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Re.: Compliance Guidance “The Mammography Quality Standards Act Final Regulations” -
Document #4 - Draft released for comment on September 13, 2000

With reference to the above draft guidance we would like to transmit our comments about the following
subject:

Equipment

21 CFR 900.12(b)(8)(i)

Application of compression. Effective October 28, 2002, each system shall provide: (4) An initial power-
driven compression activated by hands-free controls operable from both sides of the patient; and (B) Fine
adjustment compression controls operable from both sides of the patient.

Question: A system as GIOTTO HT (IMS) which has (A) an initial power-driven compression activated by a
foot pedal (as an alternative, there is also a hand control mounted on the compression device, operable in
front of the paﬁent) and (B) a fine adjustment power-driven compression activated by a foot pedal can meet

by the ruling pubhshed in the draft guidance in object, regarding GE500T and GE600T7

Hoping that you will consider our question, we thank you in advance.

Best regards,

IMS Internazionale Medico Scientifica s.r.l.
Antonella Rossi, QA N{
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