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SUBJECT:
Quality Assurance/Control Guidance and Medical Materiel Complaints

1.  Complaints involving standard and nonstandard items of medical materiel found to be injurious or unsatisfactory will be reported on a SF 380 (Reporting and Processing Medical Materiel Complaints/Quality Improvement Report).  The initiation of the SF 380 is the responsibility of the Chief of the using department or section.  Guidance on the completion of the SF 380 is found in Army Regulation 40-61, Medical Logistics Policies and Procedures, Chapter 3.  In accordance with AR 40-61, paragraph 3-72 f, all equipment which operates in a manner which causes patient injury or death must be reported under the aspects of the Safe Medical Devices Act.

2.  The item(s) will be thoroughly evaluated by Materiel Management or Equipment Management personnel before submitting the complaint.  Materiel and equipment that produces side effects to the individual patient, as described on item package insert, will not be reported.

3.  Types of material complaints:


a.  Type I Complaints: These complaints will be submitted on material, to include equipment, determined by use or test to be harmful or defective to the extent that its use has or may cause death, injury, or illness.  Immediate action must be taken to report such items and suspend their issue and use.  Only a medical or dental officer familiar with the details of the complaint can initially classify it as Type I.  Because of the immediate worldwide notification required on Type I complaints, professional personnel should carefully ascertain and evaluate all pertinent facts to preclude unnecessary delay or undue alarm.  When information is disseminated, it must include all blocks required on the SF 380.  Furthermore, the person initiating the complaint should be available to respond to telephone inquiries on the complaint.


b.  Type II Complaints: These complaints will be used to report materiel other than equipment which is suspected of being harmful, defective, deteriorated, or otherwise unsuitable for use.  Take expeditious action to report such items and to suspend their issue and use.
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c.  Type III Complaints: These complaints relate to equipment which is determined to be unsatisfactory because of malfunction, design, defects (attributable to faulty material, workmanship, or quality inspection), or performance.  A Type III complaint does not necessarily require suspension of the item.

4.  After disposition of equipment has been determined on a DA Form 4106 (Quality Assurance/Risk Management Document), with details of appropriate action taken, it will be forwarded to the MEDDAC Quality Improvement Coordinator and Safety Officer by the Chief, Equipment Management Branch.

5.
References:

a. AR 40-61, Medical Logistics Policies and Procedures.

b. AR 40-6, Quality Assurance Administration.
c. MEDDAC Reg 750-1, Maintenance of Medical Equipment and Instrument Recycling.
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