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Objective 3 - Clinical Follow up Questionnaire
OMB Number: 0925-XXXX Expiration Date:

Public reporting burden for this collection of information is estimated to average 10 minutes per
response, including the time for reviewing instructions, searching existing data sources, gathering and
maintaining the data needed, and completing and reviewing the collection of information. An agency
may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB control number. Send comments regarding
this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden, to: NIH, Project Clearance Branch, 6705 Rockledge Drive, MSC 7974,
Bethesda, MD 20892-7974, ATTN: PRA (0925-xxxx*). Do not return the completed form to this
address.

This section of the form is to be completed by the research assistant or other research staff.

Al.  Subject ID (Internal study number to be assigned by Study Management System)

A2.  Subject Donor Number (Number that will link with donor’s Meditech info)

A3.  Location of Study Visit. (Blood collection site neumonic (clinic site code). The
neumonic can be mapped back to Branch, Zone or Province — this will have to be
coded during analysis phase)

A4. Date of Study Visit (DD/MM/YYYY)

A5. Research Staff Initials:




CURRENT MEDICAL STATUS

B1.  Since your last visit for participation in this study have you gone to your doctor or sought
medical care at a clinic or hospital?

0 No Skip to B2
1 Yes

97 Don't Know

98 Refuse to Answer

Bla. If yes, what was the reason for seeking medical care?

B2.  Since your last visit for participation in this study have you gone to a traditional healer?

0 No Skip to B3
1 Yes

97 Don't Know

98 Refuse to Answer

B2a. If yes, what was the reason for seeing the traditional healer?

B3.  Since your last study visit have you had a cold, flu, or any other infection?

0 No Skip to B4
1 Yes
97 Don't Know

98 Refuse to Answer



B3a. If yes, what symptoms did you have? Please list all the symptoms you can think of such
as headache, fever, body pain, chills, vomiting, diarrhea, or any other symptom that you
may have had.

B4. Since your last study visit have you started taking antiretroviral medicines, also known as
ARVs?

0 No Skip to B6
1 Yes

97 Don't Know

98 Refuse to Answer

B4a. What are the names of the antiretroviral (ARV) medicines you are currently taking? __

To help trigger your memory, please look at the placard with pictures of medicines and then
place a check mark in the box next to the medications that look like the ones you are taking:

Place V if taking this

.. Medication
medication

AZT — Zidovudine

ddI — Didanosine

3TC — Lamivudine

DA4T — Stavudine

ABC — Abacavir

TDF — Tenofovir

FTC - Emtricitabine

IDV - Indinavir

NVP — Nevirapine

EFV — Efavirenz

ETV - Etravirine

ATV — Atazanavir

LPV/r — Lopinavir/Ritonavir

RAL - Raltegravir

SQV - Saquinavir

OTH - Other not pictured




B5. If yes, have you had any side effects from taking your current antiretroviral (ARV)
medicines?

0 No
1 Yes
97 Don't Know
98 Refuse to Answer

B5a. If yes, what side effects did you have? Please list all the side effect you can think of, such
as nausea, loss of appetite, vomiting, diarrhea, or any other symptom that you may have had. __

B5b. Did you miss taking some or all of the doses of your current antiretroviral (ARV)
medicines because of the side effects you experienced?

0 No
1 Yes
97 Don't Know

98 Refuse to Answer



B6. Are you currently taking anything else for your health such as vitamins, herbs, supplements
or natural medicines?

0 No
1 Yes
97 Don't Know
98 Refuse to Answer

B6a. If yes, please list the name(s) of each vitamin, herb, supplement you are taking? ____

B7. Since your last study visit have you started taking traditional medicines that were
recommended or provided by a traditional healer?

0 No
1 Yes
97 Don't Know

98 Refuse to Answer



B7b. If yes, have you had any side effects from taking these traditional medicines?

0 No
1 Yes
97 Don't Know
98 Refuse to Answer

B7c. If yes, what side effects did you have? Please list all the side effect you can think of, such
as nausea, loss of appetite, vomiting, diarrhea, or any other symptom that you may have had. __

B8. (Ask of Women Only) Are you currently pregnant?

0 No

1 Yes

96 Not applicable, never been pregnant
97 Don't Know

98 Refuse to Answer

Thank you for taking the time to complete this questionnaire. Please return this questionnaire
to the research staff. If you have any questions or concerns, please talk to the research
assistant or nurse. You can also contact the medical director at our blood bank.



Placard Showing Antiretroviral Therapy Pictures

U \v/ dewspie (l'_l_'gg

Genericname Tradename Formulation Standard aduit dose Pills/day  Major side-effects Food restrictions
Hndodd- reverse transcriptase inhibitors (NRTIs)
Epiur 150" and 300mg tablets  150mg twicea day 2 Common: Nausea, vomiting, diarrhoea, headache. abdominal pain, Takewithor
h,.,.,.".,. or 300mgonceaday 1 mu eomeka ificultysleaprg). ey rocnass s, withot food
Joint
Rare: Lot andoss. Iiver damage
Abacavir Ziogen 300mg ablet 300mg twiceaday 2 Common: Rash, nausea, vomiting, diarrhoea, fever, headache, tiredness, Takewithor
or600mgonceaday loss of appetite without
Rare:  Hypersensitivity reaction, lactic ackiosis
AZT, zidovudine Retrovir 100and250mg” capsules  250mg twicea day 2 Common: Nausea, voriting, fatigue, headache, dizziness, weakness, Takewithor
muscle pain, loss of appetite, fever without food
Rare:  Blooddisorders, lipoatrophy,lactic acidosis
daT.stavudine  Zerit 20,30 and 40mg" Pnpbwuso - 40mg twicea 2 Takewithor
capsules 30mg twicea ‘abdominal pain, heartburm, dizziness, premigin itching without food
Rare:  Pancreatitis,lactic acidosis.
didancsine  ViderEC 125,200, 250and ‘People over 60kg: 400mg oncea Torz Common: Peripheral neuropathy, nausea, vomiting diarrhoea, Takeatleast two hours
L 400mg* capsules ulggnulwlm“day i ablomia pain, s headachs after and two hours
mmlg 250mgonceaday Rare:  Pancreatitis,lactic ackdosis before ating or drinking
o g ks anythingexceptwater
Fic, Emtiva 200mg capsule mom;amad:y 1 “Jarhoea, headache, Takewithor
emtricitabine skindarkening in children without food

Rare:  Lactic acidosis, liver damage

300mg tablet 300mg oncea day Common: Nausea, vorniting, diarrhoea, dizziness, low blood phosphate Takewith food
= levels, weakness, rash, headache. stomach pains, fatigue,
= bloating, fatulence
Rare:  Kidney problems, bone thinning
INRTI / NtRTI fixed -dose combinations.
3TC/AZT Combivir 'l:uetmmpmlu lsonu ‘One tablet twice aday See 3TCandAZT Thkgwllﬁnr
300mg AZT
—
3TC/abacavir/ Trizmir Tabletcomprising 150mg  One tablet twice aday 2 See 3TC, abacavirand AZT Takewithor
AZT 3TC, 300mgabacavirand without food
f _—
( [ 3TC/abacavir  Kivexa (EU) Tablet comprising 300mg _One tabletonceaday i Sae 3TCandabacavir Takewithor
& 3TCand 60 0mg abacavir ‘without food
— 2
FTC/tenofovir  Trvada Tablet comprising 200mg  One tabletonce aday 1 See FTCand tenofovir Takewith food
‘ “ FTCand 200mg tenofovir
INRTI / NtRT1 / NNRTI fixed-dose combinations
FTC/tenofovir/ Atripla 'nuetmmpmmg 600mg  One tabletonceaday See FTC, tenofovir and efavirenz Thmm znelnply
efavirenz renz, 200mg FTCand
Somgnont iy
1
( I FTC/rilpivirine | Eviplera mtmmprsmgzoomg ‘One tabletonceaday 1 See FTC, filpivirine and tenofovir Takewithameal
tenofovir FTC, 25mg ripiviine
300mg tenofovir
; Non-nucleoside reverse transcriptase inhibitors (NNRTIs)
Efavirenz snstwa 600mg tablet* and 600mgonceaday 1or3 Common: Rash, dizziness, sleep disturbance, abnormal dreams, impaired Thheun inalnply
200mg capsule concentzton, s, vomiing hesdache,trenes, darhoes. h, preferably
nxiety, depression ksedum
Rare:  Peychods,soveraash,Ivr problams
Etravirine Intelence 100and. tablet 20r4 ‘Common: Rash, peripheral neuropatt Takewith food
‘ Rare: sn-m::sn (mfm& syndrome)
Nevirapine Viramune T Tor twoweaks F) Tash, naisea, headache, Biigie,  Takewithor
( then 200mg twiceaday ‘stomach pain, diarrhoea ‘without food
— Rare:  Severe rash (Stevens Johnson syndrome)
Nevirapine Viramune. Introductory ‘Common: Liver toxicity, allergic reaction, rash, nausea, headache, fatigue, Takewithor
prolonged- period on non-extended-release mnpim ‘stomach pain, diarthoea ‘without food
; release i’ Rare:  Severe rash (Stevens Johnson syndrome)
Rilpivirine Edurant Z5mg mbiet Zmgonceaday T eadache, rash
depression
Rare:
H-Mmhhihm
Atazanavir Reyata; 150, 200 and 300mg* 300mg with 100mg ritonavironce aday  2or3§ ‘Common: Nausea, diarthoea, rash, stomach ache, headache, insomnia ‘Takewith food
- ‘or 400mg with 100mg ritonavir oncea ng), vomiting.
day with efavirenzor nevirapine Ivertoicly labetes, heartburn auncice
Rare:
Darunavir Prezista 400and 600mg" ablet 600mE with 100mg itonavir twicea day 30148 Common: Diarhoes, nause, rash, stomach pain, voriting. headache. Takewith food
or 800mg with 100mg fitonavir oncea day podystrophy. iver toxicity, diabetes, fever
Rare:  Abnormal iver function, changesin heart rhythm
Fosamprenavir ieizr 700mg tablet 700mg with 100mg ritonavir 45 Carmons Fal W Ve VORI oo (o, pompalpak, Tawiier
twicea day izziness, tirecness, tingling around the mouth, changes  without food
In liver. amwmeas funcucm Ilmdyslmwy liver toxicity, diabetes.
Rare: rash, changes in
Indinavir Crbavan. 100, 200 and 400mg* 800mg three times aday 6 usea, vomiting. before or
capsuies eartoum laithoea,fah,heaiachs,dlzess cy sanand o, two hours aer
redness, insomnia difculty sieeping), iver toxicity,diabetes  or takewith alight.
Rare:  Liverabnormalities, changes n heart iy thm low-Btsnack
Topinavir, Kafelra Tablet comprising 200mg 1w tablets twicea 0 Common: Lipodystrophy,raised Iver enzymes, nausea, vomitng dia Takewithor
Ttonavic 1 T Asons S ot s L ooy o, vk oo Pasene ToRE i okt oo
fitonavir iiver mm abetes
Changes in heart rhythm
Ritonavir Nowir 100mg capsule and Full dose: 600mg twicea day i3 , nausea, vomiting, Takewith food
100mg tablet* To“! "other Pls: 100 - 200mg 1to4 dm inal pain, headache, weakness, numbness around  toavoid nausea
4 mmwkeada haausemmm uwdyswm liver toxicity, diabetes
lemon (m luw ¢m¢ lipid level
‘Changes in heart rhythm
Saquinavir Tmitase twiceaday 68 Common: Lipodystrophy, nauses, vomiting, diarrhoe, rash, tiredness, Takewithin two hours
500mg tablet* raised liver enzymes and lipids, iver toxicty: diabetes offood
Rare:  Changesin hearthythm
Tipranavir Apiis Z0mgcapsle 500mg with 200 3 darhoea vomiing abdominal pain,trechess headache. ~Takewith food
fever, liver
‘ Tipid increases, fat
Rare:  Bleeding in brain, cnzngs inheart thythm
Fusion inhibitor
720, Fuzeon £ ‘Powder reconstituted Injectionof 90mg under theskintwice - ‘Common: Injec tion-site reaction, respiratory tract infections, 'No food restrictions
e A ;: 3! U v aday peripheral neuropaty, weightloss
B
ﬁ | CCRS inhibitor
Maraviroc Celsentn 150%, 300mg tablets 300mg twice: 2to4 ‘Common: Nausea, diarrhoea, fatigue, headache Takewithor
- or T50mg twceaday withall onavie- without food
RE—— boosted Pl except tipranavir
or 600mg twice adiay with efavirenz
oretravirine
Raltegravir Tsentress 40 tablet 401 twicea 2 ‘Common: Headache. insomnia (difficulty sleeping) Takewithor
@ e, L - Rare:  Severerash, Ir]pusnslwky"aﬂm ‘without food
tlcation Neither NAM,
o or theritor o (R The “This organisation has been certified
§ ‘85 8 producer and
Drugs licensed _ radiian Standard ‘soclal care Information.
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