
 

 

    

    

     

  

              
      

         
   

         
 

        
   

          
      

         
   

 

   

    

        
    

   

      
    
   

      
  

Initial REMS Approval: 09/2015 

RISK EVALUATION AND MITIGATION STRATEGY (REMS)
	

SINGLE SHARED SYSTEM FOR CLOZAPINE
	

I. GOALS 

The goal of the Clozapine REMS Progra m is to mitigate the risk of severe neutropenia 
associated with the use of clozapine by: 

A.		 Educating prescribers and pharmacists about the risk of severe neutropenia and 
appropriate monitoring requirements 

B.		 Informing patients about the risk of severe neutropenia and appropriate monitoring 
requirements 

C.		 Ensuring compliance with the monitoring schedule for absolute neutrophil count 
(ANC) prior to dispensing clozapine 

D.		 Ensuring the prescriber docu ments a risk-benefit assessment when ANC falls below 
the acceptable range as described in the Prescribing Information 

E.		 Establishing long-term safety and safe use of clozapine by enrolling all patients who 
receive clozapine in the registry 

II. REMS ELEMENTS 

A.		 Elements To Assure Safe Use 

1. Healthcare providers who prescribe clozapine are specially certified. 

a. To become specially certified to prescribe clozapine in the Clozapine REMS 
Progra m, healthcare providers must: 

i.		 Review the Prescribing Information for clozapine; 

ii.		 Review Clozapine and the Risk of Neutropenia: A Guide for 
Healthcare Providers and successfully complete the Knowledge 
Assessment for Healthcare Providers; and 

iii.		 Enroll in the Clozapine REMS Progra m by completing the Clozapine 
REMS Prescriber Enrollment Form. 
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i. Outpatient pharmacies: 

1.)		 that support electronic telecommunication verification with the 
Clozapine REMS Program system must: 

a.)		 Ensure the pharmacy enables its pharmacy management 
system to support communication with the Clozapine 
REMS Progra m system using established 
telecommu nication standards and runs the standardized 
validation test transaction(s) to validate the syste m 
enhancements. 

b.)		 Dispense clozapine to patients only after obtaining a 
predispense authorization by processing all clozapine 
prescriptions, including cash claims, through their 
pharmacy management system to electronically: 

(1) verify the prescriber is certified and the patient is 
enrolled in the Clozapine REMS Program. 

(2) verify the ANC is current and within the acceptable 
range described in the Prescribing Information, or 
that the prescriber has authorized the continuation of 
clozapine treatment for patients with an ANC that 
falls below the acceptable range when the prescriber 
determines the benefits exceed the risks of 
developing severe neutropenia. 

(3) report		 dosing information for each clozapine 
prescription/fill to the Clozapine REMS program. 

2.)		 that do NOT support electronic telecommunication verification 
with the Clozapine REMS Program system must dispense 
clozapine to patients only after obtaining a predispense 
authorization by accessing the Clozapine REMS Program 
website or calling the Clozapine REMS Progra m contact center 
to: 

a.)		 verify the prescriber is certified and the patient is enrolled 
in the Clozapine REMS Program. 

b.)		 verify the ANC is current and within the acceptable range 
described in the Prescribing Information, or that the 
prescriber has authorized the continuation of clozapine 
treatment for patients with an ANC that falls below the 
acceptable range when the prescriber determines the 
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benefits exceed the risks of developing severe neutropenia. 

c.)		 report dosing information for each clozapine 
prescription/fill to the Clozapine REMS Program. 

ii.		 Inpatient pharmacies must: 

1.)		 Dispense clozapine to patients only after accessing the Clozapine 
REMS Program website or calling the Clozapine REMS 
Program contact center to verify the prescriber is certified and 
the patient is enrolled in the Clozapine REMS Program. 

2.)		 Dispense clozapine to patients only after accessing the Clozapine 
REMS Program website, calling the Clozapine REMS Progra m 
contact center or checking the patient’s medical record to verify 
the ANC is current and within the acceptable range described in 
the Prescribing Information, or the prescriber has authorized the 
continuation of clozapine treatment for patients with an ANC 
that falls below the acceptable range when the prescriber 
determines the benefits exceed the risks of developing severe 
neutropenia. 

c.		 Clozapine Sponsors must: 

i.		 Ensure that pharmacies that dispense clozapine are specially certified, 
in accordance with the requirements described above. 

ii.		 Ensure that authorized representatives can complete the certification 
process and pharmacists can complete training online or by fax to the 
Clozapine REMS Program. 

iii.		 Ensure that pharmacies are notified when they have been certified in 
the Clozapine REMS Progra m. 

iv.		 Verify every 2 years that the authorized representative’s name and 
contact information corresponds to that of the current designated 
authorized representative for the certified pharmacy. If different, 
require the pharmacy to re-certify with a new authorized 
representative. 

The following materials are part of the REMS and are appended: 
• Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers 
• Knowledge Assessment for Healthcare Providers 
• Clozapine REMS Pharmacy Enrollment Form 
• Clozapine REMS Chain Headquarters Pharmacy Enrollment Form 
• Clozapine REMS Program Website 
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3. Clozapine will be dispensed with evidence or other documentation of safe-use 
conditions. 

a. To enroll a patient in the Clozapine REMS Program, each prescriber must 
complete a Clozapine REMS Patient Enrollment Form indicating that the 
patient or their caregiver has: 

i. Been provided What You Need to Know about Clozapine and 
Neutropenia: A Guide for Patients and Caregivers unless clinical 
judgment indicates that the patient’s adherence to the treatment 
regimen will be negatively impacted by providing What You Need to 
Know about Clozapine and Neutropenia: A Guide for Patients and 
Caregivers 

ii. Been informed by the prescriber of the risks of clozapine and the 
Clozapine REMS Program requirements, using What You Need To 
Know About Clozapine and Neutropenia: A Guide for Patients and 
Caregivers. 

b. Clozapine Sponsors must: 

i. Ensure that the certified prescriber is able to submit the completed 
Clozapine REMS Patient Enrollment Form online or by fax to the 
Clozapine REMS Program. 

ii. Ensure that the certified pharmacy can verify that the prescriber is 
certified and each patient treated with clozapine is enrolled in the 
Clozapine REMS Program prior to dispensing (see Section II.A.2). 

The following materials are part of the REMS and are appended: 

• Clozapine REMS Patient Enrollment Form 

4. Each patient using Clozapine is subject to certain monitoring. 

Clozapine Sponsors must ensure that the certified pharmacy can verify the ANC 
is current and within the acceptable range described in the Prescribing 
Information, or that the prescriber has authorized the continuation of treatment 
for patients with an ANC that falls below the acceptable range when the 
prescriber determines the benefits exceed the risks of developing severe 
neutropenia prior to dispensing clozapine. 

5. Each patient using clozapine is enrolled in a registry. 

a. Clozapine Sponsors must ensure that certified prescribers enroll all patients in 
the Clozapine REMS Program using the Clozapine REMS Patient Enrollment 
Form. 

b. Clozapine Sponsors must maintain a Clozapine REMS Program registry. The 
7 
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primary objective of the Clozapine REMS Program registry is to ensure 
patient safety and safe use of clozapine through periodic monitoring for 
severe neutropenia. 

c.		 Clozapine Sponsors must ensure that patient enrollment can be completed via 
Clozapine REMS Program website or by fax. 

B.		 Implementation System 

1.		 Clozapine Sponsors must ensure that clozapine is only distributed to certified 
pharmacies by: 

a.		 Ensuring the wholesalers/distributors who distribute clozapine comply with 
the program requirements for wholesalers/distributors. In order for a 
wholesaler/distributor to distribute clozapine, the wholesalers/distributors 
must: 

i.		 Put processes and procedures in place to verify, prior to distributing 
clozapine, that the pharmacies are certified. 

ii.		 Train all relevant staff on the Clozapine REMS Program requirements. 

iii.		Agree to be audited by the Clozapine Sponsors, FDA, or a third party to 
ensure that all processes and procedures are in place and are being 
followed for the Clozapine REMS Program 

iv.		 Maintain appropriate documentation and make it available for audits. 

v.		 Provide distribution data to the individual Clozapine Sponsors 

b.		 Ensuring that wholesalers/distributors maintain distribution records of all 
shipments of clozapine and provide the data to the individual Clozapine 
Sponsors. 

c.		 Clozapine Sponsors must monitor distribution data and audit the 
wholesalers/distributors within one year after the wholesaler/distributor is 
enrolled to ensure that all processes and procedures are in place and 
functioning to support the requirements of the Clozapine REMS Program. 
Clozapine Sponsors must institute corrective action if noncompliance is 
identified. 

2.		 Clozapine Sponsors must maintain a validated, secure database of pharmacies that 
are certified to dispense clozapine in the Clozapine REMS Program. 

3.		 Clozapine Sponsors must maintain adequate records of clozapine distribution, 
dispensing, certified prescribers, pharmacies, distributors/wholesalers, and patients 
to meet the REMS requirements. 
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4.		 Clozapine Sponsors must ensure that pharmacies’ REMS requirements are met 
and may de-certify noncompliant pharmacies if the requirements do not continue 
to be met. 

5.		 Clozapine Sponsors must maintain a validated, secure database of patients who are 
enrolled in the Clozapine REMS Program. 

6.		 Clozapine Sponsors must maintain a Clozapine REMS Program contact center to 
support prescribers and pharmacies interfacing with the Clozapine REMS 
Program. 

7.		 Clozapine Sponsors must ensure that all materials listed in or appended to the 
Clozapine REMS docu ment are available through the Clozapine REMS Progra m 
website www.clozapinerems.com or by calling the Clozapine REMS Progra m 
contact center. 

8.		 The Clozapine REMS Program website (www.clozapinerems.com) must continue 
for the duration of the REMS. The Clozapine REMS Program website must 
include the option to print versions of the Clozapine REMS Program materials. 
Individual, product-specific clozapine websites for healthcare professionals must 
include a prominent REMS-specific link to the Clozapine REMS Progra m 
website. 

9.		 Clozapine Sponsors must continuously monitor the certified pharmacies to ensure the 
requirements of the Clozapine REMS Program are being met. Clozapine Sponsors 
must institute corrective action if noncompliance is identified. 

10. Clozapine Sponsors must audit certified pharmacies that have ordered clozapine to 
ensure that all processes and procedures are in place and functioning to support the 
requirements of the Clozapine REMS Program on the following schedule: 

a.		 Eight percent within one year from the date of initial approval of the REMS 
b.		 Eight percent every two years thereafter 

Clozapine Sponsors must institute corrective action if noncompliance is identified. 

11. Clozapine Sponsors must take reasonable steps to improve implementation of and 
compliance with the requirements of the Clozapine REMS Program based on 
monitoring and evaluation of the Clozapine REMS Program. 

III. Timetable for Submission of Assessments 
Clozapine NDA Sponsors must submit REMS Assessments to the FDA at 6 months and 12 
months from the date of initial approval of the REMS [September 14, 2015], and then 
annually thereafter. 

To facilitate inclusion of as much information as possible while allowing reasonable time to 
prepare the submission, the reporting interval covered by each assessment should conclude 
no earlier than 60 calendar days before the submission date for that assessment. Clozapine 
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Sponsors will submit each assessment so that it will be received by the FDA on or before 
the due date. 
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Clozapine and the Risk of Neutropenia: 
A Guide for Healthcare Providers 

Can a patient continue clozapine treatment with an ANC less than 1000/μL? 

For Patients in the General Population 
Yes. Prescribers may choose to continue clozapine treatment in patients with ANCs less than 1000/μL. 
However, prescribers should follow the treatment recommendations as noted in Table 1 and carefully 
determine if the benefits of continuing clozapine treatment outweigh the risks. 

The recommendations to interrupt treatment are provided to ensure patient safety. If monitoring ANC 
and symptoms of infection is not done appropriately, patients with ANCs less than 1000/μL are at risk of 
developing complications of severe neutropenia (including death). 

Refer to Section 3 of this document for more details on how to authorize a patient to continue treatment. 

For Patients with BEN 
Yes. The Prescribing Information for clozapine recommends interrupting clozapine treatment for patients
with BEN only when the ANC is less than 500/μL. No interruption in treatment is recommended for 
ANC 500-999/μL, although a hematology consultation is recommended. 

If a patient develops a fever, how is clozapine treatment managed? 

Generally, clozapine treatment should be interrupted as a precautionary measure in any patient who
develops a fever of 38.5°C (101.3°F) or greater, and an ANC should be obtained. Fever is often the first sign 
of a neutropenic infection. 

If fever occurs in any patient with an ANC less than 1000/μL, initiate appropriate neutropenia workup and 
treatment for infection. Refer to Table 1 for ANC monitoring recommendations. 

If any patient presents with evidence of fever and/or neutropenia, consider a hematology consultation. 

Septem ber 2015 7 
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Clozapine and the Risk of Neutropenia: 
A Guide for Healthcare Providers 

•		 Monitor ANC in any patient reporting a fever (temperature of 38.5°C or 101.3°F or greater) during 
the 2 weeks after discontinuation 

•		 Monitor all patients carefully for the recurrence of psychotic symptoms and symptoms related to
cholinergic rebound such as profuse sweating, headache, nausea, vomiting, and diarrhea 

•		 For abrupt clozapine discontinuation for a reason unrelated to neutropenia, continuation of the 
existing ANC monitoring is recommended for General Population patients until their ANC is greater
than or equal to 1500/μL and for Patients with BEN until their ANC is greater than or equal to 
1000/μL or above their baseline 

Refer to Section 2.4 of the clozapine Prescribing Information for further information 

Can a patient be rechallenged with clozapine? 

Yes. For some patients who experience, or have experienced, moderate clozapine-related neutropenia 
(ANC less than 1000/μL) or severe clozapine-related neutropenia (ANC less than 500/μL), the risk of 
serious psychiatric illness from discontinuing clozapine may be greater than the risk of rechallenge.
This may be relevant for patients with severe schizophrenic illness who have no treatment option other
than clozapine. 

In making the decision to rechallenge a patient, consider: 
•		 a hematology consult 
•		 the ANC ranges defined in the full Prescribing Information 
•		 the patient’s medical and psychiatric history 
•		 a discussion with the patient and his or her caregiver about the benefits and


risks of clozapine rechallenge
 
•		 the severity and characteristics of the neutropenic episode 

Refer to Section 2.5 Re-initiation of Treatment in the clozapine Prescribing Information for more
information on how to restart clozapine in patients who have discontinued clozapine. 
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1. Static Pages 

1.1 Home Page 
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1.2 Site Guide – Prescriber Tab
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1.3 Site Guide – Pharmacy Tab
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1.4 Site Guide – Patient Tab
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1.5 Site Guide – Designee Tab
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1.6 Site Guide – Pharmacy Staff Tab
 

Clozapine REMS Website Screen Captures September 2015 Page 14 of 188
 



 
 

          

 

 

 

   
 

 

1.7 Prescriber Certification
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1.8 Prescriber Designee Certification
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1.9 Pharmacy Certification
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1.10Pharmacy Staff Enrollment
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1.11Patient Information
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1.12Program Materials
 

Resources included under the other tabs are listed below: 

	 Patient 

o	 What You Need to Know About Clozapine and Neutropenia: A Guide for Patients and 

Caregivers 

o	 Clozapine REMS Patient Enrollment Form 

o Clozapine REMS ANC Lab Reporting Form
 
 Pharmacy
 

o	 What You Need to Know About Clozapine and Neutropenia: A Guide for Patients and 

Caregivers 

o	 Dear Healthcare Provider Letter 

o	 Clozapine REMS Pharmacy Enrollment Form 

o	 Clozapine REMS Chain Headquarters Pharmacy Enrollment Form 

o	 Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers 

o	 Clozapine REMS Patient Enrollment Form 

o	 Clozapine REMS ANC Lab Reporting Form 

o	 Important Safety Information 

Clozapine REMS Website Screen Captures September 2015	 Page 20 of 188 



 
 

          

 

 

 

   

    

  

               

 

     

      

       

            

      

       

    

   

    

  

           

 

o	 ANC Calculator 

o ANC Monitoring Table 

 Prescriber 

o	 What You Need to Know About Clozapine and Neutropenia: A Guide for Patients and 

Caregivers 

o	 Dear Healthcare Provider Letter 

o	 Clozapine REMS Prescriber Enrollment Form 

o	 Clozapine REMS Prescriber Designee Enrollment Form 

o	 Clozapine and the Risk of Neutropenia: A Guide for Healthcare Providers 

o	 Clozapine REMS Patient Enrollment Form 

o	 Clozapine REMS ANC Lab Reporting Form 

o	 Important Safety Information 

o	 ANC Calculator 

o ANC Monitoring Table 

 Wholesaler/Distributor 

o	 Contact the Clozapine REMS Program by sending an email to
 
info@clozapinedistributor.com
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1.13Prescribing Information
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1.14Certification Lookup
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1.15Certification Lookup Results
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1.16Site Map
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1.17FAQs
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1.18Contact Us
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2. User Identification and Record Search 

2.1 User Identification 

Upon starting an enrollment or certification process the users are asked to identify what 

type of user they are what their role is. 

1 - The options for type of user are New User, Previous Registry User, and Phone/Fax User. 

The tooltip next to the field will include a definition of each for the user, which are also 

below. 

 New User – Users who are new to clozapine and are not part of a previous clozapine 

registry. 

 Previous Registry User – Users who are part of a previous clozapine registry 

o	 These users will search for their records and start the enrollment or 

certification process. 

	 Phone/Fax User – Users who submitted an enrollment form through the contact 

center via fax and have received an enrollment or certification ID. 
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o	 When the system locates the user’s record and creates a web account, the 

user’s web account and their enrollment or certification record are linked. 

2 – The options for role are Prescriber, Authorized Representative for Pharmacy, Prescriber 

Designee, and Pharmacy Staff 
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2.2 Previous Registry User Prescriber
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2.3 Previous Registry User Prescriber Search with 

Results 
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2.4 Previous Registry User Prescriber Designee 

Search 
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2.5 Previous Registry User Prescriber Designee 

Search with Results 
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2.6 Previous Registry User Pharmacy Search
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2.7 Previous Registry User Pharmacy Search with 

Results 
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2.8 Previous Registry User Pharmacy Staff Search
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2.9 Previous Registry User Pharmacy Staff Search 

with Results 
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2.10Previous Registry User Chain Pharmacy 

Headquarters 
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2.11Previous Registry User Chain Pharmacy 

Headquarters with Results 
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2.12Phone/Fax User Prescriber Search
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2.13Phone/Fax User Prescriber Search with Results
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2.14Phone/Fax User Prescriber Designee Search
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2.15Phone/Fax User Prescriber Designee Search 

with Results 

Clozapine REMS Website Screen Captures September 2015 Page 43 of 188
 



          

 
 

    

 

 

 

 

2.16Phone/Fax User Pharmacy Search
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2.17Phone/Fax User Pharmacy Search with Results
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2.18Phone/Fax User Chain Pharmacy Headquarters
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2.19Phone/Fax User Chain Pharmacy Headquarters 

with Results 
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3. Web Account 

3.1 Create an Account 
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3.2 Account Verification
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3.3 Account Confirmation
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4. Prescriber Certification 

4.1 Prescriber Intake 
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4.2 Prescriber Education Program
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4.3 Prescriber Education Confirmation
 

Note: Upon pressing the Next button on the Education Confirmation page, the user will be navigated 

through the Knowledge Assessment. KA is shown only once below for all stakeholders except for 

prescriber designees. 
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4.4 Prescriber Intake Review
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4.5 Prescriber Attestation
 

Clozapine REMS Website Screen Captures September 2015 Page 55 of 188
 



          

 
 

 

 

 

   
 

 

4.6 Prescriber Confirmation
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5. Prescriber Designee Certification 

5.1 Prescriber Designee Intake 
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5.2 Prescriber Designee Education Program Page 1
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5.3 Prescriber Designee Education Program Page 2
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5.4 Prescriber Designee Education Confirmation
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5.5 Prescriber Designee KA
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5.6 Prescriber Designee KA Confirmation – Success
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5.7 Prescriber Designee KA Confirmation – Not 

Successful 
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5.8 Prescriber Designee Intake Review
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5.9 Prescriber Designee Attestation
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5.10Prescriber Designee Confirmation
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6. Pharmacy Certification 

6.1 Role Selection 

Clozapine REMS Website Screen Captures September 2015 Page 67 of 188
 



          

 
 

 

 

 

      

 
 

 

6.2 Role Selection Confirmation – Inpatient 

Pharmacy 
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6.3 Role Selection Confirmation – Outpatient 

Pharmacy 
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6.4 Role Selection Confirmation – Chain Pharmacy 

Headquarters 
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6.5 Authorized Representative Intake
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6.6 Authorized Representative Confirmation
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6.8 Pharmacy Education Program
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6.9 Pharmacy Education Confirmation
 

Note: Upon pressing the Next button on the Education Confirmation page, the user will be navigated 

through the Knowledge Assessment. KA is shown only once below for all stakeholders except for 

prescriber designees. 
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6.10Pharmacy Attestation – Inpatient Pharmacy 

This page includes only the attestation text for the Inpatient Pharmacy from the Clozapine REMS 

Pharmacy Enrollment Form. 
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6.11Pharmacy Attestation – Outpatient Pharmacy 

This page includes only the attestation text for the Outpatient Pharmacy from the Clozapine REMS 

Pharmacy Enrollment Form. 
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6.12Pharmacy Attestation – Outpatient Pharmacy 

with Adjudication 

This page includes only the attestation text for the Outpatient Pharmacy from the Clozapine REMS 

Pharmacy Enrollment Form. 
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6.13Pharmacy Confirmation 

This page will be available for: 

1. Inpatient Pharmacies 

2. Outpatient Pharmacies who cannot adjudicate claims online 
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6.14Pharmacy Test Transactions 

This page will be available for: 

1. Outpatient Pharmacies who can adjudicate claims online 

2. Chain Pharmacy Headquarters 
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7. Chain Pharmacy Certification 

7.1 Chain Headquarters Identification 
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7.2 Chain Headquarters Identification Results
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7.3 Chain Authorized Representative Intake
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7.4 Chain Pharmacy Education Program
 

Clozapine REMS Website Screen Captures September 2015 Page 84 of 188
 



          

 
 

 

 

 

     
 

 

              

             

  
 

             

7.5 Chain Pharmacy Education Confirmation
 

Note: Upon pressing the Next button on the Education Confirmation page, the user will be navigated 

through the Knowledge Assessment. KA is shown only once below for all stakeholders except for 

prescriber designees. 

Note: Attestation will occur at the pharmacy level during the Certify Headquarters process. 
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7.6 Chain Authorized Representative Confirmation
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7.7 Chain Pharmacy Headquarters Intake
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7.8 Chain Pharmacy Headquarters Attestation
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7.9 Pharmacy Test Transactions 

At this point in the chain pharmacy process, the authorized representative must complete 

test transactions prior to being “Certified” in the program. Once they finish the test 

transactions they will have the ability to access their My Dashboard page and add a chain 

store. 
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7.10Chain Pharmacy Store Intake
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7.11Chain Pharmacy Store Confirmation
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8. Pharmacy Staff Enrollment 

8.1 Pharmacy Search 
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8.2 Pharmacy Search Results
 

Clozapine REMS Website Screen Captures September 2015 Page 93 of 188
 



          

 
 

 

 

 

    
 

 

8.3 Pharmacy Staff Intake
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8.4 Pharmacy Staff Attestation
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8.5 Pharmacy Staff Confirmation
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9. Knowledge Assessment 

The Knowledge Assessment pages below are for prescribers, prescriber designees, and authorized 

representatives. 

9.1 Knowledge Assessment Landing Page 
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9.2 KA Question 1
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9.3 KA Question 2
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9.4 KA Question 3
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9.5 KA Question 4
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9.6 KA Question 5
 

Clozapine REMS Website Screen Captures September 2015 Page 102 of 188
 



          

 
 

    

 

 

 

 

9.7 KA Question 6
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9.8 KA Question 7
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9.9 KA Question 8
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9.10KA Question 9
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9.11KA Question 10
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9.12KA Question 11
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9.13KA Question 12
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9.14KA Question 13
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9.15KA Confirmation - Success
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9.16KA Confirmation – Not Successful
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10. Patient Enrollment 

10.1 Patient Intake 
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10.2 Patient Lab Intake
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10.3 Patient Lab Intake with Treatment Rationale
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10.4 ANC Calculator
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11. Stakeholder Profiles 

Stakeholder profiles are accessed via the drop down next to the signed in users name at the 

top of every page. 
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11.1 Prescriber Profile
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11.2 Prescriber Designee Profile
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11.3 Authorized Representative Profile
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11.4 Chain Authorized Representative Profile
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11.5 Chain Headquarters Profile 

The chain authorized representative will have two options via the drop down next to the signed in users 

name at the top of every page; one for My Profile (authorized representative profile above) and Chain 

Headquarters Profile (below). 
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11.6 Pharmacy Staff Profile
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12. My Account 

My Account pages are accessed via the drop down next to the signed in users name at the 

top of every page. 

12.1 Change Username 
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12.2 Change Username Confirmation
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12.3 Change Password
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12.4 Change Password Confirmation
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12.5 Change Email Address
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12.6 Change Email Address Confirmation
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13.2 Add Group
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13.3 Change Group Name
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13.4 Remove Group
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13.5 Remove Group Warning
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13.6 Reassign Patients
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14. Dashboard 

14.1 Dashboard Alerts and Notifications 

14.1.1 Dashboard Alerts 

Alerts will be displayed for all stakeholders. The Alerts and Notifications tabs are common 

across all stakeholders. 
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14.1.2 Dashboard Notifications 

Notifications will be displayed for all stakeholders. The Alerts and Notifications tabs are 

common across all stakeholders. 
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14.2 Prescriber Dashboard 

14.2.1 Prescriber Dashboard Patient Tab Collapsed 
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The dashboard for the prescriber will include a list of all patients the prescriber is managing. 

The actions the prescriber can take are: 

For patients with an enrollment status of “Incomplete” the prescriber can “Resume Patient 

Enrollment” 

1 – Enroll Patient – will take the users to the Patient Intake page and through the patient
 

enrollment process
 

2 – Eligibility Check – will take the users to the Eligibility Check page. This page will not be 

available until the 12/14 launch. 

For patients with an enrollment status of “Enrolled” the prescriber can take the following 

actions: 

3 – Add Lab – will take the user to the Lab Information page 

3 – Change Treatment Status – will take the user to the Lab Information page 

3 – Change Treatment Rationale – will take the user to the Lab Information page 

3 – View Patient History – will take the user to the Patient History page 

3 – View Patient Profile – will take the user to the Patient Profile page 

4 – For definitions of terms used on this page – will pop-up the definitions on the page (see 

next mockup) 
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14.2.3 Definitions of Terms Pop-up
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14.2.4	 Add Lab, Change Treatment Status, Change 

Monitoring Frequency, and Change Treatment 

Rationale for Prescribers 

Clozapine REMS Website Screen Captures September 2015	 Page 142 of 188 



          

 
 

 

 

 

       
 

 

14.2.5 View Patient History Lab History Tab
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14.2.6 View Patient History Treatment Status Tab
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14.2.7 View Patient History Monitoring Frequency Tab
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14.2.8 View Patient Profile
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14.2.9 Eligibility Check
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Prescriber Eligibility Check Screen (1.2.9) and Prescriber Designee Eligibility Check Screen 

(1.3.7): 

	 The eligibility check will be the only option for selection from web dashboards for 

prescribers, prescriber designees, pharmacy auth reps, and pharmacy staff (for both 

inpatient and outpatient pharmacies) for Phase 2 (Oct 12th through Dec 14th) to allow 

any stakeholder to check eligibility before PDA functionality is available 

	 The eligibility check fields have been updated to not require manufacturer and NDC 

knowing these may not be fields that prescribers or their designees may have or know 

	 At PDA launch (Dec 14th) , prescribers, prescriber designees, authorized representatives 

and pharmacy staff for inpatient pharmacies will only have the option to access patient 

eligibility check from their dashboard (not PDA) 

o	 Additional Point: For consistency, functionality has been provided to both 

Prescribers and Prescriber Designees. 

	 At PDA launch (Dec 14th), authorized representatives and pharmacy staff for outpatient 

pharmacies will only have the option to access patient PDA request from their dashboard 

(not eligibility) 

	 Instructions on the Prescriber and Prescriber Designee Eligibility Check Screens have 

been updated to clearly explain the purpose of the eligibility check. 

Clozapine REMS Website Screen Captures September 2015	 Page 148 of 188 





          

 
 

 

 

 

     
 

 

14.2.11 Add Designee with Results
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14.2.12 Remove Designee
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14.2.13 Approve Designee
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14.3 Prescriber Designee Dashboard 

14.3.1	 Prescriber Designee Dashboard Patient Tab 

Collapsed 
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2 – Eligibility Check – will take the users to the Eligibility Check page. This page will not be 

available until the 12/14 launch. 

For patients with an enrollment status of “Enrolled” the prescriber can take the following 

actions: 

3 – Add Lab – will take the user to the Lab Information page 

3 – Change Treatment Status – will take the user to the Lab Information page 

3 – View Patient History – will take the user to the Patient History page 

3 – View Patient Profile – will take the user to the Patient Profile page 

4 – For definitions of terms used on this page – will pop-up the definitions on the page (see 

next mockup) 

Clozapine REMS Website Screen Captures September 2015 Page 155 of 188 



          

 
 

 

 

 

     
 

 

14.3.1 Definitions of Terms Pop-up
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14.3.2 Add Lab and Change Treatment Status for Prescriber 

Designees 
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14.3.3 View Patient History Lab History Tab
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14.3.4 View Patient History Treatment Status Tab
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14.3.5 View Patient History Monitoring Frequency Tab
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14.3.6 View Patient Profile
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14.3.7 Eligibility Check
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14.3.9 Associate to Prescriber
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14.3.10 Remove Designee Relationship
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14.3.11 Cancel Designee Request
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2 – View Pharmacy Profile – will take the user to the Pharmacy Profile page 

2 – Remove Pharmacy – will take the user to the Remove Pharmacy page 

3 – For pharmacies with an enrollment status of “Incomplete” the authorized representative 

can “Resume Pharmacy Certification” 
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14.4.2 Add Lab and Eligibility Check
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14.4.3 Eligibility Check Result – Unsuccessful 

This result is displayed for both the Predispense Authorization and the Eligibility Check when the result 

is unsuccessful. 
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14.4.4 Add Lab and Predispense Authorization
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14.4.5 Predispense Authorization Result – Successful 

This result is displayed for both the Predispense Authorization and the Eligibility Check when the result 

is successful. 

Clozapine REMS Website Screen Captures September 2015 Page 172 of 188 



          

 
 

 

 

 

    
 

 

14.4.6 View Pharmacy Profile
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14.4.7 Remove Pharmacy
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14.4.9 Remove Pharmacy Staff
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3 – For pharmacies with a certification status of “Incomplete” the authorized representative 

can check one, numerous, or all checkboxes (located on the left side of the data grid) and 

press the Certify Store button to certify the store once the staff is trained. 
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14.5.2 View Pharmacy Profile
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14.5.3 Remove Pharmacy
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14.5.5 Remove Pharmacy Staff
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14.6.2 Associate to Pharmacy
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14.6.3 Add Lab and Eligibility Check
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14.6.4 Eligibility Check Result – Unsuccessful 

This result is displayed for both the Predispense Authorization and the Eligibility Check when the result 

is unsuccessful. 
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14.6.5 Add Lab and Predispense Authorization
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14.6.6 Predispense Authorization Result – Successful 

This result is displayed for both the Predispense Authorization and the Eligibility Check when the result 

is successful. 
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