General QA Information

As discussed in previous QA Update articles, product quality is key to maintaining and growing business.  A customer may be understanding the first or second time they encounter a product issue; however, the third time is not a charm in this scenario!  Additionally, hospitals within purchasing groups or just across town from each other often share and discuss product quality issues.  Unfortunately, it is not all too uncommon for Medline quality personnel to contact a customer only to find out that this is the “third time this has happened” or “two other hospitals in our purchasing group have reported this same thing”…but somehow Medline Quality is not aware of the issue.  WHY you might ask?  Because quality is often the last to know!   HOW could this happen?  A customer does not tell you about the event until they are upset…or they did tell you, but you had 3 hospital visits that day over 100 miles apart and…it slipped your mind. WHO do we need to hear from?  YOU!!  

Another scenario:  one of your customers may report an issue to you.  You might think that since they receive hundreds of that item a month, one issue is not a big deal… and you are very busy so you don’t call and report to Quality.  The Rep in the neighboring territory may have one report of the same thing and come to the same conclusion…and so on.  It is important (and regulation) to notify Quality of any perceived or actual quality issue you are made aware of.  Information you provide is valuable and can help us determine if this is an isolated event, if this is occurring in one part of the country (a climate, warehouse or storage issue?) or if it is occurring nationwide.  If only one report is called in (out of many occurrences) Quality may classify the issue as isolated.  This is a deterrent to a good investigation and is a disservice to customers as corrective actions will be delayed due to lack of information.
One of the ways the quality of our products is monitored is by tracking and trending customer reports.  Most trending analysis models include a frequency component (# of times the identified issue occurs per product units sold). It is very important for a manufacturer to receive as much information as possible to be able to see as realistic a picture of frequency as possible in order to determine any corrective or preventive actions that may be warranted.  Additionally, as much detail as possible helps differentiate between issues that may appear similar but may have a totally different root cause.  For distributed products, QA coordinators notify vendors of reported issues so they can trend their products for potential product issues.  
The following general information will start you in the right direction and is what you need to know when you hear about a quality issue from a customer.
CORPORATE QUALITY DEPARTMENT RESPONSIBILITIES




- Complaints





-  Product/Regulatory Requests





-  Bid Information





-  Quality Issues

WHEN TO CALL?


1.
To log a quality complaint

2. To get information for bids, including FDA 510(k) information

3. To follow up on complaints or other information

4. To have someone speak to a customer

5. If you aren’t sure, call!

WHOM TO CONTACT:

1.
Complaints:




1-800-950-0128




Email:  QualityAssurance@Medline.com 




Form on Afaria


2.
Regulatory Information (510(k)’s, Registration, etc.)




Lara Simmons, x2759, email LSimmons@Medline.com
3. Escalate Calls / Non-Complaint Requests

Dynacor – Joe Dunn  x2763

SPT – Jack Gill  x6072

MedSurg – Terry Alwin x4086

DME – Ishwor Adhikari x2704

DMS– Margaret Stephens x2277
Medcrest – Natallie O’Connor x4031 or Mark Bray x4658

Readycare – Chris Kobus x5898

HPG specific issues – Kathy Reilly  x4139

If you are having a problem with a complaint, or need to escalate, you can escalate to Jay Dionisio x2639 (QA Complaint Manager) or Lara Simmons (Corporate Director, Regulatory Affairs) x2759.
SPECIAL INFORMATION

1.
It is EXTREMELY important that you call quality when you have a complaint or 
concern.  This is important for several reasons, including regulatory or liability issues as well as our ability to work with the divisions to correct an issue.  If Quality doesn’t know about an issue, then they are unable to fix it.

2.
The following information is VITAL to logging a complaint:

1.   Item number
2.   LOT or SERIAL number - some of the issues will be lot specific and
      without a lot or serial number we will not be able to help.  Gloves, sterile
      items, DME equipment must have a lot or serial number to be processed.

3.   Quantity involved in the complaint - it is very difficult to take care of a 

 customer if Quality thinks they need credit for one scrub top when in 

 reality they need credit for 3 dozen.

     4.   Contact at the account - first and last name, department and direct phone

           number.
     5.   What type of letter, if any is required by the customer 

 (Acknowledgment, Closing, both or No letters)

     6.  What do we need to do for the account (what do they want?  RGA, Credit,
 

Replacements, etc.)


     7. 
Was anyone injured?  This is EXTREMELY important and you MUST call 


Quality first, not the Division.  This is from a liability standpoint as well.

                8.   ORDER or INVOICE number.  This is also very important - we cannot set
up an RGA or Credit without this information, and in some cases it is 
important so we can determine if the product is still under warranty.

Even if this is a “minor” issue that you have handled on your own, it is critical that it get logged.  Also, remember, we can credit your sample account if you replaced the product.  Additionally, costs of sending in samples are reimbursable via your expenses.

SPECIAL NOTES TO REMEMBER:  

Concealed Damage Freight:  product that is cracked, broken and/or otherwise damaged upon receipt, even if the box is not damaged.  Items that have concealed freight damage must be reported to the carrier within 15 days.  Freight issues are not handled through the complaint process.

Picking Errors:  warehouse personnel pulled (picked) the incorrect product. 
Picking errors are to be called in to Operations at (800) 289-9793.   Any type of Operations service issue should be logged to the mailbox “OperationServiceIssues”.

