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1. Quality Control (Input, Process,
Outputs)

2. Proficiency Testing (Staff)
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1. Donor Recruitment

2. Blood Collection

3. Components Preparation

4. ABO Grouping
5. Antibody Screening
6. Transmissible Disease Screening
7. Storage & Transport
8

Plasma Fractionation
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1. Quality Requirement (Specification,
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2. Quality Audit (Monitoring, or Check)
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3. Preparation and Implementation of
Standard Operating Procedure

4. Specification and Quality Control of
Reagents

- ABO

- Rh

- Panel cells

- Bovine Serum, albumin

- NISS, LISS

- PSB

5. Quality Control of Techniques

6. Quality Control of Equipment

7. Quality Control of Performance

8. Quality Control of Tests for Trans-
missible Infection Agents

9. Quality Control of Blood Components
Preparation

10. Biosafety in the Transfusion La-
boratory
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Quality Requirement for Donor Acceptance
(WHO)

Physical

Age : 18-65 yrs (dwnanﬂuﬂ"l 1 17
60 1l) Not Pregnant

Systolic BP : 90-180 mmHg

Pulse : 50-100 Beats/min

Body Temp : < 37.5°¢

Weight : > 50 Kg

Hb 12.5 g% (man), 13.5 g% (women)

Medical History
No HIV Risk : Drug Abuse
Male Homosexual
Known Anti-HIV
Prostitute
Partner of any of the
above
Not under influence of any Drug
Not in Acute or Chronic Disease :
Malignancy
Hypertension
Renal, Epilepsy

Heart, Chest, Infection

Quality Requirement Blood Collection
Collection site - Clean, Good Ventilation

Sufficient Space + Lighting

Equipment - Function Properly Reproduc-
tibility of Results
Personnel - Sufficient, Competent,

Positive Attitude
Objective Measurement of Quality Performance
1. Adverse Donor Reaction (Hematoma,
Vasovagal Attack)
2. Unsuccessful Bleeds (Insufficient
Collection for Use)
3. Improper Mixing (Clot or Pink

Plasma)
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4. Over and under Collection of Blood
Units

5. Bacterial Contaminations (Improper
Preparation of Phlebotomy Site, Container
Leakage)

6. Donor Satisfaction

Quality Requirement Reagent Test for HBsAg,

HIV, Syphilis

Specificity : Clear cut appropriate reactions
with a panel of known negative
and weakly positive sera

Sensitivity : If appropriate, clear-cut positive
reaction with at least one sample
of a serum whose HBsAg (anti
HIV, Syphilis antibody) concen-
tration is equal to that specified
for the National or local minimum

level of sensitivity

HBsAg : Equal or exceed that of RPHA
(1 ng/ml)

Anti HIV : ELISA, particle agglutination

Syphilis : VDRL

Quality Requirement Antiserum Reagents
(ABO, Rh, AHC)

General specification :
1. Negative for HBsAg, HCV, HIV
2. Contain a preservative to inhibit
bacterial and fungul growth

3. Color dye in reagent

Blue - Anti - A
Yellow - Anti - B
Green - Antiglobulin

4. Label : Batch number, expiry date,
storage temp

5. Instruction enclosed

6. Appearance : No visible hemolysis,
precipitate particles or gel formation

7. Specificity or sensitivity : Clear cut
appropriate reaction with positive & negative
control
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