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ATTACHMENT C


MODEL RECIDIVIST WARNING LETTER

(QS/GMPs and MDR)

CERTIFIED MAIL

RETURN RECEIPT REQUESTED
RESPONSIBLE INDIVIDUAL, TITLE

ESTABLISHMENT NAME 

ESTABLISHMENT'S COMPLETE ADDRESS

Dear (Addressee):

During an inspection of your establishment located in (city, state), on (dates), our investigator(s) determined that your establishment manufactures (generic type of device).  (Generic name of device) are devices as defined by Section 201(h) of the Federal Food, Drug, and Cosmetic Act (the Act).  

The above-stated inspection revealed that these devices are adulterated within the meaning of Section 501(h) of the Act, in that the methods used in, or the facilities or controls used for manufacturing, packing, storage, or installation are not in conformance with the Quality System regulation for medical devices, as specified in Title 21, Code of Federal Regulations (CFR), Part 820, as follows:  


1.
Failure to conduct planned and periodic audits of the quality assurance program in accordance with written procedures.  For example, no audits of the quality assurance program have been performed for at least 3 years.  


2.
Failure to investigate the failure of a device to meet performance specifications after a device has been released for distribution, and to make a written record of the investigation including conclusions and follow-up.  For example, there are no records of failure investigations for Model        , S/N       , and Model     , S/N       , which were returned because they did not operate properly.


3.
Failure to maintain device history records for Model      to demonstrate that the devices are manufactured in accordance with the device master record.


4.
Failure to immediately review, evaluate and investigate any complaint pertaining to injury, death, or any hazard to safety.  For example, there is no record of the investigation of a report that a child's death associated with the use of Model        at the Community Medical Center on/or about February 8, 1997.

Additionally, the above stated inspection revealed that your devices are misbranded within the meaning of Section 502(t)(2) of the Act, in that your establishment failed to submit information to the Food and Drug Administration as required by the Medical Device Reporting (MDR) Regulation, as specified in  21 CFR Part 803.  Specifically, you failed to submit an MDR report to FDA after receiving information which reasonably suggested that one of your commercially distributed devices may have caused or contributed to a death.  The February 8, 1997, incident report from the Community Medical Center in which a child standing in a crib fell over, caught his head in a "Y" formed by the crib rail and end post, and died, should have been reported as a death.

This letter is not intended to be an all-inclusive list of deficiencies at your facility.  It is your responsibility to ensure adherence to each requirement of the Act and regulations.  The specific violations noted in this letter and in the Form FDA-483 issued at the conclusion of the inspection may be symptomatic of serious underlying problems in your establishment's quality system.  You are responsible for investigating and determining the causes of the violations identified by the FDA.  You also must promptly initiate permanent corrective, and preventive action on your Quality System.  

Federal agencies are advised of the issuance of all Warning Letters about devices so that they may take this information into account when considering the award of contracts.  Additionally, no premarket submissions for Class III devices to which the Quality System/GMP deficiencies are reasonably related will be cleared or approved until the violations have been corrected.  Also, no requests for Certificates to Foreign Governments will be approved until the violations related to the subject devices have been corrected.

You should take prompt action to correct these deviations.  Failure to promptly correct these deviations may result in regulatory action being initiated by the Food and Drug Administration without further notice.  These actions include, but are not limited to, seizure, injunction, and/or civil penalties.

Please notify this office in writing within 15 working days of receipt of this letter, of the specific steps you have taken to correct the noted violations, including an explanation of each step being taken to identify and make corrections to any underlying systems problems necessary to assure that similar violations will not recur.  If corrective action cannot be completed within 15 working days, state the reason for the delay and the time within which the corrections will be completed.

Your response should be sent to (name), Compliance Officer, Food and Drug Administration, (street address), (city, state & zip code).








Sincerely yours,








District Director








                                District


ATTACHMENT C

FOR USE WHEN FOLLOWING THE ENFORCEMENT STRATEGY FOR ESTABLISHMENTS WITH REPEATED VIOLATIVE INSPECTIONS (Part V, A.5.c.).


MODEL WARNING LETTER

(QS/GMP's and MDR)

CERTIFIED MAIL

RETURN RECEIPT REQUESTED
RESPONSIBLE INDIVIDUAL, TITLE

ESTABLISHMENT NAME

ESTABLISHMENT'S COMPLETE ADDRESS

Dear (Addressee):

During an inspection of your establishment located in (city, state), on (dates), our investigator(s) determined that your establishment manufactures (generic type of device).  (Generic name of device) are devices as defined by Section 201(h) of the Federal Food, Drug, and Cosmetic Act (the Act).  

The above-stated inspection revealed that these devices are adulterated within the meaning of Section 501(h) of the Act, in that the methods used in, or the facilities or controls used for manufacturing, packing, storage, or installation are not in conformance with the Quality System/Good Manufacturing Practice (QS/GMP) for Medical Devices Regulation, as specified in Title 21, Code of Federal Regulations (CFR), Part 820, as follows:  


1.
Failure to conduct planned and periodic audits of the quality assurance program in accordance with written procedures.  For example, no audits of the quality assurance program have been performed for at least 3 years.  


2.  
Failure to investigate the failure of a device to meet performance specifications after a device has been released for distribution, and to make a written record of the investigation including conclusions and follow-up.  For example, there are no records of failure investigations for Model        , S/N       , and Model     , S/N       , which were returned because they did not operate properly.


3.  
Failure to maintain device history records for Model      to demonstrate that the devices are manufactured in accordance with the device master record.


4.  
Failure to immediately review, evaluate and investigate any complaint pertaining to injury, death, or any hazard to safety.  For example, there is no record of the investigation of a report that a child's death associated with the use of Model        at the Community Medical Center on/or about February 8, 1997.

Additionally, the above stated inspection revealed that your devices are misbranded within the meaning of Section 502(t)(2) of the Act, in that your establishment failed to submit information to the Food and Drug Administration as required by the Medical Device Reporting (MDR) Regulation, as specified in  21 CFR Part 803.  Specifically, you failed to submit an MDR report to FDA after receiving information which reasonably suggested that one of your commercially distributed devices may have caused or contributed to a death.  The February 8, 1997, incident report from the Community Medical Center in which a child standing in a crib fell over, caught his head in a "Y" formed by the crib rail and end post, and died, should have been reported as a death.

This letter is not intended to be an all-inclusive list of deficiencies at your facility.  It is your responsibility to ensure adherence to each requirement of the Act and regulations.  The specific violations noted in this letter and in the Form FDA-483 issued at the conclusion of the inspection may be symptomatic of serious underlying problems in your establishment's quality system.  You are responsible for investigating and determining the causes of the violations identified by the FDA. You also must promptly initiate permanent corrective and preventive action on your Quality System.  

Federal agencies are advised of the issuance of all Warning Letters about devices so that they may take this information into account when considering the award of contracts.  Additionally, no premarket submissions for Class III devices to which the QS/GMP deficiencies are reasonably related will be cleared until the violations have been corrected.  Also, no requests for Certificates to Foreign Governments will be approved until the violations related to the subject devices have been corrected.

In order to facilitate FDA in making the determination that such corrections have been made and thereby enabling FDA to withdraw its advisory to other federal agencies concerning the award of government contracts, and to resume marketing clearance for Class III devices for which a 510(k) premarket notification or Premarket Approval application (PMA) has been submitted, and Certificates to Foreign Governments for products manufactured at [x] facility, we are requesting that you submit to this office on the schedule below
, certification by an outside expert consultant that he/she has conducted an audit of your establishment's manufacturing and quality assurance systems relative to the requirements of the device QS/GMP regulation (21CFR, Part 820).  You should also submit a copy of the consultant's report, and certification by your establishment's Chief Executive Officer (if other than yourself) that he or she has reviewed the consultant's report and that your establishment has initiated or completed all corrections called for in the report.  The attached guidance may be helpful in selecting an appropriate consultant.  

The initial certifications of audit and corrections and subsequent certifications of updated audits and corrections (if required) should be submitted to this office by the following dates:

· Initial certifications by consultant and establishment -Show actual date (allow approximately six months from issuance of Warning Letter).

· Subsequent certifications-Show actual date(s).  You may ask for annual reports for two years after the follow-up inspection.

You should take prompt action to correct these deviations.  Failure to promptly correct these deviations may result in regulatory action being initiated by the Food and Drug Administration without further notice.  These actions include, but are not limited to, seizure, injunction, and/or civil penalties.

Please notify this office within 15 working days of receipt of this letter, of the specific steps you will be taking to comply with our request.

Your response should be sent to (name), Compliance Officer, Food and Drug Administration, (street address), (city, state & zip code).








Sincerely yours,








District Director








                                District

The following guidance was originally published in the CDRH, Office of Compliance Industry Letter No. 2, dated July 6, 1993.
SELECTING A CONSULTANT ?
As the number of consultants has increased in the past few years, so too has our concern about their qualifications and the quality of their work.  While most consultants accurately and honestly promote their capabilities, we believe the device industry should exercise diligence in the selection of a consultant.  It is very disappointing to see a company which is experiencing serious problems go to the expense of hiring a consultant who fails to constructively contribute to the restoration of the company's regulatory health. 

Of course, FDA cannot recommend or endorse a particular consultant, but we can offer some criteria that should be considered when selecting one.  You should first determine what type of consultant you need.  There are basically three types of consultants: regulatory, quality, and technical.  A regulatory consultant is one that will specialize in 510(k) and PMA issues, QS/GMP's and/or device labeling.  A quality consultant is adept at QS/GMP auditing, and writing and revising procedures.  The technical consultant basically knows how to find problems and fix them.  In some cases a company may need the services of one or more of these consultants.  The ideal consultant would be highly qualified in all three of these areas.  Since we in compliance deal most with QS/GMP issues, we have identified some factors that we recommend you consider when selecting a quality consultant, but these factors may have applicability for the other types of consultants also:

-
How long has the consultant worked with the device (not drug) QS/GMP regulation?

- 
Is his/her knowledge current?

- 
Does he/she know what CDRH's "current" policies and interpretations are for device QS/GMP's?

- 
Does the consultant sponsor/participate in training courses?

-
Is he/she frequently asked to give presentations at FDA/industry sponsored seminars?  What have been the reactions to these presentations? 

- 
One of the primary attributes of a good consultant is to be a "good communicator".  He/she must be able to communicate problems and provide solutions in a clear, concise manner, and in such a way that the company knows how to perform corrections the "right" way, the first time.

-
Has he/she been deposed and/or testified as an expert witness, either for the FDA or for industry?

- 
Obtain a listing of the consultant's clients over the last several years.  Check these references!  

- 
What types of certifications does the consultant have, i.e., Is the certification recognized by professional societies, etc?   


We believe that a little homework in identifying and selecting a consultant will have long term payoffs for any company.

ATTACHMENT C


MODEL NAI POST-INSPECTION NOTIFICATION LETTER
[The following is an example of a letter intended to be issued in situations classified as NAI where no FDA-483 was issued, or only limited less significant violations were reported:]

Date:

Name:

Address:

Dear:

The Food and Drug Administration (FDA) conducted an inspection of your firm’s [description] facility at [address] on [date].  The inspection covered the products described below.

[list of products and their profile classes]

The areas inspected appear to be in substantial compliance with the applicable requirements of the Federal Food, Drug, and Cosmetic Act and implementing regulations.

Based on these findings, the agency is prepared to endorse applicable pending pre-market (PMA/510(k)) submissions or Export Certificates for products manufactured at your facility that were specifically inspected.  This information is available to Federal agencies when they consider awarding contracts.  There may be other products and operations of your firm for which the conclusions from this inspection are not applicable.  The agency may separately inspect your firm’s facilities to address quality system/good manufacturing practices (QS/GMPs) in these areas.

Your firm has an ongoing responsibility to ensure you are continuing to maintain conformance with QS/GMPs.  

For further information, please contact the following individual at this office:

[name and telephone number]

Sincerely,

ATTACHMENT C


MODEL VAI POST-INSPECTION NOTIFICATION LETTER

[The following is an example of a letter intended to be used in situations classified as VAI where an FDA-483 was issued, but all profile classes were found to be acceptable.  This type of letter should be issued only when no regulatory action is contemplated, including issuing a Warning Letter:]

Date:

Name:

Address:

Dear:

The Food and Drug Administration (FDA) conducted an inspection of your firm’s [description] facility at [address] on [date].  The inspection covered the products described below.

[list of products and their profile classes]

While some adverse practices/conditions were observed during the inspection, they do not appear to warrant consideration of regulatory follow-up at this time.  These problems were reported to you on the FDA-483 (copy enclosed) issued at the conclusion of the inspection.  The problems should be corrected and we encourage you to advise us as to your follow-up actions.

Based on these findings, the agency is prepared to endorse applicable pending pre-market (PMA/510(k)) submissions or Export Certificates for the products manufactured at your facility that were specifically inspected.  This information is available to Federal agencies when they consider awarding contracts.  There may be other products and operations of your firm for which the conclusions from this inspection are not applicable.  The agency may separately inspect your firm’s facilities to address quality system/good manufacturing practices (QS/GMPs) in these areas.

Your firm has an ongoing responsibility to ensure you are continuing to maintain conformance with QS/GMPs.

For further information, please contact the following individual at this office:

[name and telephone number]

Sincerely,

Enclosures:  FDA-483




� This policy is intended to address a situation where a manufacturer has failed to maintain an adequate quality system over a period of several years.  Requesting certifications of compliance subsequent to the initial certification is intended to help a manufacturer institutionalize an adequate quality system.  Districts have the option, however, of not asking for subsequent  reports or varying the period over which subsequent reports may be requested. 






TRANSMITTAL NO.


PAGE
1
FORM FDA 2438g (2/87)


