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1.  Policy / Purpose:  
informedRx must maintain an appropriate transition process in accordance with federal regulations and CMS requirements for new and existing Medicare Part D beneficiaries to provide a safe accommodation of enrollee's medical needs with the plan's formulary.  The purpose of this document is to describe a consistent Part D Transition Process policies and procedures for informedRx staff to ensure compliance with all applicable federal and state laws and CMS requirements.
2.   Definitions:  
Transition Process means: (1) the transition of new enrollees into prescription drug plans following the annual coordinated election period; (2) the transition of newly eligible Medicare beneficiaries from other coverage; (3) the transition of individuals who switch from one plan to another after the start of the contract year; (4) transition of enrollees residing in LTC facilities  and  individuals changing treatment settings due to changes in level of care (e.g., from a hospital, SNF or hospice setting); and (5) in some cases, current enrollees affected by formulary changes from one contract year to the next or formulary drugs that remain on formulary but a new prior authorization or step therapy restriction is added from one contract year to another.
Non-formulary drug means both Part D drugs that are not on the Sponsor’s formulary and that are on the Sponsor’s formulary but require prior authorization or step therapy under a plan’s utilization management rules.

3.  Policy and Procedures: 
	Policy
	Procedure

	1.  Transition Process in the Retail, Home Infusion, Mail-Order or I/T/U:  The Part D sponsor must have and implement an appropriate transition process in accordance with CMS requirements for beneficiaries to obtain at least one 30-day fill (unless the prescription is written for less) for non-formulary Part D drugs he or she was taking prior to enrollment (including Part D drugs that are on a plan’s formulary but require prior authorization or step therapy under a plan’s utilization management rules) within the first 90 days of their coverage under the new plan.
This Transition process applies specifically to:

A.  New enrollees into the PDP on Jan. 1, following the previous year’s annual coordinated election period.

B.  Newly eligible Medicare beneficiaries from other coverage in the previous year in another PDP

C.  Individuals who switch from one PDP to another after Jan. 1., and
D.  In some cases, current enrollees affected by formulary changes from one contract year to the next. (See Policy #2B for Formulary Changes Across Contract Years) (See Policy #3 for LTC)

Members must be allowed to refill a transition supply of a non-formulary Part D drug if the prescription is dispensed for less than the written amount due to a plan edit (quantity limits).

Part D sponsor has systems capabilities that allow them to provide a temporary supply of non-formulary Part D drugs in order to accommodate the immediate needs of an enrollee, as well as to allow the plan and/or the enrollee sufficient time to work with the prescriber to make an appropriate switch to a therapeutically equivalent medication or the completion of an exception request to maintain coverage of an existing drug based on medical necessity reasons.

Sponsor will ensure that cost-sharing for a temporary supply of drugs provided under its transition process will never exceed the statutory maximum co-payment amounts for low-income subsidy (LIS) eligible enrollees. For non-LIS eligible enrollees, the sponsor will ensure that cost-sharing for a temporary supply of drugs provided under its transition process is based on one of its approved cost-sharing tiers (if the sponsor has a tiered benefit design) and is consistent with cost-sharing the sponsor would charge for non-formulary drugs approved under a coverage exception.

Sponsor will ensure that it will apply all transition processes to a brand-new prescription for a non-formulary drug if it cannot make the distinction between a brand-new prescription for a non-formulary drug and an ongoing prescription for a non-formulary drug at the point-of-sale.

Sponsor will extend its transition policy across contract years should a beneficiary enroll in a plan with an effective enrollment date of either November 1 or December 1 and need access to a transition supply.

Please note the definition of “Non-formulary drug” as outlined in the Definitions section above and that the definition of “Transition Process” includes “formulary drugs that remain on formulary but a new prior authorization or step therapy restriction is added from one contract year to another.”

Note: Since certain enrollees may join a plan at any time during the year, this policy must not incorrectly limit this transition to the first 90 days of the contract year.


	1.A. General Procedures:

1. informedRx will provide a temporary supply fill anytime during the first 90 days of a beneficiary’s enrollment in a plan (NOT just the first 90 days of the contract year). informedRx’s adjudication systems allows provision of three thirty day fills, or one 90 day supply of non-formulary Part D drugs and formulary Part D drugs requiring prior authorization or step therapy during the 90 day transition process. 
2. This temporary supply will accommodate the immediate needs of an enrollee and allow the plan and/or the enrollee sufficient time to work out with the prescriber an appropriate switch to a therapeutically equivalent medication or the completion of an exception request to maintain coverage of an existing drug based on medical necessity reasons.

3. The cost share for the temporary transition supply will be based on one of the approved cost sharing tiers and will be consistent with the co-pay that would typically be charged for an approved non-formulary medication exception.  Since informedRx EGWP clients that fall under the informedRx CMS contract have open formularies and all Part D covered products are included on their formulary, these clients will not have non-formulary exceptions.  
4. All edits will be resolved at the point of service adjudication.  Since the edits are turned off for the first 90 days of the enrollment, there is no need for the Retail, home infusion, safety-net, or I/T/U pharmacists to enter an override.
5. informedRx’s P&T Committee will help ensure that transition decisions appropriately address situations involving enrollees stabilized on drugs non-formulary drugs or formulary drugs that require prior authorization or step therapy and which may have risks associated with a change in the prescribed regimen.

1.B.  Eligibility for Transition Period.  

1. Enrollees will be placed into the open Part D formulary plan for the first 90 days after their enrollment as determined on the eligibility load. This 90 day period may also cross contract years.  A unique eligibility identifier tag will be attached for the transition period.  

2. All Medicare beneficiaries must be identified in the claims processing system (by enrollment date or temporary group number) so the appropriate transition period can be determined.

3. Pharmacies will be notified via an electronic message with an approved claim informing them when a particular fill was part of a transition supply.  The message will also contain the type of transition supply, such as prior authorization, as well as the informedRx Customer Care phone number should they have questions. (Example: Transition Supply then PA Required, Call xxx-xxx-xxxx)
4. At the conclusion of the 90-day period, transition enrollees will then be moved to the actual informedRx Part D formulary plan, which again is determined by the enrollment date on eligibility load, and the Utilization Management edits (PA, ST, QL, NF, Generic First) will then be turned on. 



	2.  One Time Fills:  The Part D sponsor must have and implement an appropriate transition process in accordance with CMS requirements for beneficiaries to obtain one 30-day fill.
Part D sponsor will make arrangements to continue providing requested drugs on a case-by-case basis  if an individual’s exception request or appeal has not been processed by the end of the minimum transition period. 

Part D sponsor will effectuate a transition for current enrollees prior to Jan 1. and will work aggressively to both prospectively transition current enrollees to a therapeutically appropriate formulary alternate and/or complete requests for formulary and tiering exceptions to the new formulary prior to Jan. 1.

Enrollees who are outside their transition period may experience circumstances that involve level of care changes in which a beneficiary is changing from one treatment setting to another. CMS encourages, but does not require, plans to incorporate processes in their transition plans that allow for transition supplies to be provided to current enrollees with level of care changes. 


	2.A.  One time Fills at End of Transition Period

1. Prior to the end of the 90 day transition period, the prescribing physician must either:

a. Prescribe an alternative formulary medication OR

b. Complete the coverage determination and exception form and return it to informedRx via fax or mail OR
c. Submit a statement of medical necessity in lieu of the coverage determination and exception  form to informedRx via fax or mail
2. The informedRx Clinical Call Center will review the prior authorization exception request and make a coverage determination.  See Coverage Determination and Exception P&P.

3.
If the physician does not request an exception for the transition drug, the automated override for the transition drug will expire after the original timeframe (the initial 90 day transition period). 

4.   If the enrollee, enrollee’s representative, or physician, has submitted a coverage determination and exception request and the decision is still pending at the end of the 90 day transition period, a one-time override will be entered to allow continuation of therapy while the exception request is being processed.
      a. When a pharmacy or member calls Customer Care regarding a rejected claim after the initial 90 day transition period expires and the Customer Care Professional determines that the initial exception request is still under review in the Clinical Call Center, Customer Care will enter a one-time Clinical PA to allow continuation of therapy.  Notification will then be provided to the Clinical Call Center that such action has taken place so that they may follow-up with the prescriber as needed.

      b. When a pharmacy or member calls Customer Care regarding a rejected claim after the initial 90 day transition period expires, where the member has been on the medication during the transition period, and the initial exception request has not yet been submitted, Customer Care will enter a one-time Clinical PA to allow continuation of therapy. Requests beyond the first one-time extension should be sent to the Director of Medicare Clinical Services and will be reviewed on a case-by-case basis for additional extension.
2.B.  One time fills for formulary changes across contract years

1. informedRx implements CMS Option 2 as outlined in Section 30.4.5 of Chapter 6 of the Prescription Drug Manual in that enrollees and/or their providers are encouraged to proactively seek non-formulary exceptions (and other exceptions for drugs that have had utilization management added) prior to the beginning of the next contract year. 
2. We support notifying members of formulary changes across contract years using various methods, and the informedRx EGWP client choose one or more of these methods to provide ample opportunity to proactively seek a non-formulary exception:

a. Annual ANOC (required)
b. EOBs in November and December

c. Online notification tables

d. Direct member mailings

e. Client newsletters 

f. Email blasts

3. If informedRx approves such exceptions, we will ensure payment is authorized.  If we have not successfully transitioned by Jan.1, we will provide a transition supply beginning Jan. 1.
4. When such exceptions have been granted, the enrollee will be able to continue on that medication through the end of that contract year and through the next contract year in accordance with the Coverage Determinations and Exception Requests P&P and based on the CMS approved coverage duration defined in the Prior Authorization criteria.

5. If the enrollee, enrollee’s representative, or physician, has submitted a coverage determination and exception request and the decision is still pending on the last day of the contract year, an override for a one-time temporary or emergency 30 day supply will be entered to ensure there is no coverage gap while proceeding through the exceptions process.  

6. If the enrollee, an appointed representative or the prescribing physician has not requested an exception prior to the end of the contract year, the enrollee, an appointed representative or the prescribing physician must request a coverage determination exception review.  These exception requests will be handled as an expedited review and handled within 24 hours.  (See Policy and Procedure, Coverage Determinations and Exception Requests.)  If the exception process is likely to result in a therapeutic coverage gap, the pharmacist, physician or member must call the Customer Care Center to request an emergency transition supply.  informedRx Customer Care will authorize a one-time temporary or emergency 30 day supply to ensure there is no coverage gap while proceeding through the exceptions process.

7. Formulary Changes Across Contract Years can be identified easily by the Customer Care center and by point-of-sale pharmacists based on unique custom electronic messaging on the rejected claim.  The message includes text such as “New 2010 PA – call xxx-xxx-xxxx”
8. When the pharmacy or member calls Customer Care regarding a rejected claim for a formulary change across contract years, the Customer Care Professional will complete the following process.

a. The Customer Care Professional will review the member’s history to verify if a prior coverage determination request had been received for the member regarding this drug. 
b. If the member has received a one time authorization and has not yet completed the Coverage Determination & Exceptions request process or the Coverage Determination & Exceptions was denied for any reason, a second authorization should not be provided.  The Customer Care Professional should notify the member to contact their physician  to contact the Clinical Call Center and obtain a coverage determination/exception and/or provide procedures to the member on how to appeal the denial.

c. If a prior one time authorization was not found, the Customer Care Professional will use the rejected claim to Submit an RxAuth Request in RxClaim to provide the one time authorization, and will indicate if the member is:
i. in long term care (Request Type: Existing LTC / Med D one-time ovr) 
ii. not in long term care (Request 

Type: Existing Non-LTC / Med D one-time ovr)
This process will simultaneously generate the appropriate member notification letter, and will fax the coverage determination and exception request form to the prescribing physician to begin the coverage determination and exception process.

d. If the member or physician’s office calls Customer Care to proactively request an authorization and indicates that the member is out of medication and needs an emergency supply while the request is being reviewed, the member will be instructed to call the pharmacy to submit the claim and call back.  Once the claim has been rejected.  Customer Care will review request based on custom messaging on the rejected claim then Submit an RxAuth Request in RxClaim which enters a one time authorization from the rejected claim, and will indicate if the member is in: 
i. long term care (Request Type: Existing LTC / Med D one-time ovr)
ii. not in long term care (Request Type: Existing Non-LTC / Med D one-time ovr)

   This process will simultaneously generate the appropriate member notification letter, and will fax the coverage determination and exception request form to the prescribing physician to begin the coverage determination and exception process.
2.C.  One-time Fills for Unplanned Transitions from Hospital, SNF or Hospice.  

1. For an enrollee leaving a hospital, skilled nursing home or hospice setting (where prescriptions are covered under Medicare Part A or Part B), the discharge list of prescription orders may contain medications that are either non-formulary or subject to utilization management edits. 

2. The enrollee, an appointed representative or the prescribing physician must request a coverage determination exception review.  These exception requests will be handled as an expedited review and handled within 24 hours.  (See Policy and Procedure, Coverage Determinations and Exception Requests.)

3. If the exception process is likely to result in a therapeutic coverage gap, the pharmacist, physician or member must call the Customer Care Center to request an emergency transition supply.  

4. informedRx will authorize a one-time temporary or emergency 30 day supply to ensure there is no coverage gap while proceeding through the exceptions process.
a. The Customer Care Professional will use the rejection code on the claim, the custom messaging on the rejected claim, and the member’s level of care change information from the caller to identify the request as an Emergency Supply request.  

b. If the request is for a refill too soon rejection, then the standard procedures for overriding RTS requests for  LTC/nursing home admit/dc should be followed.

c. If the request is for a Non-formulary, PA, or ST medication, the following process should be used:

i.  The Customer Care Professional will use the rejected claim to Submit an RxAuth Request in RxClaim to provide the one time authorization, and will indicate that this is a Request Type of  LOC change / Med D one-time ovr. 

ii.  This process will simultaneously generate the appropriate member notification letter, and will fax the coverage determination and exception request form to the prescribing physician to begin the coverage determination and exception process.



	2.  Transition Process for Residents of Long-Term Care Facilities:
The Part D sponsor must have and implement an appropriate transition process in accordance with CMS requirements for beneficiaries to obtain at least one 31-day fill (unless the prescription is written for less) for non-formulary Part D drugs in a long-term care (LTC) setting.
Part D sponsor must honor multiple fills of non-formulary Part D drugs (for up to 93 days supply) as necessary spanning the entire 90-day transition period in a LTC setting.
Enrollees being admitted to or discharged from a LTC facility, early refill edits are not used to limit appropriate and necessary access to their Part D benefit, and such enrollees are allowed to access a refill upon admission or discharge.

Members must be allowed to refill a transition supply of a non-formulary Part D drug if the prescription is dispensed for less than the written amount due to a plan edit (quantity limits).

Note: Since certain enrollees may join a plan at any time during the year, this policy must not incorrect limit this transition to the first 90 days of the contract year.


	2.A. Long Term Care Facility and Change in Treatment Setting   informedRx transition process is programmed to allow not only one 31-day supply, but also allows for multiple fills within the first 90 days of the member’s enrollment for members in a LTC setting.
2.B. Enrollees admitted to and being discharged from a LTC setting are NOT subject to "refill too soon" edits. This is to enable these enrollees to fill prescriptions for formulary medications that cannot be taken with them from or into such settings.
2.C.  LTC pharmacists should implement the filling of a transition drug supply at the point of sale, including overriding step therapy and prior authorization system edits if necessary.  Since the non-formulary and UM edits are turned off during the first 90 days of member enrollment, there is no need for the LTC pharmacy to need to enter an override.  If the first 90 days have passed, then the LTC pharmacy should call the Customer Care Center to request a one-time Clinical override due to the Level of Care Change.
2.D. The Customer Care Professional will use the rejection code on the claim, the custom messaging on the rejected claim, and the member’s level of care change information from the caller to identify the request as a Level of Care change request.

2.E. If the request is for a Non-formulary, PA, or ST medication, the following process should be used:

a. The Customer Care Professional will use the rejected claim to Submit an RxAuth Request in RxClaim to provide the one time authorization, and will indicate that this is a Request Type of  ER Fill / LOC change / Med D one-time ovr.  

b. This process will simultaneously generate the appropriate member notification letter, and will fax the coverage determination and exception request form to the prescribing physician to begin the coverage determination and exception process.



	3.  Emergency Fill in LTC setting outside of transition period while exception request pending:
The Part D sponsor must provide at least a 31-day emergency fill (unless the prescription is written for less) of a non-formulary Part D drug to a beneficiary in a LTC setting at any time outside of the beneficiary’s 90-day transition period while an exception request is being processed.
This policy applies to both current enrollees in a LTC setting requiring an emergency fill and those entering a LTC setting from other care settings.
	3.A.  informedRx complies with the requirement that enrollees in a LTC setting must be able to obtain an emergency 31-day supply at any time after the end of the 90-day transition period while exception requests are being processed to ensure there is no coverage gap while proceeding through the exceptions process
3.B. The pharmacist, physician or member must call the Customer Care Center to request an emergency transition supply.  informedRx Customer Care Center will authorize a one-time temporary or emergency 31 day supply to ensure there is no coverage gap while proceeding through the exceptions process.
3.C. These exception requests will be handled as an expedited review and handled within 24 hours.  (See Policy and Procedure, Coverage Determinations and Exception Requests.)  
3.D. The Customer Care Professional will use the rejection code on the claim, the custom messaging on the rejected claim, and the member’s level of care change information from the caller to identify the request as an Emergency Fill change request.

3.E. If the request is for a Non-formulary, PA, or ST medication, the following process should be used:

a.  The Customer Care Professional will use the rejected claim to Submit an RxAuth Request in RxClaim to provide the one time authorization, and will indicate that this is a Request Type of  ER Fill/ LOC change / Med D one-time ovr.  

b. This process will simultaneously generate the appropriate member notification letter, and will fax the coverage determination and exception request form to the prescribing physician to begin the coverage determination and exception process.

	4. Enrollees who remain in same plan they were enrolled in for the prior year and are on a drug as a result of an exception that was granted in the prior year:

Plans have the option of “honoring” exceptions that were granted in the prior year beyond the end of the plan year (i.e., a plan may choose to honor an exception for as long as the beneficiary remains in the plan). If a plan is NOT going to honor an exception beyond the end of the plan year, it must notify the enrollee in writing at least 60 days before the end of the prior plan year and either (1) offer to process a prospective exception requests for the current plan year or (2) provide the enrollee with a temporary supply of the requested prescription drug at the beginning of the current plan year and provide the enrollee with notice that they must either switch to a therapeutically appropriate drug on the plan’s formulary or get an exception to continue taking the requested drug.


	4.A. In accordance with the exception approval process documented in informedRx Policy and Procedure, Coverage Determinations and Exception Requests, informedRx does not approve non-formulary exception requests based on contract year.  Exceptions are approved for a 3-year period.  In addition, we send an approval letter to the enrollee when we grant the exception at the coverage determination or redetermination level, and clearly identified the date that coverage will end in the approval letter. 
4.B.  If informedRx decides not to continue coverage under an approved exception into the subsequent plan year for a renewing enrollee, we must send a written notice to the enrollee at least 60 days prior to the end of the plan year, unless:

· We sent an approval letter to the enrollee when we granted the exception at the coverage determination or redetermination level, and clearly identified the date that coverage will end in the approval letter; or

· We sent an approval letter to the enrollee when we effectuated a reversal of our adverse coverage determination or redetermination decision by the IRE or other appeal entity, and clearly identified the date that coverage will end in the approval letter

And, if informedRx is required to send a written notice to the enrollee at least 60 days prior to the end of the plan year, the notice must:

i. Explain that the exception will not be extended, and

ii. Provide the date that coverage will end (e.g., on December 31, 2006)

	5.  Notice Requirement for Temporary Transition Fills:
If the Part D sponsor provides a temporary fill for a non-formulary Part D drug under its transition process, it must provide the enrollee with appropriate written notice regarding the transition process within three (3) business days of the temporary fill.

Sponsor will send written notice via U.S. first class mail to enrollee within three business days of adjudication of a temporary fill. The notice must include (1) an explanation of the temporary nature of the transition supply an enrollee has received; (2) instructions for working with the plan sponsor and the enrollee's prescriber to identify appropriate therapeutic alternatives that are on the plan's formulary; (3) an explanation of the enrollee's right to request a formulary exception; and (4) a description of the procedures for requesting a formulary exception. Sponsor will use the CMS model Transition Notice via the file-and-use process or submit a non-model Transition Notice to CMS for marketing review subject to a 45-day review.
Sponsor will make available prior authorization or exceptions request forms upon request to both enrollees and prescribing physicians via a variety of mechanisms, including mail, fax, email, and on plan web sites.


	5.A. informedRx will provide enrollees with appropriate written notification (using the CMS model transition notice, Attachment A) regarding their transition process after providing a temporary Part D drugs for any of the reasons indicated in the CMS model transition notice.  This notice will include an explanation of the temporary nature of the transition supply along with instructions for working with informedRx and the enrollee’s prescriber to determine an appropriate therapeutic formulary alternative. Additionally, informedRx will provide an explanation on the enrollee’s right to request a formulary exception with the procedures on how to pursue that option.   

5.B. Transition supplies filled anytime during the first 90 days of a beneficiary’s enrollment in a plan requiring member notification are identified via the RxInterAct system, which provides Stellant, the letter generation program, the appropriate letter template to generate based upon the type of transition claim that was filled.

5.C. Transition supplies for members who have passed the first 90 days of the beneficiary’s enrollment, and for one time temporary fills related to the following:

a. at end of the transition period to extend coverage while an exception is being requested

b. for formulary changes across contract years

c. for unplanned transitions from Hospital, SNF or Hospice
d. for Level of Care Changes 

e. for Emergency Fills
in which notification is required, are identified by Customer Care as described above.  When the RxAuth Request is submitted from RxClaim, a combination of the Request Type code and the unique message code on the rejected claim maps the request to the appropriate letter template to generate based upon the type of claim that was approved for a one time fill.  The letter is automatically generated and is immediately sent to the print vendor.
5.D.  In both processes, the print vendor prints the written notice and mails it within three business days of adjudication of a temporary fill via USPS first class mail.

5.E.  The Notice contains all CMS required information, see Attachment A for Model Transition Notice.

5.F. informedRx will make the transition policy available to beneficiaries via the informedRx website.
5.G. Upon request, Coverage Determination and Exception request forms are available to physicians and enrollees via fax, email, and mail.  

	6. Communication of Transition Claims and Transition Process
Until such time as alternative transactional coding is implemented in a new version of the HIPAA standard, Sponsor will promptly implement either: (1) appropriate systems changes to achieve the goals of any additional new messaging approved by the industry through NCPDP to address clarifying information needed to adjudicate a Part D claim (see the 5.1Editorial Document), or (2) alternative approaches that achieve the goals intended in the messaging guidance

Sponsor will make their transition policy available to enrollees via link from Medicare Prescription Drug Plan Finder to sponsor web site and include in pre-and post-enrollment marketing materials as directed by CMS.
	6.A. Dispensing pharmacists are notified when a claim paid or rejected due to a transition supply by custom messaging attached at the drug/strength/dosage form level that defines the type of transition supply (New Member vs. Formulary Change Between Contract Years).  Additionally the phone number to call for questions, concerns, and overrides is also included in the messaging.
6.B.  The informedRx Transition Policy & Procedure has been added to our Provider Manual and is posted in the Provider Section of our website.  It is also posted for members within the member restricted area of myinformedRx.com.  In addition, we send a fax blast of our transition policy to our network pharmacies on an annual basis.

6.C.  S8841, our PDP, does not participate in the Medicare Prescription Drug Plan Finder process since we do not market to individuals and are an 800 series plan.

	7.  Reporting: Transition Process:  Part D sponsor must provide reports to CMS regarding data related to the transition process.  
	7.A.  IRX will report to CMS as specified by the annual CMS Part D Reporting Requirements documents.  For CY2010 going forward, this reporting requirement was suspended.  We will continue to monitor this annual to ensure compliance in reporting.
7.B.  As applicable, both the Compliance Counsel and VP of Medicare Services will help ensure timely and accurate collection and submission of the data.

	8.  Training:  Part D sponsor will provide training annually and as necessary to all staff, subcontractors and other relevant personnel on this policies and procedures. 
	8.A informedRx will coordinate with internal compliance components to ensure that training is done at least annually for all staff involved in this work and otherwise as necessary.  

8.B.  Training materials will be developed using the latest CMS guidance and this P&P.

8.C.  Staff sign-in sheets will be kept, detailing the names of staff and the date they completed the training.
8.D.  As necessary, on-going training and reminders will be used by management to ensure compliance and proactively address any issues.

	9.  Policy Updates:  Part D sponsor will monitor CMS guidance for updates or revisions to current policy as needed.
	9.A.  At least annually, or as frequently as CMS distributes updates, revisions to this P&P will be made with input from the Compliance Counsel.  This includes any policy changes from CMS and any procedural changes within the Part D sponsor.

9.B.  All relevant staff will be kept apprised and current on all policy updates on an ongoing basis.  Periodic training will help ensure adherence to all policy changes.  

	10.  Monitoring:  Part D sponsor will monitor and audit operations and compliance on a regular basis.
	10.A.  At least annually, informedRx compliance staff will conduct an internal audit of our processes, operations and policies to ensure compliance.  All results and findings will trigger specific corrective action plans which must be implemented to address the specific deficiency.  The audit findings will also be shared with the Compliance Committee at the next meeting.

10.B.  At least quarterly, the Vice President responsible for this area and the appropriate Directors and Managers will review and discuss in depth current compliance with each of the listed policies in this document.  Evidence will be required to document full compliance with the policies, including proof that all procedures stated here are being followed.  To the degree applicable, samples of the areas will be reviewed to identify weaknesses or procedural issues.  Specifically, for clients who informedRx completes the fulfillment, we will review a random sampling of copies mailed out along with copies of proof of the actual mailing/delivery. For Part D Plan Sponsors who receive the data file only, we will require that a technical resource review the data extract to ensure accurate and complete data is captured and reported.  A full detailed report, including a review of the specific procedures above, and all evidence and documentation will be sent to the Compliance Counsel.  

10.C.  Any staff or manager involved in this work is required to notify the Compliance Counsel of any instances of fraud, waste, abuse or other non-compliance that is reported or discovered.  The Compliance Counsel will respond to such notifications in accordance with other established Policies and Procedures and CMS guidelines.


4.   Key Personnel: Roles & Responsibilities

Customer Care staff:  Staff responsible for coordinating all desk and on-site audits for informedRx employees and delegated entity.  Responsible for entering one-time overrides and generating the subsequent member notifications.
Clinical Call Center Staff:  Staff or delegated entity responsible for reviewing and performing desk and on-site audits. Responsible for coordinating the letter template programming.  
Director of Medicare Clinical Services – Responsible for ensuring clinical standards and policies are administered related to one-time clinical overrides.
Compliance Counsel – Medicare Part D compliance officer responsible for ensuring corporate compliance in all aspects of Part D operations.

Vice President of Medicare Services – Executive responsible for managing informedRx’s Medicare operations

5.  Related Documents and References
· 42 CFR § 423.120(b)(3); 

· 42 C.F.R. § 423.578;
· PDP Solicitation; 

· Prescription Drug Benefit Manual: Chapter 6 – Part D Drugs and Formulary Requirements
· March 25, 2010, CMS HPMS Memo, “Reminder of the Part D Transition Policy”
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Attachment A (7-20-09 CMS Version – Model Part D Transition Letter: Final CY2010)
[Instructions:  This model should be used to notify beneficiaries that they have received a transition supply of a drug because the drug  is not on the plan’s formulary,  or it is subject to the following drug utilization management tools:   prior authorization,  step therapy, generic first  fill, quantity limits (for safety or non-safety reasons).  It can also be used when a member receives a transition fill across contract years.]  
<DATE>

<MEMBER NAME> 

<ADDRESS>

<CITY, STATE ZIP>

Dear <MEMBER NAME>:

This letter is to inform you that <Plan Name> has provided you with a [Insert one <temporary> <limited>] supply, of the following prescription[s]:  <list medication[s] here> .  

This [These] drug[s] are either not included on our list of covered drugs (called our formulary) or included on the formulary, but subject to certain limits.  As a [Insert one <new enrollee> <current enrollee who has remained with our plan this year>] <Plan Name> is required to provide at least a 30-day supply.  [Insert for members who reside in a LTC facility: As a resident of a long term care facility, <Plan Name> is required to provide at least a 31 day supply (unless the prescription is written for less) with refills provided, if needed, up to a 93 day supply.]    

It is important that you understand that this is a [Insert one <temporary> or <limited>] supply of this drug.  Before this supply ends, you should speak to <Plan Name> and/or your physician regarding whether you  should change the drug[s] you are currently taking, or request an exception from <Plan Name> to continue coverage of this [these] drug[s].  

If you need assistance in requesting an exception, or for more information about our transition policy, please call <Customer/Member> Service at <phone number>.  TTY users should call <TTYnumber>.  We are happy to take your calls from <hours of operations>.  Instructions on how to apply for an exception or how to change your current prescription[s] is [are] discussed at the end of the letter.  

The following is an explanation of why your drug[s] is [are] not covered or is [are] limited under <Plan Name>.  

[Note:  Plans may include information about multiple transition supplies on the same notice.]

[Name of Drug:  <name of drug>

Date Filled: <date filled>

Reason for Notification:  This drug is not covered on our formulary.  [Insert for members who do not reside in a LTC facility:  We have provided you with a <days supply on filled claim> day supply.  The maximum days supply allowed is a <must be at least 30> day supply during your first <must be at least 90>days in <Plan name> unless you obtain a formulary exception from <Plan Name>.] [Insert for members who reside in a LTC facility:  We have provided you with a <days supply on filled claim> day supply.   The maximum days supply allowed is a <must be at least a 31 day supply (unless the prescription is written for less) with refills provided, if needed, up to a 93 day supply> during your first <must be at least 90> days in <Plan name> unless you obtain a formulary exception from <Plan Name>.] 

[Name of Drug:  <name of drug>

Date Filled: <date filled>

Reason for Notification:  This drug is not covered on our formulary.  In addition, we could not provide the full amount that was prescribed because we limit the amount of this drug that we provide at one time.  This is called quantity limits and we impose such limits for safety reasons.  [Insert for members who do not reside in a LTC facility:  We will allow you to refill your <name of drug> prescription until we have provided you with a <must be at least 30> day supply, but we will not pay for it after that unless you obtain a formulary exception from <Plan Name>.]  [Insert for members who reside in a LTC facility:  We will allow you to refill the limited supply of your <name of drug> prescription but will stop providing additional fills after your first <must be at least 90> days in <Plan Name> unless you obtain a formulary exception from <Plan Name>.] 

[Name of Drug:  <name of drug>

Date Filled: <date filled>

Reason for Notification:  This drug is covered on our formulary.  However, we could not provide the full amount that was prescribed because of plan quantity limits.  We will not provide more than what our quantity limits permit unless you obtain an exception from <Plan Name>.  Please contact <Plan Name> to discuss the exception process. Our contact information is located below.    

[Name of Drug:  <name of drug>

Date Filled:  <date filled>

Reason for Notification:  This drug requires your doctor or other professional who prescribed this drug to ask us to satisfy certain requirements before you can fill this prescription at your pharmacy.  This is called prior authorization.  [Insert for members who do not reside in a LTC facility:  We have provided you with a <days supply on filled claim> day supply.  The maximum days supply allowed is a <must be at least 30> day supply during your first <must be at least 90> days in <Plan name>, unless you obtain <Plan Name>’s prior authorization or you obtain an exception to the prior authorization from <Plan Name>.]  [Insert for members who reside in a LTC facility:  We have provided you with a <days supply on filled claim> day supply.  The maximum days supply allowed is a < must be at least a 31 day supply (unless the prescription is written for less) with refills provided, if needed, up to a 93 day supply> day supply during your first <must be at least 90> days in <Plan name> unless you obtain a prior authorization or you obtain an exception to the prior authorization from <Plan Name>.]

[Name of Drug:  <name of drug>

Date Filled: <date filled>

Reason for Notification:  This drug will be covered only if you first try certain other drugs, as part of what we call a step therapy program.  Step therapy is the practice of beginning drug therapy with what we consider to be a safe and effective, lower cost drug before progressing to other more costly drugs.    [Insert for members who do not reside in a LTC facility: We have provided you with a <days supply on filled claim> day supply.  The maximum days supply allowed is a <must be at least 30> day supply during your first <must be at least 90> days in <Plan name> unless you try other drugs on our formulary first or you obtain an exception to the step therapy requirement from <Plan Name>.] [Insert for members who reside in a LTC facility:  We have provided you with a <days supply on filled claim> day supply.  The maximum days supply allowed is a < must be at least a 31 day supply (unless the prescription is written for less) with refills provided, if needed, up to a 93 day supply > day supply during your first <must be at least 90> days in <Plan name> unless you try other drugs on our formulary first or you obtain an exception to the step therapy requirement from <Plan Name>.]

Name of Drug:  <name of drug>

Date Filled: <date filled>

Reason for Notification:  This drug will be covered only if you first try a generic version of this drug.  This drug will not be covered outside of the transition period because <Plan Name> would like you to try a generic of this drug before continuing to cover the brand drug.  [Insert for members who do not reside in a LTC facility: We have provided you with a <days supply on filled claim> day supply.  The maximum days supply allowed is a <must be at least 30> day supply during your first <must be at least 90> days in <Plan name> unless you try other drugs on our formulary first or you obtain an exception to the step therapy requirement from <Plan Name>.] [Insert for members who reside in a LTC facility:  We have provided you with a <days supply on filled claim> day supply.  The maximum days supply allowed is a < must be at least a 31 day supply (unless the prescription is written for less) with refills provided, if needed, up to a 93 day supply> day supply during your first <must be at least 90> days in <Plan name> unless you try other drugs on our formulary first or you obtain an exception to the step therapy requirement from <Plan Name>.]  We will cover this drug only while you seek to obtain an exception to the generic first fill requirement.  Please contact <Plan Name> to discuss the exception process.  Our contact information is located below.]
Note:  The following notice provision is optional to address the situation when a drug is non-formulary and has quantity limits that are not safety-related (plan imposed).  While the non-formulary language is mandatory, plans may choose to also include  quantity limit language in order to  provide as much information as possible to the member. 

[Name of Drug:  <name of drug>

Date Filled: <date filled>

Reason for Notification:  We could not provide the full amount that was prescribed because of plan quantity limits.  We will not provide more than what our quantity limits permit unless you obtain an exception from <Plan Name>.  Please contact <Plan Name> to discuss the exception process. Our contact information is located below. ]   

Note:  The following notice provision is for Emergency Fill and Level of Care Change transitions and is optional.  However, we encourage plans notify beneficiaries of Emergency Fill and Level of Care Change Transitions.

[Name of Drug:  <name of drug>

Date Filled: <date filled>

Reason for Notification:  This drug is not covered on our formulary.  We will cover this drug for <days supply on filled claim –must be at least 31 days> while you seek to obtain a formulary exception from <Plan Name>.  If you are in the process of seeking an exception, we will consider allowing continued coverage until a decision is made.  Please contact <Plan Name> for more information regarding our exception process.  Our contact information is located below.]  

[Name of Drug:  <name of drug>

Date Filled:  <date filled>

Reason for Notification:  This drug requires prior authorization.  We will cover this drug for <days supply on filled claim –must be at least 31 days>   while you seek to obtain an exception to the prior authorization from <Plan Name>.  Please contact <Plan Name> to discuss the exemption process.  Our contact information is located below.]
[Name of Drug:  <name of drug>

Date Filled: <date filled>

Reason for Notification:  This drug will be covered only if you first try certain other drugs as part of what we call our step therapy program.  Step therapy is the practice of beginning drug therapy with what we consider to be a safe and effective, lower cost drug before progressing to other more costly drugs.   We will cover this drug for <days supply on filled claim –must be at least 31 days> while you seek to obtain an exception to the step therapy requirement from <Plan Name>.  Please contact <Plan Name> to discuss the exception process.  Our contact information is located below.]

How do I change my prescription?

If your drug[s] is [are] not covered on our formulary, or is covered on our formulary but we have placed a prior authorization, step therapy, or quantity limit on it, you can ask us if we cover another drug used to treat your medical condition.  If we cover another drug for your condition, we encourage you to ask your doctor if these drugs that we cover are an option for you.  If your doctor tells you that none of the drugs we cover for treating your condition is medically appropriate, you have the right to request an exception from us.  You also have the right to request an exception if your doctor tells you that a prior authorization, quantity limit, or other limit we have placed on a drug you are taking is not medically appropriate for treating your condition.

How do I request an exception?

The first step in requesting an exception is for you to ask your prescribing doctor to contact us. <Provide the necessary address, fax number, and phone number>. 

Your doctor must submit a statement supporting your request. It may be helpful to take this notice with you to the doctor or submit it to his or her office.  The doctor’s statement must indicate that the requested drug is medically necessary for treating your condition because none of the drugs we cover would be as effective as the requested drug or would have adverse effects for you.  If the exception involves a prior authorization, quantity limit, or other limit we have placed on that drug, the doctor’s statement must indicate that the prior authorization, or limit, would not be appropriate given your condition or would have adverse effects for you. 

Once the physician's statement is submitted, we must notify you of our decision no later than 24 hours, if the request has been expedited, or no later than 72 hours, if the request is a standard request.   Your request will be expedited if we determine, or your doctor informs us, that your life, health, or ability to regain maximum function may be seriously jeopardized by waiting for a standard request.  

What if my request is denied? 

If your request is denied, you have the right to appeal by asking for a review of the prior decision. You must request this appeal within 60 calendar days from the date of our first decision. <You must file a standard request in writing/we accept standard requests by telephone and in writing.   We accept expedited requests by telephone and in writing. Provide the necessary address, fax number, and phone number>.

If you need assistance in requesting an exception or for more information about our transition policy, please call <Customer/Member> Service at <phone number>. TTY users should call <TTY number>. We are available from <hours of operations>.

Sincerely,

<Plan Representative>

<Material ID>
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