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Table C.1 — General considerations for selecting a bioburden recovery efficiency approach

Recovery methods
Repetitive recovery Inoculated product
Principle Repeated application of a specified Inoculation of a product with a specified level
technique on an individual sample. of a Bacillus spore suspension. Other bacteria
can also be appropriate, depending on a
variety of factors.
Product Products with moderate to high Products with low (e.g. < 100 CFU) or very low
characteristics [e.z. 100 CFU to 1 000s CFU), or high (e.g. < 10 CFU) bioburden.
[e:g.> 1000 CFU) bicburden.
Usually includes the following product types: | Usunally includes the following product rypes:
— products with multiple materials or — products that dissolve or disintegrate
surfaces; readily (e.g. soluble materials);
— products with bonded or woven — simple plastic devices {e.g. injection
matrices (e.g. fabrics, roll stock, foams); moulded with minimal handling);
— multiple componsant products azsembled | — products with very few components:
Cogatiahe fok w2 ki — products with antimicrobial properties:
— products with adhesives/glue; — products that ave Seaned.
— devices of animal origin, especially when
obtained from slaughterhouse materials,
Ralevance to Representative of properties and types of  |Less representative of properties and types of
actual bioburden |natural biockurden, patural bicburden,
Spores can often be easier to remove than
many other bacteria, especially when
manually deposrted rather than xporu]a.ted
in situ.
Consistency of Less consistent results expected between More consistent results expected between
results reéplicate samples because of variable replicate samples.
natural bioburden.
Approximats 3 days to 7 days (depending on natural 2 days to 5 days [depending on microorgan-
test time bicburden). ism used].
Test complexity |Can be more labour intensive, Can be less labour intensive.
Challenges with |Stability of natural bioburden. inconsistent/ | Clumping during dryir, - '1c:|;',;!’[-—}__ﬂ.. T
method variable bichurden. adhesion or non-adhesion of the suspension.
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Table D.1 — Typical assignment of responsibilities

Clause Requirements of this docoment Iypiesi rayponsibiity
Manufacturer | Laboratory

Quality management sysvem elements
4.0.1 Specification of procedures R R
1.2 Review and approval of documaents and records R K
417 Control of documents and records R E
413 Content of records MfA R
413 1dentity of personnel N/A R
414 Check of calculations and data transfer N/A R
22,1 Implement and perform procedures NfA 34
2.2 Assignment of responsibilities R R
423 Equipment availability N/A R
431 Procedures of purchasing N/A R
432 Equipment calibration N/A R
4.3.3 Preparation and sterilization of materials M/A R
450 Uncertainty measursments HN/A N/A
442 Investigation of results, corrective and preventive actions R I
Selection of product
SL1 Selection and sampling of products R 1
5.1.2 Rationale for product family R 1
513 Timing of performance of sampling R 1
22 Sample item portion [5IF) R I
Methods of determination and microbial characterization of biocburden
Gl.l Method selection R R
£13 Minimization of inhibiting effects 1 R
£1.3 Efficiency of bicburden remowval 1 R
Gld Selection of culture conditions 1 R
Hey
R = responsibility
I'=this can invelve providing assistance or mformation
N/A = not generally applicable

NOTE Tke general capability of the test method is shown and documented a5 part of the fundam. <+ nf-f_ﬁ#;mﬁﬁ@u FFIJI
the laboratory. Product specific aspects of validation are documented as part of product specific ﬂporrfngg. fr




Table D.1 {continued)

Typical responsibility
Clanse Reqguirements of this document
Manufacturer Laboratory
615 Selection of the enumeration techniques NSA R
621 Selection of techniques for microbial characterization R R
Validation of the method for determining bichurden
i2a) Test method suitability R R
Z2h) Technigue for removal R R
Z2¢e) Adequacy for enumeration N/A R
Z24d) Microbial characterization N/A R
Routine determination of bioburden and interpretation of data
Bl Sampling plan R 1
82 Selection of test methods R R
B3 Degree of microblal characterization R 1
B4 Consideration of applicable standards and requirements R 1
85 Handling of spikes B 1
B Specification of acceptable levels R N/A
8.7 Trending R N/A
BB Application of statistical methods i M/A
Maintenance of the method for determining biocburden
9.1 Consideration of manufacturing/process changes R 1
92 Change of test methods I R
23 Review of method validation data R R
Kev
B = responsibility
I = this can invelve providing assistance or information
M /A = not generally applicable
NOTE The general capability of the test method |5 shown and documented &3 part of the fund amental method validation of
the laboratory Product specific aspects of validation are documented as part of product specific £ r'rt" Iﬁ__;..ll_l ,_‘_“”rz.“
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