ANNEXURE 1

Informed consent form for householders (for IRS)

I understand that my family and | have been asked to take part in the trial of a new insecticide
in our village. | have been told that this study is being done to control mosquitoes/sand-flies
and that my house should be sprayed with the insecticide and my family should be asked to
sleep in the sprayed room. The period of study is ............. months.

| am informed that the insecticide .........cccoeeviviennenne. causes no considerable risk or discom-
fort to human beings, if used at the recommended dose.

| am told that my house/room might be modified to fit mosquito traps, but would be restored
at the end of the study without expenditure on my part. | have been informed not to mud-
plaster or mutilate the sprayed surfaces in my house. During the study period | understand that
the teams (Name of the Investigating Institute) may also visit our house even at odd hours for
collection of mosquitoes and doing other tests on the sprayed walls.

| also understand that the Principal Investigator of the study can exclude me or my house from
the study without my consent. However, | am also free to withdraw from the study without
assigning any reason and without any cost implications thereof.

| have gone through the contents in the consent form, understood and agree to abide by
them. I shall also apprise the members in my family of the contents in consent form and assure
needed cooperation and precautions for the completion of the trial.

If, | have any questions about the study, | should contact (Name of the Principal Investigator) or
(Name of the Investigator) at (Address of the Office/Institute) or for immediate medical help to

the Medical Officer Incharge (Name of the Medical Officer) , Primary Health Centre.......... /
CHC.....o o, in need.

| and members of my family agree to participate in the study voluntarily and not under duress
or pressure or for remuneration.

Date: .o

Householder’s signature/thumb impression Village: ..o,

Signature of Principal Investigator/ Investigator

(This format should be translated into respective local language(s) in the study area and
provided to the householder and read to him. A copy of the signed consent form should be
given to the householder).
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ANNEXURE 2

Assessment of community perceptions on the effectivity, adverse
effects and collateral benefits of Indoor Residual Spraying

Do you know that insects transSmit diISEASES 2.......veeeeeeeieieeieeeeeeiee e e e e e e
If you Know, Name the diSEASES .........ceeeeiiiieeiiiii e e e e e e aeas
Do you protect yourself and family against these diSeases ?..........coeuvvveeieieiineiinnenennnn.
IfSO, hOW....ccevviieiiiiiieeeees Indigenous................. Commercial .......ccooeevveviiieenennnnn.

. Are you aware whether something was sprayed in your house?
Ifyes, WhEN AN WHY.......i e e e s

11. Generally how many people sleep in the sprayed rooms(S)?...........oceevrenreeeerrineneennnnnn.
12. Do you sleep in SPrayed rOOM? .......uiieeiiiee e e e e e e e et e e et e e e e e e e e e e aa e e eennnnes
13, HOW dOBS It SMEIIP.c.eee e a e
14. Dothe sleepers feel SUFFOCAtEA?. ........ceerrreiiieei e
15. Have you allowed spraying in all rooms?: ................ IfNO, reasons ..........cceeveveveneeennnnn.
16. Does the insecticide leave stains 0N WallS? .......c...i i
17. Any fear Of POISONING .. .ceveetirii et e e e e

18. Observations/perceptions of the effect of insecticide
— on mosquito bites
— on bed bugs
— on head lice
— on body lice
— on domestic animals
— any other
19. Do you agree to use insecticide spray in future? YES/NO
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Signature or LTI of inhabitant Signature of Interviewer
Place/Date:

(This format should be translated into respective local language(s) in the study area and

provided to the householder and read to him. A copy of the signed consent form should be
given to the householder).



ANNEXURE 3

Human safety observations after insecticide exposure

(Medical Practitioner should fill this proforma)
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a.lliness:  Yes/No b. Poisoning:  Yes/No c. Allergy: Yes/No

©

Exposure to pesticides (mention compound, duration of exposure etc.):
9. Family History:

a. Allergy: Yes/No b. Mental lliness: Yes/No c. Hemorrhagic disorders: Yes/No

10. Personal history
a. Protective clothing: Complete/ Partial/ None
b. Ablutions (washing/bathing/cloth changing): Good/ Fair/ Poor
c. Personal habits: Smoking/ Alcohol/ Other addictions
11. Weather conditions: Temperature: Min..................... MaX.....cooiiii
Relative humidity (%): Min..............ccoeeees (/F= ¥ O
12. Clinical profile (sign & symptoms) pre- and post-exposure:

(a) Vital signs

Pre-exposure ( //2000)
Pulse rate
Respiratory rate/minute
Depth of respiration
Temperature’F
Chesttightness

(b) General

Pre-exposure
Weakness
Fatigue
Sleep
Urination
Sweating (Contd.....)
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(c) Gastro-intestinal

Pre-exposure
Nausea
Vomiting
Appetite
Taste
Abdomen pain
Diarrhoea
Siallorrhoea

(d) Neuro-muscular

Pre-exposure
Headache
Dizziness
Irritability
Pain
Twitchings
Tremors
Convulsions
Parasthesia
Hallucinations
Unconsciousness

(e) Cardio-respiratory

Pre-exposure
Nasal discharge
Wheeze
Cough
Expectoration
Chesttightness
Dyspnea
Palpitation
Heart conserveness
Cyanosis
Tachycardia

(f) Eye

Pre-exposure
Miosis
Lacrimation
Double vision
Blurred vision

1h

1h

1h

1h

24 h

24 h

24h

24h

48 h

48 h

48 h

48 h

72h

72h

72h

72h

(Contd....




(g) Psychological
Pre-exposure 1h 24 h 48 h 72h

Temperament
Judgement
Nervousness
Insomnia

X = No; N = Normal; NAD = Nothing abnormal detected ; Skin (Dermal reaction/
Irritation/Allergic reaction):

13. Human toxicology proforma for liver and kidney function tests

Liver function tests

1. Serum bilirubin

2.SGO

3.SGPT

4. Serum alkaline phosphatase
5. Serum protein

Kidney function tests

1. Blood urea
2. Serum creatinine

Signature of Medical Officer/Physician

Date: (Seal)
Place:

Part B. Nerve conduction studies in spraymen

1. Time of recording and sample size—Study should be on at least 5 spraymen exposed to
insecticide spray at the following frequency:
— Before spray
— Second study to be done three days after insecticide exposure
— Third study to be done after five days of insecticide exposure

2. Nerves to be studied (on the right side of the subjects):
— Median (Motor)
— Lateral popliteal (Motor)
— Facial nerve
— Median- Orthrodromic sensory
— Sural- Antidromic sensory
— Blink response-early Phase
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3. Suggested machine for the study—MEDLEC MSA Machine
4. Proforma for clinical diagnosis:

Clinical Reg. NO........uuiiiiiiiiiieeeeeeeeee Date: oo

Nerve conduction study
1. Right/Left MEDIAN (Motor): THENAR MUSCLES: SURF. ELE.

Wrist...ooooeeeveeeine Elbow......ccceeennenn. Supraclavicular....................
AMpP...ooo,

Latency................ MSEC..cevverrrrrnnnnnnns MSEC....cevrennnnns MSEC.....ceveue. m.v.

Distancy ............... (o111 I (o111 I cm

Conduction veloCity ...........ccceveeeeeennnnn. metres/sec. (Wrist to elbow)

Conduction veloCity .........ccccevvvnreernnn. metres/sec. (EIbow to supraclavicular region)

2. Right/Left Ulnar (Motor): Hypothemar muscles: Surf............. Ele e,
WriSt. i, Elbow.......ccvvvvvinennn. Supraclavicular........ AMP..
Latency..........oeeeenn. MSEC...ccevveerieenenn, MSEC...cceeeeeerreennnn, MSEC....cevveereeeiennn m.v.
Distancy .........eeeeeeee. (0101 IO (0101 I cm
Conduction velocity .................... metres/sec (Wrist to elbow)

Conduction velocity .................... metres/sec (Elbow to supraclavicular region)

3. Right/Left Lateral Popliteal: Ext. Dig. BR. : Surf. Ele.

Ankle...........cceee Knee......cocceeeeees AMp..
Latency..........ceeenn. MSEC.....ceevvieernnnn MSEC.............. MSEC.....ceveeeereennnn, m.v.
Distance ...........ccoeeen. CM e CM oo, cm

Conduction velocity .................... metres/sec.

4. Right/Left Sural nerve (Antidormic-Sensory): Neelle Ele.

Amplitude ..........oovvneeen. uv

Latency .....ovveveeiiiennnns msec

Distance .........ccccevvunnnn. cm

Conduction VeloCity .......ovvvve i i, m/sec

5. Right/Left Median (Orthrodromic Sensory)
Stimulation- digital nerves-index finger
Recording at wrist: Needle Ele./Surf. Ele.
Amplitude .......ccooooe uv.

Latency .....covvveveeinennn. msec

6. Right/Left Ulnar (Orthrodromic Sensory)
Stimulation-digital nerves-index finger
Recording at wrist: Needle Ele./Surf. Ele.
Amplitude ........ccoevennn... uv.

Latency .....cceeveeeniennnnnn. msec



7. Right/Left Facial nerve
Muscles Latency................. Amplitude............. Distance..............
Orb.oris ccooevveein MSEC eevvneeevinnn, MV/UV o cm
Frontails................... MSEC .uievneernaennn. MV/UV oo cm
Orb.oculi................ MSEC .eevvneeevnaennn. MV/UV e cm
8. NeedleElectromyography
(i). Fibrillations...................... Fasciculations ................... Insertional activity ...................
Mystonic ............... Interference pattern ............. Amplitude of motor units ...................
(ii). Fibrillations ................... Fasciculations ................... Insertional activity....................
Mystonic .............. Interference pattern ................ Amplitude of motor units .................
(ifi). Fibrillations ...........cccceeeeennn. Fasciculations ................... Insertional activity...................
Mystonic ................. Interference pattern................ Amplitude of motor units ...................
9. Blink response study
Needle electrode (Conc.): Right Orb. Occuli.
Stimulation............cc.eveveeeee.
Latency......coovvevvieiiniiiieee,
Early Response ................... msec.
Late Response ........coceueeenee msec.
Signature of Medical Practitioner
Date : (Seal)
Place :
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ANNEXURE 4

Informed consent from householders (ITN and LLIN)

I understand that my family and | have been asked to take part in the trial of a new insecticide
in our village. I have been told that this study is being done to control mosquitoes/sand-flies
and that my house should be provided with insecticide treated nets and my family should be
asked to sleep inside the net. The period of studyis ................. months.

I am informed that the insecticide treated net causes no considerable risk or discomfort to
human beings, if used at the recommended dose. |and all the adult members of the family
are given necessary instructions about the safe use for self and children and proper storage of
these nets.

| am told that my house/room might be modified to fit mosquito traps at the cost of the
Investigators, but would be restored at the end of the study. | have been informed not to wash
the net (s) supplied to us. During the study period | understand that the teams (Name of the
Investigating Institute) may also visit our house even at odd hours for collection of mosquitoes
and doing other tests on the nets.

| also understand that the Principal Investigator of the study can exclude me or my house from
the study without my consent. However, | am also free to withdraw from the study without
assigning any reason and without any cost implications thereof.

| have gone through the contents in the consent form, understood and agree to abide by
them. | shall also apprise the members in my family of the contents in consent form and assure
needed cooperation and precautions for the completion of the trial.

If I have any question about the study, | should contact (Name of the principal investigator) or
(Name of the Investigator) at (Address of the Office/Institute) or for immediate medical help to
the Medical Officer Incharge (Name of the Medical Officer) , Primary Health Centre............. /
CHC..o in need.

I and members of my family agree to participate in the study voluntarily and not under duress
or pressure or for remuneration.

Householder’s signature/thumb impression Date:...cccoeevvvviiiiieeennn.

Signature of Principal Investigator/Investigator

Place:
Date:

(This format should be translated into respective local language(s) in the study area and
provided to the householder and read to him. A copy of the signed consent form should be
given to the householder).



ANNEXURE 5

Assessment of community perceptions on adverse effects and

collateral benefits of insecticide treated nets (ITN) and
long-lasting insecticide-treated nets (LLIN)

Date of supply.......ccovevvennnn. and interview/discussion .......................

POXXNOO WD

11.
. Doyou sleep inside the net?
13.
14.

15.
12.
13.

14.

Name of respondent: (Optional)

Age

Sex

Education status

Village name

Do you know why mosquito nets are used ?

Do you use nets for protection for yourself/members of the family?
What are the other methods you use for protection?

Do you use any indigenous method for protection ?

. Are you aware whether something was provided for personal protection in your house?

If yes, when and why?
Generally how many people sleep inside the net(s)?

How does it smell?

Do you feel any of the following?

Skin irritation Nausea Vomiting Itching Headache
Drowsiness Eye irritation Difficulty in breathing ~ Any other

Do the sleepers complain about suffocation?

Any fear of poisoning:

Observations/perceptions of the effect of insecticide-treated bed net or LLIN
— on mosquito bites

on bed bugs

on head lice

on body lice

on domestic animals

Any other

Do you recommend use of the new insecticide-treated net in future? Yes/No
Reasons

Signature of Interviewer

Place:
Date:

(This format should be translated into respective local language/s in the study area and
provided to the householder and read to him. A copy of the signed consent form should be
given to the Householder).
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ANNEXURE 6

Informed consent form for human volunteers participating as
bait in the insecticide evaluation studies

| understand that | have been asked to take part in the trial of a new insecticide in our village.
| have been told that this study is being done to control mosquitoes/sand-flies. | understand
that | will be required to act as bait for the studies to assess the impact of the IRS/ITN/LLIN/
repellents. | also understand that | will be employed both as active and passive bait for the
insects. The study will be conducted during night usually from dusk to dawn.

| am informed that the agent being used in the trial will not cause risk or discomfort to human
beings atthe recommended dose.

| also understand that the Principal Investigator can exclude me from the study without my
consent at any time. However, | am also free to withdraw from the study without assigning any
reason and without any implications thereof.

| have gone through the contents in the consent form, understood and agree to abide by
them. | am briefed about the precautions that will be taken during the experiment and also
assured of against any liability or risk and | agree to participate voluntarily.

If I have any question about the study, | should contact (Name of the Principal Investigator) or

(Name of the Investigator) for reporting any discomfort or for immediate medical help (if
needed).

Signature/thumb impression of the volunteer Date: /

Signature of Principal Investigator/Investigator

(This format should be translated into respective local language (s) in the study area and
provided to the householder and read to him. A copy of the signed consent form should be
given to the householder).



APPENDIX 1

Larvicidal concentrations in parts per

million and equivalent

dosage/unit surface area of breeding habitat at varying

depth of water

Conc. Depth Equivalent dosage/unit areaat varyingdepth
inppm (cm)
(ai.) (ai.) 50% EC or WP 1% ECor G 0.5% G

Dosagel Dosagel Dosagel Dosage/
me Hectare e Hectare

Dosagel Dosagel Dosagel Dosage/
nm Hectare n? Hedtare

1 10 100mg lkg 02mlor 2Lor
029 2kg

50 500mg 5kg Imlor 10Lor
19 10kg

01 10 10mg 0.1kg 20n¥ 200ml or
20mg 2009

50 50mg 05kg 100nm¥/ 1L or
mg 1kg

001 10 1mg 109 2m/  20mlor
mg 209

50 5mg 50g 10n¥  100ml or
mg 1009

10mlor 100Lor 20g 200kg
10g 100kg

50mlor 500Lor 100g 1000kg
50g 500kg

Imlor 10Lor 29 20kg
19 10kg 100kg

S5mlor 50Lor 10g 100kg
59 50kg

01ml/ 1Lor
100mg 1kg

2kg

a8

05ml/ 5Lor 1g 10kg
500mg 5kg

WP: Wettable powder; EC: Eulsifiable concentrate; G: Granules.
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APPENDIX 2

Calculation of Doses

1. Measurement of sprayable surface area of aroom

Formula=(LxW+WxH+HxL)x2-WxL

4 I
Example: L: Length of wall = 12' W

Width of wall = 10'

Height =8’

Area= (12 x 10+ [0 x 8+8x 12) x2-10x 12
= (120+80+96) x 2-120 = 296 x 2 -120
=592-120
=472f2=0.472m?

- /

Note: For measuring artificial surfaces only length and width should be calculated.

2. Requirement for the preparation of spray suspension from wettable
powders

Amount of wettable powders (WP) or water-dispersible power (WDP) required for the prepa-
ration of approximately 10 litres of spray suspension.

The general formula followed
X=AxBxD/C

amount of water-dispersible powder required
percentage concentration desired

quantity of spray desired

percentage concentration of water-dispersible power
1 (when X and B are expressed in kg and litres

U0 ®@ > X<
1 T T T

3. Requirement for the preparation of spray suspension from dust

The general formula followed

X = amount of dust required
A = dosage (kg/ha)
B = percentage concentration of dust



4. Measurement of surface area of mosquito breeding waters

(a) Rectangular/square area

Formula = LxW = Surface area
Example =4.5mx3m=13.5m?
Volume of water = Surface area x Depth*

(*The dose of Temephos or Fenthion may be doubled or tripled in case water bodies having
more than 50 cm depth)

(b) Measurement of round surface area

Formula =pr2 or 22/7xrxr
e.g. Diameter of well/pit =3 m
Radius of well/pit =15m
Area =22/7x1.5mx1.5m

=3.1x1.5x1.5=6.97m?

(c) Measurement of volume of water in circular pit/well

Formula = pr? x depth

e.g. Diameter of well/pit =3 m
Radius of well/pit =15m
Depth of well/pit =0.30m
pr2 =3.1x1.5x1.5x 0.30m
=2.092 m?
Volume of water = 2.092 litres of water
or
pr? =3.1x150cm. x150cm 30cm
=2092500 cm?
Volume of water =2092500/1000

= 2092 litres of water

(d) Measurement in number of hectares in areas of different linear dimensions

Length (m) x Width (m)

Area (hectares) =
10000
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e.g., Length of breeding water = 1600 m
Width of breeding water =25 m

1600 x 25 4000
Area = = = 4 hectares
10000 10000
or
Length (ft) x Width (ft)

Area (acres) =
43560

e.g., Length of breeding water = 3600 ft
Width of breeding water = 500 ft

3600 x 500 1800000

Area = = =41.3 acres

43560 43560



