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Draft Minimum Standard Consent Form

" To be modifed to fulfl local requirements, retaining each element below.
® |nitial fnger-prick blood screening may be included if this is not part of normal clinical practice
for the presenting symptom.

Collection of blood for the malaria slide bank for
training and testing laboratory technicians.

Purpose

The (NAME OF INSTITUTION) is developing a collection of malaria slides for the purpose of
teaching and testing technicians who diagnose malaria, with the aim of improving accuracy of
diagnosis. For this purpose, they are requesting to collect a blood sample to make a large number
of identical blood films (smears), and as dried blood spots, store them to be used now and in the
future for teaching and checking the accuracy of technicians’ work.

Procedures

A 3 ml.-=5 ml. sample of blood (1/2 teaspoon) will be extracted for this study. The blood will be
assessed by microscopy and other tests to check the type of malaria present, and the number of
parasites. If found suitable, it will be placed on slides and used to teach and check the performance
of laboratory technicians in or outside (NAME OF COUNTRY).This will not affect my treatment.

Case management and treatment will be provided by the (NAME OF HOSPITAL/CLINIC) according
to the result of the normal blood tests performed at the (NAME OF HOSPITAL/CLINIC).

Risks and discomfort

The risks involved in this study are minimal. They include the discomfort of drawing a sample of
blood, rare bruising and infection at the site of needle stick, and very rarely, fainting. New needles
will be used for each patient so there is no risk for transmitting diseases.

Confidentiality

All identifiable records and information will be kept strictly confidential, and remain in secure
storage with the (national institution and health service) collecting the blood sample. Access to
personal identifying information will only be accessible to research staff of this institution directly
involved this study, unless the donor gives express written consent otherwise. Samples sent to
other institutions involved in checking the type of malaria present, and all slides used for training
and testing technicians, will have no personal information identifying me.

Withdrawal of consent
Participation is voluntary and a person can withdraw from the study at any stage for any reason.
Withdrawal or refusal will not in any way affect management of malaria or other illness.

Contact information

For further inquiries, please contact the following persons:

1. Name, and address of collecting institution

2. Name and address of national ethics committee contact point
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Annex 10
Model Data Sheet for Slide Bank Donor

Subject ID: 1OOOOOONON Date: OI-010-0101

Instructions: Print only. Do not leave blanks. If information is not available or is unknown,
indicate as appropriate, using codes below:

NMI: No middle initial UNK: Unknown N/A: Not applicable

1. Age of participant: __________ (Years) Year of birth:
2. Gender: I Male [ Female

3. Address (Country)

4. Diagnostic test done? CIMBF ORDT

5. Positive diagnostic test? [1Positive  [INegative
6. Have you had malaria in the past 10 years? [Yes  [No [INot sure

7. If yes, when?

8. Have you travelled to a malaria endemic area? LdYes [No

9. If yes, which district

10. How long was your stay? [1<2 weeks  [12-4 weeks [11-2 months
11. Have you used malaria prophylaxis in the last 2 months? O Yes I No

12. If yes, by whom? [Self ~ [Pharmacist [dOther

Information obtained by: Date:
(Clinic staff signature) (dd/ mm/vyy)
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Annex 11
Template for Thick Films

Thick film template (circle) is 1.2 cm in diameter and takes 6 pL of blood. Spread evenly to
edge of circle.
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Annex 12

Example Checklist for

Internal Quality Assurance

Category

Checklist Questions

Yes

No

Laboratory Design

There is sufficient working surface for each member of
the laboratory staff.

The electric microscope(s) is not located directly in front
of a window but faces a blank wall.

The laboratory has access to a clean water supply.

There are hand-washing facilities.

There is good ambient lighting at all times (including
cloudy weather).

There is a an adequate electrical supply for the
microscope(s).

There is adequate storage space for reagents, equipment,
and storage of slides.

There is a safe waste management system.

Laboratory chairs and/or stools are suitable for
microscopy.

Quality of the
Microscope

The microscope(s) is binocular and electrically powered.

The microscope lamp(s) has sufficient power to provide
good illumination at small aperture settings.

The light source can be centred.

The microscope(s) has Plan C x100 objectives.

Blood smears are able to be brought into sharp focus
x100 oil immersion magnification.

The stage movement mechanism is precise and stable.

Microscope Slides

Microscope slides are clean.

Microscope slides are not oily to the touch.

Microscope slides do not have scratches or surface
aberrations.

Microscope slides do not give a blue background
colouration (microscopically at x100) after staining.

Microscope slides do not have fungal contamination.

Slides are protected against fungal contamination (in high
humidity settings).

Methanol

Methanol is Analytical Reagent (AR) grade.

Methanol is supplied to the laboratory in the original
sealed container as supplied by the manufacturer, and is
not repackaged by the supplier.

Methanol is not oily (test — place some methanol on the
fingers, it should not be sticky).
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Category

Checklist Questions

Yes

No

There is no deformation or blistering of red blood cells
in the thin blood film (this is caused by poor quality
methanol).

The methanol used for slide fixing is stored in moisture-
proof containers.

Giemsa Stain

Only stain prepared from high-quality Giemsa powder is
used.

Commercial Giemsa stain is supplied to the laboratory in
the original sealed container.

The stain is within the manufacturer’s expiry date.

The laboratory has a Stain QC Register recording the
batch number and expiry date of supplies received, the
QC results on each batch (staining time, staining quality,
optimal pH of use) and any problems encountered.

Stock stain is stored in a tightly sealed dark glass bottle.

Stock stain is not stored in direct sunlight or near a heat
source.

The stock stain used by the laboratory was prepared less
than two years ago.

Stained blood films do not contain stain precipitate.

Diluted Giemsa stain

Stock stain is always diluted in buffer to the correct pH.

The diluted stain contains no stain precipitate.

The surface of the diluted stain does not have an oily
appearance. For horizontal slide staining (using a staining
rack) this is best observed after the stain has been added
to the slides. This effect can be caused by poor quality
methanol used to prepare Giemsa stain from powder.

Diluted stain is always discarded within 15 minutes of
preparation.

Thick blood films

More than 95% of thick films have the correct thickness.
It should be just possible to read newsprint through the
thick film while it is still wet.

There is flaking in the centre of the smear (a hole in the
centre of the thick film) in less than 2% of the thick films.

100% of the thick films are correctly stained.

None of the thick films contain stain precipitate
contamination.

There a protocol for the preparation of thick films of the
correct thickness from patients with severe anaemia.

Slide warmers may be used with caution in high humidity
settings.

Thin blood films

More than 95% of the thin films have a smooth semi-
circular tail.

In more than 95% of the thin films, the red cells are just
touching and not overlapping in approximately 20%-30%
of the film (the reading area).

No thin films have water damage (retractile artefacts
inside the red cells).

Thin films are fixed immediately after drying.
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Annex 12: Internal QA Checklist

Category

Checklist Questions

Yes

No

Staining

The laboratory has a pH meter that reads to 2 decimal
places.

The pH meter is calibrated with calibration buffers
according to manufacturer’s directions.

A pH adjusted buffer is always used to prepare diluted
Giemsa.

The pH of the buffer is calibrated for each batch of
Giemsa.

Slides are always washed in water of the same pH as the
buffer used for Giemsa dilution.

The diluted Giemsa is always prepared in a clean
measuring cylinder.

There is an absolute rule that the diluted Giemsa stain is
discarded in less than 15 minutes after preparation.

The trophozoite chromatin stains red to “rusty red”.

The trophozoite cytoplasm stains blue to strong blue.

The thick film background is stained light pink to grey.

The red cells in the thin film are stained pink.

The nuclear lobes of the polymorphs are stained
significantly darker than the cytoplasm.

Slides are always washed from the thin film end.

wr

All slides are washed gently by a technique that “floats

the stain off with minimal without disturbing the thick film.

Laboratory staff who perform staining have protective
clothing to protect their personal clothing.

Counting

The laboratory reports the actual number of trophozoites
when required against 500 (200) WBC.

Slide Reading Times

All laboratory staff who report malaria examination results
read a minimum of 10 thick blood films each month.

Laboratory staff always read a minimum of 100 fields
before reporting a film as negative.

There is no pressure on microscopists to read slides more
quickly than the standard reading time (such as end of
day, “urgent cases”).

There is a laboratory protocol that ensures that
microscopists do not continuously read malaria slides for
more than 3 hours without a 30-minute break.

Species identification

Thin films are available for species identification where a
mixed infection is suspected or species identification is
unclear on the thick film.
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