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3.3.2 Test periods

The local tissue response to implanted materials is assessed in short-term tests up to 12
weeks and in long-term tests exceeding 12 weeks.

Test periods are chosen to ascertain that a steady state has been reached with respect to
biological response. The local biological response to implanted materials depends both on the
properties of the materials and on the trauma of surgery. The tissue configuration found in
 the vicinity of an implant changes with the time elapsed after surgery. Usually, at one week
observation periods, a high cell activity is found, followed by a transitional stage. In muscle
and connective tissue, depending on the species, a steady state is seen in the cell population
after 9 to 12 weeks. Implantation in bone tissues may need longer obsewation periods.

Test periods shall be selected from those specified in table 1 for short-term implantation,
or from table 2 for long-term implantation.

Depending on the intended use of the test material, not all implantation periods may be
necessary (see IS0 10993-1). An observation period of 104 weeks may be of interest in
selected instances. The number of implants per animal and the number of animals per

observation period are described in clauses 4 to 6. A sufficient number of implants shall be

inserted to ensure that the final number of specimens to be evaluated will give valid results.
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shori-term implantation in subcutanaous tissua

and mussls
Spacies Implantation period
woaeks
1 3 4 8 12
Mica X X X
Rats ®
Guinea-pigs X
Rabhits ®

implantation In subcutanaous tisgue, muscle and

bone
Bpecies Implantation period
wasks
12 26 52 78 | a0

Rats X X k4

Guinsa-pigs R % %

Rabibits X X X X

Dogs 4 X X X %
Sheap X x X ® b3
Goats X X X X b4
Pigs % E % X S

OBE RS
IS0 10993-6:Biological evaluation of medical devices Part 6:Tests for local effects
after implantation
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