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141. Frage 
CORRECT TEXT
Within the policies and procedures manual, the requirement for pharmacists to counsel patients on
medications they have not taken before is listed under which law?

Antwort:

Begründung:
OBRA 90

142. Frage 
A Class III recall:

A. is initiated by the FDA if a manufacturer has violated the adulteration provisions of the Food, Drug, and Cosmetic Act
(FDCA).
B. applies to products that are not likely to cause adverse health consequences.
C. occurs when a product may cause temporary or medically reversible adverse health consequences.
D. is issued when there is a reasonable probability that the product will cause serious adverse health consequences or death.

Antwort: B

Begründung:
TheFDA classifies recalls into three levels, withClass III being the least severe:
* Class I Recall#Most severe# Issued when a drugmay cause serious harm or death.
* Class II Recall#Moderate severity# The drug may causetemporary or medically reversible adverse effects.
* Class III Recall#Least severe# The productis unlikely to cause harm but violates FDA regulations(e.g., labeling errors, minor
packaging issues).
* A. Is issued when there is a reasonable probability that the product will cause serious adverse health consequences or
death.##Incorrect
* Describes a Class I recall, not Class III.
* B. Is initiated by the FDA if a manufacturer has violated the adulteration provisions of the Food, Drug, and Cosmetic Act
(FDCA).##Incorrect
* FDA action due to adulteration typically leads to Class I or Class II recalls, depending on severity.
* C. Occurs when a product may cause temporary or medically reversible adverse health consequences.
##Incorrect
* Describes a Class II recall, not Class III.
* FDA Drug Recall Guidelines- Defines Class I, II, and III recalls.
* PTCB PTCE Exam Content Outline- Covers recall classifications and pharmacy responsibilities.
* FDA Enforcement Report- Lists real-world examples of Class III recalls (e.g.,mislabeling, incorrect expiration dates).
Why Not the Other Options?Key References:

143. Frage 
According tofederal law, a prescription for which of the following medicationsmay be transferredto another pharmacy to be refilled?

A. Alprazolam
B. Methylphenidate
C. Hydromorphone
D. Fentanyl

Antwort: A

Begründung:
Comprehensive and Detailed Step-by-Step Explanation:
Underfederal law (21 CFR §1306.25),Schedule III-V controlled substances (e.g., Alprazolam)can be transferred ONCEfor refill
purposes between licensed pharmacieswith a shared database.Schedule II drugs (e.g., Methylphenidate, Fentanyl, Hydromorphone)
CANNOT be transferred.
#Explanation of Answer Choices:#A. Alprazolam (C-IV)#Correct.Schedule III-V drugs can be transferred ONCEfor refill
purposes.#B. Methylphenidate (C-II)# Incorrect.Schedule II drugs cannot be transferred.#C. Fentanyl (C-II)# Incorrect.C-II drugs
are non-transferablebetween pharmacies.#D.



Hydromorphone (C-II)# Incorrect.C-II drugs cannot be transferred.
#Reference:
* DEA Controlled Substance Act (CSA)
* 21 CFR §1306.25 - Prescription Transfers

144. Frage 
Which DEA schedule contains substances with the least potential for abuse?

A. Sch. 2
B. Sch. 5
C. Sch. 4
D. Sch. 1

Antwort: B

145. Frage 
Which route of administration has the quickest onset of action?

A. PR
B. IV
C. IM
D. PO

Antwort: B

Begründung:
IV goes directly into the bloodstream. No first -pass effect.

146. Frage
......
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