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1. What is the definition of pharmacy compounding in Florida law?
The professional act by a pharmacist or other practitioner authorized by law, employing the science or art of any branch of the profession of pharmacy, incorporating ingredients to create a finished product for dispensing to a patient or for administration by a practitioner or the practitioner’s agent and shall specifically include the professional act of preparing a unique finished product containing any ingredient or device. 

2. What does compounding include and what does it not include?
Includes:
a. Preparation of drugs or devices in preparation of prescriptions based on routine, regularly observed prescribing patterns
b. Preparation pursuant to a prescription which are not commercially available
c. Preparation of commercially available products from bulk when the prescriber has made the patient aware that the product is compounded
d. Reconstitution of commercially available products according to the manufacturers guidelines
Not Includes:
e. The preparation of drugs or devices for sale or transfer to pharmacies, practitioners, or entities for dispensing or distribution

3. TRUE OR FALSE: Pharmacy must maintain readily retrievable record of all compounded drugs ordered by the practitioner for office use for at least 4 years.
True
4. TRUE OR FALSE: In order for a pharmacy to compound drugs for office use, they must be registered as an outsourcing facility. (Hint: see bottom of slide 4)
True
5. TRUE OR FALSE: USP requires gloves to be worn before entering the clean room, but under Florida law requirements, gloves can be worn after entering the clean room to prevent contaminating the gloves with the door handle or access device leading into the clean room
True
6. TRUE OR FALSE: The written record for a batch of compounded product in a pharmacy requires both the pharmacist’s and technician’s signatures or initials.
True
7. CIRCLE ALL THAT APPLY: Which of the following pieces of information are required to be in a patient’s record in a pharmacy under law? 
PATIENT’S FULL NAME     PATIENT’S ADDRESS    PATIENT’S TELEPHONE NUMBER
         PATIENT’S AGE OR DATE OF BIRTH                PATIENT’S GENDER
8. FILL IN THE BLANK: A patient record shall be maintained for at least four years from the date of the last entry in the profile record which may be in hard copy or computerized form. 
9. FILL IN THE BLANK: Pharmacies are required to maintain a log book in which each individual pharmacist shall sign a statement each day attesting to the fact that information entered in the long must this logbook be stored?  
Stored for four years?

10. FILL IN THE BLANK: All original prescriptions shall be retained for a period of not less than four years from date of last filling.
11. TRUE OR FALSE: Schedule II prescriptions must be filed separately from all other records in the pharmacy. 
True
12. List the 10 items that must be included on a label for each container of a medication and come up with a mnemonic to remember it: 
1. Name of pharmacy
2. Address of pharmacy
3. Date dispensed
4. Prescription Number
5. Name of patient
6. Name of prescriber
7. Drug name
8. Directions for use
9. Expiration date
10. Controlled substance warning.

Nice Animal Don’t Push New Neighbors During Dinner Except Cats

13. TRUE OR FALSE: If a medicinal drug is a controlled substance, a warning that it is a crime to transfer the drug to another person must be on the label.
True
14. TRUE OR FALSE: A label is considered part of the labeling which also includes the MAR if it is part of the unit dose system. Labeling is also other written printed or graphic material upon an agent or product or any of its containers, wrappers, drug carts, or compartments thereof.
True
15. What are the 6 items that are required on a prepackaged label? 
1. Brand or generic name 
2. Strength
3. Dosage form
4. Name of manufacturer
5. Expiration date
6. Lot number

16. What are the 9 items required on a customized patient mediation package? 
1. Name, address & telephone number of pharmacy
2. Serial number
3. Date of preparation
4. Patients name
5. Name of each prescriber
6. Directions for use and cautionary statements
7. Storage instructions
8. Name/strength/quantity/physical description of each drug
9. A beyond use by date not more than 60 days from date prepared

17. What are the 4 items required on the unit dose system labeling?
1. Name of patient/resident
2. Prescription number
3. Directions for use
4. Prescribers name

18. What is a Prescriber Care Plan?
Individualized assessment of a patient and orders for a specific drug, lab test, or pharmaceutical service intended to be dispensed or executed by a pharmacist.

19. TRUE OR FALSE: A physician shall write a prescriber care plan.
True.

20. TRUE OR FALSE: A pharmacist must use a pharmaceutical care area that is private, distinct, and partitioned from the dispensing area within which to speak to patients while providing drug therapy management services as part of the Prescriber Care Plan.
True.
21. For each new and refill prescription presented for dispensing, pharmacist must review the patient record for therapeutic appropriateness by examining, which of the following?
A. Over-utilization or under-utilization
B. Therapeutic duplication
C. Drug-disease contraindications
D. Drug-drug interactions
E. Incorrect drug dosage or duration of drug treatment
F. Drug-allergy interactions
G. Clinical abuse/misuse
H. All the above
22. **ALERT**RECENT SMALL CHANGE (PRINTED OFFER)**TRUE OR FALSE: For every prescription (new or refill), pharmacist shall ensure an offer to counsel is made verbally and a printed offer to counsel is made to the patient or the patient’s agent when present.
True
23. TRUE OR FALSE: Counseling is required for inpatients in a hospital or institution where licensed health care practitioners are authorized to administer the drugs. 
False
24. TRUE OR FALSE: If a patient or patient’s agent refuses consultation, the pharmacist is not required to counsel the patient. 
True
25. TRUE OR FALSE: Pharmacy interns may counsel patients only when they are acting under the direct and immediate personal supervision of a licensed pharmacist.
True
26. List at least 5 elements of patient counseling a pharmacist may choose to discuss with a patient.
1. Name and description of the drug
2. Prescription refill information
3. Proper storage
4. Action to be taken in the event of a missed dose 
5. The potential for physical dependence, addiction, misuse, or abuse

27. List the 1 element of patient counseling a pharmacist may choose to discuss with a patient that is new (Hint: It is highlighted in green):
Potential for physical dependence, addition, misuse, or abuse

28. FILL IN THE BLANK: A prescription is valid when it is based on a practitioner-patient relationship and when it has been issued for a legitimate medical purpose.
29. Before a pharmacist can refuse to fill a prescription based solely upon a concern with the validity of the prescription, the pharmacist shall attempt to resolve those concerns and shall attempt to validate the prescription by performing any of which of the following:
A. Initiate communication with the patient or the patient’s representative to acquire information relevant to the concern with the validity of the prescription
B. Initiate communication with the prescriber or the prescriber’s agent to acquire information relevant to the pharmacist’s concern with the validity of the prescription
C. In lieu of either of the previous two options, but not both, the pharmacist may elect to access the Prescription Drug Monitoring Program’s Database to acquire information relevant to the pharmacist’s concern with the validity of the prescription
D. In the event that a pharmacist is unable to comply with communicating with the patient or prescriber or their agents to get information on the prescription due to a refusal to cooperate with the pharmacist, the minimum standards for refusing to fill a prescription shall not be required
E. All the above

30. TRUE OR FALSE: If a pharmacist has reason to believe that a prescriber is involved in the diversion of controlled substances, the pharmacist shall report such prescriber to the Department of Health.
True
31. FILL IN THE BLANK: Controlled substances listed in Schedules II-V may be electronically prescribed.
32. TRUE OR FALSE: All newly licensed pharmacists must complete the required controlled substance CE course before the end of the first biennial renewal period.
True
33. TRUE OR FALSE: A pharmacy permit is valid only for the name and address to which it is issued.
True
34. Deadpool decided that he no longer wants to work at X-Men Community Pharmacy as their prescription department manager, so Colossus asked Cable to take over Deadpool’s position. How many days do they have to inform the Board of Pharmacy regarding the change?
10 days
35. If X-Men Pharmacy is an internet pharmacy, how many days do they have to inform the Board of Pharmacy regarding the change? 
30 days
36. If a Patient Consultation Area is one item that is require in a working pharmacy, name at least 3 other items that are required.
Running water, sufficient shelf space, sufficient walking space and work counter space.


37. Who is/are allowed to inspect the pharmacy?
Authorized agents or employees of the department, and other persons authorized by law.
38. Which of the following about pharmacy inspection is/are true?
A. The pharmacy must be inspected twice during the first year of operation
B. There must be a minimum of 1 inspection per year thereafter
C. If a pharmacy passes inspection for three years without discipline, it will then be inspected every two years
D. If the pharmacy fails inspection or incurs a disciplinary action during the previous 2 years, it is then inspected annually until it passes inspections for three years without discipline
E. All the above

39. What is the minimum number of hours that a community pharmacy must be open once its operations have commenced?
40 hours
40. TRUE OR FALSE: A sign in block letters not less than one inch in height stating the hours the prescription department is open each day shall be displayed either at the main entrance of the establishment OR at or near the place where prescriptions are dispensed in a prominent place that is in clear and unobstructed view.
True
41. How many times must expired drugs be checked every year?
3 times
42. FILL IN THE BLANKS: The prescription department of any community pharmacy permittee shall be considered closed whenever the establishment is open and a pharmacist is not present and on duty.
43. FILL IN THE BLANKS: The term “not present and on duty” shall not be construed to prevent a pharmacist from exiting for the purpose of consulting or responding to inquiries or providing assistance to patients or customers, attending to personal hygiene, taking a meal break, or performing any other functions to which a pharmacist is responsible, provided that such activities are conducted in a manner consistent with the pharmacist’s responsibility to provide pharmacy services.
44. FILL IN THE BLANK: At all times when the prescription department is closed, either because of the absence of a pharmacist or for any other reason, it shall be separated from the remainder of the establishment by partition or other means of enclosure, thereby preventing access to the prescription department by persons not licensed in Florida to practice the profession of pharmacy.
45. TRUE OR FALSE: Whenever the prescription department of any community pharmacy establishment is closed, no person other than a pharmacist shall enter, be permitted to enter or remain in the prescription department.
True
46. How long is a pharmacist permitted to take their meal break? 
30 minutes
47. Briefly explain the signage requirements under the Meal Break Rule.
For a pharmacist to be considered present and on duty, a sign must be prominently posted in the pharmacy indicating the specific hours of the day during which meal breaks may be taken by the pharmacist and assuring patients that a pharmacist is available on the premises for consultation upon request during a meal break.

48. Briefly explain the directly and immediately available requirements under the Meal Break rule? 
a. An appropriate sign is displayed
b. Patients verbally informed that they may request the pharmacist contact them at the pharmacist’s earliest convenience or is available on the premises during the meal break for consultation regarding emergency matters
c. A pharmacist is available on the premises during the meal break for consultation regarding emergency matters. Only prescriptions with the final certification by the pharmacist may be delivered.

49. TRUE OR FALSE: If everyone is in compliance with the Meal Break rule, the pharmacy technicians are considered to be under the direct and immediate supervision of the pharmacist. 
True
50. What is the definition for a unit dose system in Florida law?
All individually sealed unit doses are physically connected as a unit.

51. What facilities are considered Class I, Class II and Modified Class II respectively (Hint: See Slide 48)?
a. Class I: Nursing home
b. Class II: Hospital
c. Modified class III: primary alcoholism treatment center, free standing ER, rapid in/out surgical center, certain county health programs, correctional institutes

52. TRUE OR FALSE: No pharmacist shall place into the stock of any pharmacy permittee any part of any prescription, compounded or dispensed, which is returned by a patient except, the pharmacist may only return to stock unit dose medications and customized patient medication packages dispensed to inpatients in a closed-looped system.
True

53. How long can unclaimed prescriptions be retained and reused from the date of initial filling?
1 year

54. FILL IN THE BLANK: For an automated system, the stocking or restocking of a medicinal drug shall only be completed by a pharmacist or a pharmacy intern, or a pharmacy technician under the direct supervision of a pharmacist.
55. When closing a pharmacy, which of the following must a business permittee comply with?
a. Prior to closing, a business permittee must notify Board of closing in writing of the effective date of closure, return the pharmacy permit to the Board of Pharmacy, and advise to where prescriptions will be transferred
b. Upon closing, the owner must physically deliver the prescription files to a pharmacy operating within reasonable proximity and provide a means by which to advise the public of the new location of their prescription files; the delivery of prescription files may occur prior to the return of the pharmacy permit to the Board of Pharmacy office
c. After the closing of a pharmacy, the custody of the prescription files of the pharmacy shall be transferred to the new permittee, unless the former permittee and the new permittee inform the Board in writing that custody of the prescription files have been or are to be transferred to a pharmacy other than the new permittee
d. The receiving pharmacy must keep files separate and not commingle  
e. The former permittee must affix a prominent sign to the front entrance of the pharmacy advising the public of the new location of the former permittee’s prescription files or otherwise provide a means by which to advise the public of the new location of their prescription files
f. ALL OF THE ABOVE

56. TRUE OR FALSE: A pharmacy permit is not transferable and the new owner must file and obtain a new permit. If an existing pharmacy is sold, if there is a change in the identity of the owner, a new application must be filed and a new permit obtained.
True
57. TRUE OR FALSE: Upon change of ownership of a pharmacy, both the new permit and the old permit must keep appropriate records for 4 years for the transfer of legend drugs and controlled substances.
True
58. TRUE OR FALSE: In regards to transfer of drugs, CII drugs have to be counted exactly while the count for a CIII-CV can be estimated unless there are over 1,000 tablets, then you would need an exact count.
True
59. For destruction of controlled substances in a nursing home (Class I), at least 2 individuals must witness the destruction of the drugs. Who can these people be under the law? 
a. Consultant pharmacist
b. Director of nursing
c. Facility administrator
d. Licensed physician, mid-level practitioner, nurse, or another pharmacist employed by the facility
e. A sworn law enforcement officer

60. For destruction of controlled substances at a community pharmacy, what DEA form must be used?
DEA Form 41
61. What is a central fill pharmacy?
Pharmacy that dispenses medications and has the same owner as the originating pharmacy or have a written contract specifying the services to be provided by each pharmacy, the responsibilities of each pharmacy, and the manner in which the pharmacies will comply with federal and state laws, rules, and regulations.

62. TRUE OR FALSE: On the prescription container label the originating pharmacy shall be identified with pharmacy name and address and the central fill pharmacy may be identified by a code available at the originating pharmacy.
True
63. Briefly describes what is meant by a Common Database (See Slide 62):
A database that is shared among pharmacies owned by the same company for the purpose of processing patient information. 

64. TRUE OR FALSE: A pharmacy that notifies the Board that it performs only prescription drug processing for other pharmacies and does not compound, dispense, store or sell medicinal drugs or fill or dispense prescriptions shall be exempt from the pharmacy requirements to have a sink, running water, sufficient space, refrigeration, sanitation, equipment, a patient consultation area, and does not have to meet daily operating hours requirements or signage requirements.
True
65. Name the 8 labeling requirements for drugs dispensed to nursing home (Class I) inpatients and name the 2 special labeling requirements for controlled substances.
1. Name and address of pharmacy
2. Name of prescriber
3. Name of patient
4. Date of original fill or refill date
5. Rx number
6. Directions for use
7. Name of drug
8. Quantity of drug
9. Controlled substance warning

66. The contents of an emergency medication kit must be determined by the residents’ needs in consultation with which 3 individuals? 
a. Medical director
b. Director of nursing
c. Pharmacist

67. TRUE OR FALSE: All items in the emergency kit must be properly labeled.
True
68. If the seal on the emergency medication kit in a nursing home (Class I) is broken, when must it be restocked and resealed?
No later than the beginning of the next business day

69. FILL IN THE BLANK: Up to 5 controlled drugs may be placed in the Emergency Medical Kit (for an ICF/DD) with up to 3 doses of each controlled drug for up to 60 licensed beds and an additional 3 doses for each 60 beds or major portion thereof.
70. What are the required operating hours for a Class II Hospital pharmacy?
Sufficient number hours required to provide adequate and quality services.
71. VERY IMPORTANT: When a Class II pharmacy is closed, who may enter the pharmacy (Hint: See Slide 70 – it is very important to know the highlighted information on this slide, so please put it here and memorize it)?
Only a Florida licensed pharmacist.

72. Automated medication system records must be maintained for 4 years. 
73. FILL IN THE BLANKS: The system drug identifier database means the database or system which positively identifies the drug to be dispensed by the automated filling system. This system drug identifier database shall be maintained by a pharmacist and shall not be delegated. Medication in automated systems may be stocked or restocked by a pharmacy intern, or pharmacy technician under the supervision of a pharmacist. Medication must be loaded on the system by pharmacist.

74. Please place the definition/characteristics under the items for the following terms below: 
a. Type A Modified Class II Institutional Pharmacy
i. Formulary of not more than 15 medical drugs excluding those in the emergency box or stored in bulk.
b. Type B Modified Class II Institutional Pharmacy
i. Expanded drug formulary, stored in bulk and in patient specific form.
c. Type C Modified Class II Institutional Pharmacy 
i. No drugs stored in bulk-form but stored in patient specific form.

75. TRUE OR FALSE: Prescribing medications based solely on an electronic medical questionnaire constitutes the failure to practice medicine with that level of care, skill, and treatment which is recognized by reasonably prudent physicians as being acceptable under similar conditions and circumstances, as well as prescribing legend drugs other than in the course of a physician’s professional practice.
True
76. In regards to a disciplinary action, what are aggravating and mitigating circumstances?
Aggravating: previous violations of rule, magnitude/scope of damage on patient or public, violation of practice acts in other jurisdictions, the harm that occurred.

Mitigating: minor nature of damage to patient or public due to negligent act, lack of previous disciplinary history, restitution of monetary damages to patient, professional standing amongst peers, steps taken to ensure non-occurrence of similar violations, degree of financial hardship.

77. List 5 examples of disciplinary actions.
1. Adulteration or Misbranding of a drug
2. Failure to obtain a permit/registration
3. Prescription drug pedigree violations
4. Recordkeeping requirement violations
5. Drug storage requirement violations

78. Give 5 examples of what are considered minor violations.
1. Expired drugs
2. Failure to meet daily operating hours
3. Failure to display generic substitution sign
4. Failure to identify technicians properly
5. Improper documentation of destruction of controlled substances

79. If Dr. Strange committed one of the minor violations, how many days does he have to report it to the investigator?
30 days
80. When is a citation issued?
No substantial threat to public health or such threat has been removed.

81. Give 5 examples of citations.
1. Failure to display license
2. Failure to display signs, license, or permit as required by rule
3. Failure to pay fines
4. Failure to retain CE records
5. Failure to correct minor violations

82. VERY IMPORTANT – MUST KNOW THESE: Give the 3 actions that will result in an IMMEDIATE SUSPENSION of a pharmacist’s license (Hint: on Slide 105):
Pharmacist pleads guilty to, or found guilty of, or plead nolo contendere to:
1. A felony of controlled substances
2. A misdemeanor or felony of Medicare fraud
3. Test positive for a drug test

83. Give 3 examples of violations committed by licensees that can result in revocation of his or her license.
1. Obtain a license or permit by misrepresentation, fraud, or error
2. Procuring or attempting to procure a license or permit for another person by false representation
3. Failure to properly transfer prescription files upon closing of a pharmacy

84. List 5 examples of violations committed by licensees that can result in suspension of his or her license.
1. Fraudulent misbranding of legend drugs
2. Criminal conviction related to pharmacy
3. Sink and running water, sufficient space, refrigeration, sanitation, equipment – suspension until compliance
4. Failure to pay student loans
5. Failure to complete less than ten (10) hours of CE

85. If Deadpool failed to repay his student loan, what type of penalty is he in danger of facing?
Suspension of license until new payment terms are agreed upon or the scholarship obligation is resumed.

86. VERY IMPORTANT: List all the ways a pharmacist can get in trouble in Florida for OUT-OF-STATE crimes (Hint: Slide 111):
Pharmacy Licesnse:
a. Being convicted of, or entering a plea of guilty or nolo contendere to, any misdemeanor or felony, regardless of adjudication, a crime in any jurisdiction which relates to health care fraud or Medicaid fraud
i. May result in revocation of license and a fine of $10,000 or a denial of a licensure application
b. Being convicted or found guilty of, or entering a plea of guilty or nolo contendere to, regardless of adjudication, a crime in any jurisdiction which relates to the practice of, or the ability to practice, a licensee’s profession
i. Misdemeanor – may result in a $1,000 fine and suspension of license until compliant
Pharmacy Permit
c. Been convicted or found guilty, regardless of adjudication, of a felony or any other crime involving moral turpitude in any of the courts of this state, of any other state, or of the United States;
d. Been convicted or disciplined by a regulatory agency of the Federal Government or a regulatory agency of another state for any offense that would constitute a violation of this chapter;
e. Been convicted of, or entered a plea of guilty or nolo contendere to, regardless of adjudication, a crime in any jurisdiction which relates to the practice of, or the ability to practice, the profession of pharmacy;
f. Been convicted of, or entered a plea of guilty or nolo contendere to, regardless of adjudication, a crime in any jurisdiction which relates to health care fraud; or
Can also get in trouble with the Board for: 
g. Failing to report to the Board, or the Department if there is no Board, in writing within 30 days after the licensee has been convicted or found guilty of, or entered a plea of nolo contendere to, regardless of adjudication, a crime in any jurisdiction
i. Minimum recommended is $1000 fine can be up to $5000 to $10,000 fine and 1 year suspension followed by 2 years’ probation up to revocation.

