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PROTOCOL: PROVIDER INCIDENT FOLLOW-UP

Public Health—Seattle & King County

VACCINES FOR CHILDREN PROGRAM (VFC)

INTRODUCTION: This protocol is designed to offer guidance and consistency in responding to the variety of potential issues encountered in administrating the VFC Program.  The protocol is applied to information documented on the “Provider Clinic Site Visit Tool” and to issues that arise from day-to-day screening and data input of the monthly Temperature Logs and Usage Reports.

GRADE: “A” No problems detected during site visit or on monthly reports.

INCIDENT
RESPONSE

No problems detected during site visit.
Letter describing exemplary performance.

No problems detected during review of Temperature Logs.
No follow-up required.

No problems detected during review of Usage Report.
No follow-up required.

GRADE: “B” Lower priority Provider Agreement provisions not met.

INCIDENT
RESPONSE

Incomplete charting documentation, particularly with regard to the Vaccine Information flow sheet.
Discussed during site visit; action requested in follow-up letter. 

No protection or Do Not Unplug signs for storage and fuse box.
Discussed during site visit; action requested in follow-up letter.

No velcro strip, lock or other storage unit closure.
Discussed during site visit; action requested in follow-up letter.

No written protocol for power outages or other emergencies.
Discussed during site visit; action requested in follow-up letter.

Vaccines not stored in containers allowing air circulation.
Discussed during site visit; action requested in follow-up letter.

MMR and/or varicella vaccine not protected from light exposure.
Discussed during site visit; action requested in follow-up letter.

Unfamiliar with Vaccine Adverse Event Reporting System.
Discussed during site visit; action requested in follow-up letter.

VIS’s not offered with each immunization.
Discussed during site visit; action requested in follow-up letter.

VIS’s in use are not current; alternative formats not available.
Discussed during site visit; action requested in follow-up letter.

Usage Report does not balance ($1000 or more unaccounted for).
Fax describing problem areas, requesting improvement/correction; noted in provider file.

Repeatedly orders vaccine more than once a month.
Fax describing problem, requesting improved planning.

GRADE: “C” medium priority Provider Agreement provisions not met, or concerns raised regarding immunization practice.

INCIDENT
RESPONSE

No recall system for children under three years of age.
Requires written confirmation describing recall system to be used.

Failure to observe VFC age guidelines, first occurrence.
Fax notification, request replacement if large number, provider confirms receipt of fax in writing; noted in provider file.

Storage/handling incident resulting in unusable vaccine (EQUIPMENT FAILURE), allowed once per two-year period.
Public Health replaces any compromised vaccine; incident documented in provider file. Provider confirms in writing (1) how it happened, (2) steps taken to prevent a recurrence.

Storage/handling incident resulting in unusable vaccine (EMPLOYEE ERROR), first occurrence. Includes breaking the “cold chain,” leaving refrigerator open, refrigerator unplugged, failure to report out-of-range temperatures, any storage conditions other than those recommended by manufacturer (such as refrigerated vaccine placed in the freezer); provider responsible for vaccine loss in excess of $5000.
Public Health replaces any compromised vaccine up to $5000; incident documented in provider file. Provider confirms in writing (1) how it happened, (2) steps taken to prevent a recurrence.

Failure to follow ACIP recommendations for using 7/8” to 1” needles for IM injections.
Discussed during site visit; action requested in follow-up letter; allowance made for provider discretion in cases involving premature or other especially vulnerable children. 

Inadequate refrigerator or freezer units.
Discussed during site visit; action requested in follow-up letter, provider confirms replacement of equipment in writing.

Inadequate temperature monitoring instruments.
Discussed during site visit; action requested in follow-up letter, provider confirms replacement of equipment in writing.

Failure to rotate and use vaccine in order of expiration date.
Discussed during site visit; action requested in follow-up letter. 

Failure to provide Usage Reports and Temperature Logs by deadline (first month).
Fax request for report(s); do not fill orders until reports are received.

Repeated failure to provide Usage Reports and Temperature Logs by deadline.
Fax/send letter informing provider of 6-month probation if reports not received immediately.

Resources not readily available to staff for administration techniques, contraindications, allergic reactions.
Discussed during site visit; action requested in follow-up letter. 

Patients are charged in excess of allowable administration fees, or are charged for the vaccine itself.
Discussed during site visit; action requested in follow-up letter. 

Usage Report does not balance, second occurrence ($1000 or more unaccounted for).
Fax describing problem areas, requesting improvement/correction, warning of possible probation period; noted in provider file.

GRADE: “D” High priority Provider Agreement provisions not met, significant problems with immunization practice, or multiple occurrences of Grade “C” incidents.

INCIDENT
RESPONSE

Storage/handling incident resulting in unusable vaccine (EQUIPMENT FAILURE, same unit), second occurrence within two years.
Provider replaces any compromised vaccine; incident documented in provider file. Provider confirms in writing (1) how it happened, (2) steps taken to prevent a recurrence.

Storage/handling incident resulting in unusable vaccine (EMPLOYEE ERROR), second occurrence.
Provider replaces any compromised vaccine; incident documented in provider file. Provider confirms in writing (1) how it happened, (2) steps taken to prevent a recurrence.

Usage Report does not balance, third occurrence ($1000 or more unaccounted for).
Fax describing problem areas, requesting improvement/correction, provider placed on 6-month probation; noted in provider file.

Out-of-date or incomplete emergency response kit.
Discussed during site visit, noted in follow-up letter. Provider prohibited from vaccinating patients until response kit is complete.

Inability or unwillingness to schedule a site visit.
Fax informing provider of 6-month probation period.

Refusal to follow through on VFC recommendations regarding dose deferrals during vaccine shortages.
Fax informing provider of 6-month probation period.

Refusal to comply with requests to cease using vaccine deemed “compromised” by VFC.
Fax informing provider of 6-month probation period.

GRADE: “E” Severe problems regarding immunization practice, vaccine handling or storage, multiple Grade “D” incidents.

INCIDENT
RESPONSE

Falsification of records (such as Temperature Logs or Usage Reports); this includes evidence that temperatures are not recorded on a daily basis.
Provider informed of immediate withdrawal from the program; may re-apply to the program in six months, with written documentation of efforts to correct problems. Activities placing patients at risk may be reported to the Medical Quality Assurance Board.

Practices placing patients at risk (e.g., ignorance of contraindications or emergency response, incorrect administration techniques, administering compromised vaccine, failure to observe appropriate immunization schedule).
Provider informed of immediate withdrawal from the program; may re-apply to the program in six months, with written documentation of efforts to correct problems. Activities placing patients at risk will be reported to the Medical Quality Assurance Board.

MITIGATING CIRCUMSTANCES:

· Expressed acknowledgement of the serious nature of the problem

· Expressed desire to improve performance

· Immediate positive response when notified of the problem(s)

· Financial hardship resulting from replacement of compromised vaccine when documented in writing (allowed for first incident only).

INDEX

Age guidelines (first time) = C

Age guidelines (multiple times) = D

Air circulation = B

Charting documentation incomplete = B

Compromised or expired vaccine, not returned (multiple times) = C

Compromised vaccine, employee error (first time, over $5000) = C

Compromised vaccine, employee error (second time, any amount) = D

Compromised vaccine, equipment failure (first time) = C

Compromised vaccine, equipment failure (second time, same unit) = D

Compromised vaccine, use of = D

Dose deferral, failure to comply = D

Emergency response, adverse reaction (incomplete or out-of-date) = C

Emergency response, storage problem = B

Expiration dates/rotating stock = C

Fees = C

No problems = A

Ordering, too frequent = B

Patients at risk = E

Protection, storage unit = B

Recall/Reminder = C

Records, falsification = E

Refrigerator, freezer inadequacy = C

Resources, administration techniques = C

Resources, allergic reactions = C

Resources, contraindications = C

Site visit, scheduling = D

Temperature Logs, late (multiple times) = C

Thermometers = C

Usage Reports, late (multiple times) = C

Usage Reports, unaccounted-for vaccine, 1st time ($1000 or more) = B

Usage Reports, unaccounted-for vaccine, 2nd time ($1000 or more) = C

Usage Reports, unaccounted-for vaccine, 3rd time ($1000 or more) = D

Vaccine Information Statements = B

VAERS = B

DEFINITIONS

Probation: Provider continues to participate in the VFC Program, including the ordering and receiving of vaccine, completing reports, etc.  However, no further violations of the Provider Agreement should be incurred, especially from grades C and D.  The probation period is six months at the end of which the provider may be (1) returned to full participating status,

(2) continue probation for a second six-month period, or (3) be put on suspension.

Suspension: Provider is prohibited from ordering additional vaccine.   All Provider Agreement requirements must still be met.  The provider’s current vaccine inventory may be confiscated, depending on the nature of the violations leading to suspension.  Additional Grade C or D violations during suspension may result in an extended suspension period or withdrawal from the program, with the option to re-apply in six months.  

USING THE PROTOCOL

· The Grade received by the provider is assigned by selecting the most serious violation recorded.

· The violation may result from site visit findings, review of monthly reports, or an incident reported by the provider (usually a temperature/storage problem).

· Sites receiving a Grade of C, D or E will be notified in writing and VFC staff will track the provider’s response to the violation.

· A table listing all current (unresolved) violations will be posted outside the Program Coordinator’s office on the Problem Site List.

· VFC staff will note on the list the date of problem resolution.  When a “Date Resolved” has been entered, the provider will have satisfactorily completed a response to the problem (the problem has been corrected or, in the case of vaccine loss, the provider has replaced the damaged inventory).  

· This Problem Site List will stand as a reference to assure that repeat violations are noted and graded appropriately. 

AMENDMENTS

This protocol may be amended to reflect additional actions (or failures to act) on the part of the provider.  These additional considerations will be assigned as appropriate to Grades A through E, in a manner we determine as reasonable.
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