Ponnl KT Promessxs
Canlinuing Pescies Eafore 322772012
Ralererss. Dulsc &5 08 1 Paga iof3 Pereni/Gamsciian inlinke
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u!l DUKE UNIVERSITY HEALTH SYSTEM

Consent To Perticipate In A Keossarch Study
Paalthrs Dhwtenmes for Drplama

BEMEATE

Thers mm na direct eymltie (o you, the chik, or the legal guerdian, for paricipelicn in this shudy. However,
Inowledge geined from thie study ey coniribule 10 providing the best osrs for ahlidran wha hevs bean orphaned
= wa| Bm e neada of Telr coreghers.

CONFICENTIAL Y

Proiecting the conliderielity and privecy of study participente s vory (mporiant i . Evory oflort willl be taken 1o
proback B KiantEy of Tl DarBolpanis | Ehs sy, THES Merrs v Will Talks S0 thisk MARTAT YOUT PHUTHE N this
chil's ruma Is ver publiphec] or rolessed slong with your speciic arswesy o wnvoy quoslions, When wo publish

tha resulis of this riudy, i will b imposalble 1o identtly any single parson in our eeuts. Onlywith the lagal
wrilen parmisaion end the childs oesert will wa shars: s o s af indbvidesl Inlerdows with enyoms.

e’
However, thare I no guararmiss that the [mormalion canncl be obinined by legal procssa or cowrt order.

To reduce: the Beliood St your ideriity and snesvsm are sver relsased by secident, we ks the Tollowing
MR
a You and T ok bt both Badn seaigreed & nUMber oallad & “Sidy |denttioriion (D) number” This
Bhudy 1D number e used invisad of your reme on most siudy forme and reconds. Dnly nocesary study
pamonnal &t [arpantzstion] and & Dulis Linkssslly know your Study 10 numiser, and your Study 1D
numibar i tha mnly nk batwsen your reme ar niher daniiying infrmaiion and ymr srewens o e

vy questions.

u»  'We will nevarwrite your nama, the shild's nams, or other identtlying information on the sams page as
o ool b bu vy quissllar

2 Wa wll newar sior or renemil your name, the chiid'a nema, or oltvar idantiiding |mriormelion with ymr
answen o mrvey quesiions.

. mumdmwwiwhwmnmwm
Pt il el At I el cothirvirts. 'Whe will stons this covusnt i S aspthing o with both
mmﬂMlethmﬁhﬂduﬂnﬂﬂﬁdﬂhﬂﬂydﬁﬂhm

DU PRy [TV BN PR EaAs-Drofialnd’} with So0ss Neaiiohid ko Sludy Beraonnml,

“hmhiﬁnuﬂmwhﬂmhiuﬂmhwﬂhhus.hriﬂlhmmmrwh
child™s rama. in the U.A, we will siors sl i infametion In a loced offics. Coples of b consent foma, wih

your mnd the child's rame and the Study 1D numbas, will be sant ssparsisly to Dr. Yhatien and wil be stored in &
gt ok o] cebieet.

MMnmmmnmmwuummwmm“wu
Tmiphi| For coomperionn purposes. Yoy con agme noeliow Dulen Linkhesity 10 uss e Interview informadion you e
tha oflid provids, or you may mfiss & snyiims. You may slso ba oomeoted sgein to pariclpsis in futlin s
whulias. You can Bgres o allow Duls Unkemly o anis=t oo, or vy mery refuss: o slime,

FINANCIAI COST OF REAFARCH:
Thers s no oost 10 you, tha child or the agal guardian for partidpation (n e siudy.

EAYMENTS TO PARTICIPANTE:

There o no paymarts kor participation.

ETHICAL C1LEARMCE:

Fhical clrsarancs o this siurdy hom baen nhiained by Doy Linkerslly a1 [orpentzefion naoes].

Proman I Pros T
Canlinuing Fevies Balom: 27712
Ralerercs Duiec &4 028 1 PagaZ2oly Poreniumecion iniske:
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u!l DUKE UNIVERSITY HEALTH SYSTEM

RIGHT TQ REFUBE;

Your parSolpalian In this sludy b volunkary, srhich Maans you, of B oflk, SonT hive ko da & ¥ you don'T want ke,
Yol can stop wt ey tme without penally. You mey sl relose (o arswer my oF the questions. I either of you
e any quastions, You ITHY oorTheot forpentation direator} et foroenimetion)
{rmambert, o the Duls. Asssarchem dimcly sl +1-815-813 BE5Y

me.nlw-lurt . riﬂh-: muﬂmm Duae Linkverslty Houlth Systom [netiutonal
Furviaer Bosrd [IFIﬂ'_IﬂI'iﬂI.H-U'II-HI-i'I"I"I

phve panmissing for & Nnges-prick et in be parfaemed o ook Bt levels of Bisod cells and loak for el
hupuumuwuwu-m-z].

— _Ym M — Iniisle

1 phves peniesion Tor biood (up o 5 miL) 40 be drvn and sent o 8 local [ab or 6w lab In the Uiniind Sietes i ok
for antibodlsn for herpas simpla vins fype 2 HEV-2L

—Ym ____ No —|niisle

| pive permission for stxll wsaociaied with Dulos Linkerelly or ke pariner orpeniesiions o contact me for olher
il Iy T i

—Ym ___ Mo —Iniiain

1 haws read or had ead 1o ma tha information provided abova. | voluntarlly agres to parfiolpais In this siudy and
att e I rriety B o i by Dhuloin ity e ool oo ol ian. Afhin: I I akaridd, | erhinichnnd | will
mcatve & copy of e consent form.”

Bigrastora of He child sl [
M of chid
ke oF Chnvition (gl et ) [ ™Y

Marrm of carmtulor (agel g usrdien)

‘Fgnaiure Of parson CEARNING Conaent Dartiy

Mama of peraon ohiaining consent
ProtGonl T Pro(mesxs

Canlinulng Peies Balor: 3772012
Falerercs. Dulsc &1 02 1 Puga 3 0f3 Pareniumsdien inlisle
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In Swabhili

U

Tk I B enw'maknbaBue ks winfitl
Matokso Mararl ora af ya watoto yatime

MADHUMUNL

Weure nn mtoto aliyechind ya malez] yako kisheris mewombeors koshdril Ioniks madi ya otafii
wosaclckzzwm o Dr. Enthryn Whetten krtoka chue Kilouu cha Duke, Durham, Morth Caeoline, 1734 pe
TAWREF, Moghi, Tanzamis. Wowe na minto romarrbes kushiriki ketika siadi i Ewa sabasbo micio
buayu ameachwa s amefiwa na mzaziwazsi, na micto amekowa akishiriki kwa matokeoe meeri ks
ai s watoto yadns (POFO I siadl. Madhmirhuot ya otafit oo anstes ol eeretdele we otafid wa
POFO 1ol koangslia mrwikinm wa table, ubosiang na matolees ulioficios ovma watote katika matomee
ya jami na vituo of ioptek kubelche/njane ne vto vxima. Matokeo briokane na viafiti huo yeisdomiks

MUDA

DMsaiti nn yenmgusi kww mototo winchloye keribu dekil, 120, nx vasdi walo kema mieri s oot
utarhuiarws keribo dekika 44

Him ni uafit wa mods mrefi f wa ofatiliaji, kws mama hiyoe tuakowa tunardia kukusaili s ns
titoko trare kowe s kwa omswali heya heys an ysye nabediiko ket kila vipind] vwa losd ya
mwals 1, Misks 2 Misks 3, ba Miske 4 kuoks sasa.

LITARATIRIT:
Tinard yakeo binafid, o8 kivs yaks ao kitod cha kulelea watoto, ma wik ik maswall mboim ohoshane
wrako B mtoho,

Zonri In miro hitapime owezn wa minte imasoms, krmbulnomim, koien gemars muommbo na oistos
mawrwali kwe ktomia picha. Kwe wotote wa unxi 10 na zidi, toterwauliza pia macwali yasyohos
hista, materdo ta muenmbo anibayn wameyapitta, i, yake iowonge ne afa ya deaflcolojla,
lnmafilive shuleni na wtesdall, kexd we kuinglzs Hpao oo otendaji kaxd oa meaomo ya kncdmumbisns.
Waioin smbeo wams mmri we minka 14 s mnidi wadwulirss, megwali obom ngong ny, ughirikigno,ne
tahin ya mrwenzis, kupirmwe kwa HTV, ne ubnmiz wa mihaderati,

Usail utaongoawa ne miafitl kool TAWREF, werwe loama mbead wa motote iisherk onaeez knannm
larwe po waketl usail wa mtoto wapocndeles.

Evwa wuinin wa umri wa miska 16 an zwidi intefanys mithaor momoja wa vionga vya mwili, na micto
afya ya cardicrascalar. Danm ayingine (chind ya milimite 5} movacss kosatorwa kowa Kdhind yako
Zpekkors, pengive Lwn lsbamtori ye kewaids mu ya United Staces kuchngmews kama kuns

Proicool I: ProGOoOSSas
Corriming Rirviter Baknic MIFFAN2
Revloronce: Dt 8102011 Pugm 1 of 4 FaromtA3uardian It
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1

Tl b Ridhsw/wokobaBures kv wiaditl
Matoliso Mazari lers s}l ya watoto yatima

chambechembe z kinga mwilini herpea simplex type 2 (HSY-2), embazo zinawezs kuwe wahebu ya
batat] v knembukizes HIV., Kame sehatw va okadirky] wa afyn dimsasgoe, kise] kidogo che dan
kidogo rans (chini ya 1ml) insvrercicans pis knknsanywa ne kukadivivs nars to il kopdms viesngo vy
aine oyingine ya chembachembe 28 dvmu {mwyoitvn hasmoglobin) ndani ye nrwili we mioto wako.

HATARL:

Haknxw oweeloand wa hatarl kwa knehirfld kwa otefitl oo, Baadhi ya nuewnll yateee mbmamishe
wowe a0 mrtobo Kwa ssbabn yansinam meaz alfycags donis. ‘Wasadli wanao ntaslanm ors kossidia wewe
na mrtoin kevma Hahitegilos, ke mazweli yetskoos. magumnp kyjitu kibiyiy, "Wesaili watslorwn na
kuotnba knsttisha neadl] wakatl wowste, Hakone nbaya Kee losseng neail osttishors.

Hadogna hetari kewm nfyvs yoko kutokos, o noha, ya Biole sn nntolows. dem (o wadoto wa Minks 16
woin Impata mamoes mabaya kiss kutokans na kntcholewa ncha ya kidole o kutelewa derm, ambapo
Town lovweadde Bagnourigus basda ya oiarstibu kofatywa.

MAFAQ;
Halowe mafen ya moja Kwa moje kweko an kwa mioin, kwa kmahiriki kwenn katika otefiti . Hata
yatima pamoje ve mahiajl ya walexd wa watoho hewn,

LISIRT;
Enlinda nairi ne fragha ya washirilkd katika niafiti ni wa oruhimo sene kereta. Jubodi zote =it feryika

Hii inanovenisha Ioramba totehalikishe fine lako s 1a moto helitschepisdres su onolews imambatans
ne mujitu folend ketiloy dodoss In marwali, Winksdi kichapishe mudokes yu vinfiti nu, fislorws Yigum
peloe na idhinicho la mbrte ndipo toskaposhirikichs matokeo ya nili ye min nafii an min yeyote.
Hata hivyo, baknna shed] lorwa tearifi headwesrd kopaiikans Ewa tjta wa sherla ao amri ya mahaloans,

Enpungurs uwerskann we uismbylishe walee o mejibe ysiolews kimgkoss, tunschoios. hatos
zifnstare:
» Weoure na mtoto mme pews namibarl amboryo inadtwa, "Nambar! ya miafiti ya otambnlishe. ™
Hii namibari v uiaditi va vinmbulishe inntumiks muhadi pe jine ko kwenye fomm myingi =
utafiti na rekodi. Wafimyakezi mubimn ta wa TAWREF ns Duke Thiversity ndicwansojos

Proicaol ID: Pro0000se s
Cavrirmbng Fanviine Bakanc BZFA2
Revlororce Daxber: 671072011 Pumlof4 Faromt*3uanian Inte:
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1

Tl b Ridhsw/wokobaBures kv wiaditl
Matoliso Mazari lers s}l ya watoto yatima

wtanibnaho w2 habeo] 1o mediba yako ya dodoso 1e omswali
« Huiuts wahi andiks jins lsko, s minto s baban cyingine yoyets ya unmbulisho keengs
TTkurase sewn na majiln yako ya dodoao In meswl,
# Hetotwrabd kubifudbd dn oeorbcoo fine Lot fine ki titotn, oo Babar tryinine ya ohonbmlice
va majibn yako ya dodoro b maswall
a  Tuts bifkibi fomu Tote xn cdhean zilimekemiliks kwemye knbati 1n lililofimgam In TAWREE na
mifsnynkazi aliyepitishwa tu ndiye ataknyeknhalive kzifikin hizo kabati. Tuts hifadhi fomm hizi
= ridhaa n kitn kingine chochote kilicho na jina 1ako na nambari ya uiafiti katika kabati tofroti
Ia knfotigera. Data xode za alekirondld z oiafit] ztalindwa s bl dhdwas (oopads vikowazo
lnrreloooa neno La 2id) on upstikanali brvelws vikears nipolomm wafsnyikesi wa wenlhi
bils jine laikv s la mivte. Huko merekani, totazihifadhi hebari hizo zote ke ooye afis 1
Makale z Forou za ridheas ne fine kabos su b ntbote ne nambar] ya obambaolisho va olafitl (tabeirws tofuot
lows Dr. Whetten na Ziteihifidhios knvenys kmbati tofueti inalofongwa.
Waketi rrwingins, tmakaalekae tasrifa miskershypatio lakini siyo fme lakn m la mtokn Atahita)i fidie an
kifuir jasho. Unaweza kukvbali au okaridbia Duke University kniomia tarifa za usaili wako ns mivto
mlizotos so oicrwszs kukates wakat wrreobe. Enmaoesseskane wa wiewns nhosistros latlcs masarala ya
ueafid gjayo. Pia norweza kmknbali au kuketes walorti wowote chmo kilon cha Duke karrasiliane nawe.
HARAMA ZA UTAFITI-
Helana gharema kwaleo mu kws micto kws kushiriki katika utifiti.
MALIFO EWA WASHIRIEL
EIBALI (A UTAFITL
Eitali cha niafitl hoo dnetolews ma choo koo cha Dule: ne NIMRI pamoja ne KCMC.

HAKT YA KITEATAA;

Lnhiriki wakn katika niafiti hon mi wa hisri, memme yake, holezimik ushiriki koea hoiski. Uneosers
anarwal wiswezs kuwasi Hana ro ewall koo Bw. Amand Slzys, kupdis nambarl 255 Tod 29 74 4,
Mkurungezl wa TAWEEF, Bi. Daficaa Demba, kupitis 255 754 62 45 31 an nojs kwa mojs na wetafiri
wn choa kil che Duks kupitia +1-919-613-9353,

Corriiming
Forlorerce Dt 80002011 Pum 3ol 4 Farmt/Ouardian Inftele;
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1

Tourvilery T b leawon ot erabva B oo ot
Matokso Mararl s a}ii wa watoto yatimos

Kvwa maswali kubusn haki zaka karna mehiriki wa uiafiti, wasilisna na Duke [University Health System
Itstitntional Review Boacd (TRB) Ofisl ks +1-919-668-5111.

EIBALI CHA MSHIRIEL

Nupeam rohies ya imdimgon kows ncha kwenye kidols nusngalia viwsngo vys chembachambe 7 dorm
na knangelis gine ya viroxi vya 2 (HSY-2)k

Nupaxna rubuss ya kutnlews demu (hadi 5 ML) na ipelekwa kwemye maahars an maghers iliyoko
marekani ili fweze kupintwa ma kndharmini iwapo ina virei vya B3V - 2:

wreie:

“Nimmpma an mmssomess turifa iliyrolews hepo jm. Nekobali knehriki katiks atafiti fom kws
hiari yangn na kwamba taarifa nitakxartes zinawea kutomiwa na choe kilom cha Duke Univesity.
Noclews kows titipews nalonks va fxin ya ridbss ficehaties sahihl ™

Sahili ya mivto (Amekubaly Ameridhis) Tarehe

Jivw e ptoto

Sohilii yo mizz (Wa kisharis) Tarche

Jing Iy, mlezi (Wi kishorin)

Sabihl ya arcoyewwn Hidhas Tarcke

Jing In enayepewa ridhaa

Proioool ID: ProGOOoasss
Cavriiruing Finvites Bikaic MITIN2
Revlororce: Dater: B 0r20H 1 Pugm 4 of 4 FarortAGuardian Inftiee:
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