Food and Drug Administration.  21 CFR Ch. 1. Part 820 – Quality System Regulation. [14 pages]

This section of the GMP regulates how medical devices are made that go into humans.  All companies that make medical devices for humans that will be sold in the USA are under these regulations. If a company in a foreign land refuses to let the FDA audit them, their components will be deemed adulterated. These regulations only cover a few Class 1 items and all Class 2 and 3 medical devices (definitions of Class 1, 2 and 3 are in a different part of the regulations) and do not cover blood or blood products which have their own regulations. The regulations cover every aspect of manufacturing a medical device including the machines that make the devices need to be maintained, calibrations need to be performed and documented, and purchasing items needs to be controlled. Devices and their components need to be able to be identified and traced. Design of product is controlled as well as how product is accepted. Devices that are made that are non-conforming need to be rework or disposed of with documentation. Very difficult to find anything specific enough to write questions about.

QUESTIONS

1. 
According to these regulations who should conduct audits and how often?
a. 
The manufacturer is responsible to conduct audits using personnel that are not directly responsible for the matters being audited; there are no specifics as to how often the audits should occur.
b.
The manufacturer is responsible to conduct audits using personnel that are not directly responsible for the matters being audited, audits should occur every 120 days
c. 
The FDA conducts the audit with the manufacturer once a year
d. 
The FDA conducts the audit and it is a surprise visit to the manufacturer

2. 
Regarding training of personnel these regulations specifically state that

a.
Training must occur on the amount of money the company will lose in lawsuits if the device works improperly

b.
Training must occur on the type of injuries that could occur to patients if the device works improperly
c. 
Training must occur on the type of defects that may occur in the device if their specific job is not performed properly
d. Training must occur on what to tell an FDA auditor when they come for an inspection.

3. 
How long do records need to be retained?

a. 
7 years
b. 
5 years
c. 
3 years
d. 
For the life of the device but not less than 2 years after release of device for sale.

4. 
Complaint files need to be kept and...
a. 
Two sections need to be kept, a separate section for all complaints that need to be reported to the FDA

b. 
All complaints need to be reported to the FDA

c. 
No complaints need to be reported, they just need to document all written and verbal (phone calls etc) complaints

5. 
This part of the regulations require that certain specific records be kept...  these are?

a.
Device master record, complaint files, employees CV, quality system record

b.
Device master record, complaint files, employees CV, device history record

c.
Device master record, complaint files, quality system record, JBS record

d.
Device master record, device history record, complaint files, quality system record

Answers: 1. A; 2. C; 3. D; 4. A; 5. D

