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PRE-TEST QUESTION 1

What standards apply to patient specific sterile compounding

performed in Kansas pharmacies?

A. USP 797, CGMP, Section 503A of FDCA, Section 503B of FDCA
B. USP797and CGMP

C. USP 797 and Section 503A of FDCA

D. USP 797 and Section 503B of FDCA
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DISCLOSURES

Faculty
Katie Allen, faculty for this activity, has no relevant financial

relationship(s) with ineligible companies to disclose.

Katie has been a KPhA board member since August 2025. The
opinions expressed in this presentation are those of the
presenter and not necessarily those of the KPhA.

Planners

None of the planners for this activity have any relevant
financial relationships with ineligible companies to disclose.
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PRE-TEST QUESTION 2

The Kansas Board of Pharmacy has fully adopted the USP 795 &
797 with no exemptions effective July 1, 2026

A. True

B. False




Kansas Pharmacists Association // 2026 Annual Meeting & Trade Show

PRE-TEST QUESTION 3

You dispense a prescription for a conventionally manufactured topical
cream requiring reconstitution of powder and mixing using a pre-supplied
stirring tool. Following the directions contained in the manufacturer
approved labeling is not subject to USP 795.

A. True

B. False
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BACKGROUND
®

June 1, 2019 March 12, 2020 May 14, 2022

Revised <795> & <797> published in Appeals panel issues decisions Compounding Expert Committee
USP-NF status update — received >1400
comments from 350 organizations

_—_—_%

Sept 23, 2019 May —Nov 2020

Revised <795> & <797> postponed USP stakeholder engagement &
open forums
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OBJECTIVES
PHARMACISTS AND TECHNICIANS:

Recognize the compounding standards that apply to Kansas
pharmacies

Identify resources and methods to complete USP 795 or 797 gap
analysis

Develop standard operating procedures meeting basic
compounding standard requirements
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BACKGROUND

USP <795> and <797>
* Updates made final and published

November 1, 2022 with November 1,
2023 effective date

* Kansas compounding regulations not

aligned
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EXAMPLE: USP 797VS. KANSAS REG BACKGROUND

1.3 Immediate-Use CSPs 68-13-4 Sterile Preparations USP 795 & 797

Administration begins within 4 h Immediate use means... a sterile * Kansas Compounding Coalition formed late 2024 @

following the start of the preparation is compounded pursuant » Convened experts from across the state in all practice ~

preparation. to an order in a medical care facility settings (Clrc%g
for administration to the patients * Recommended adopting USP 795, 797, and 825 by statute

within one hours of the start of

compounding...

= _— 10

Kansas Pharmacists Association // 2026 Annual Meeting & Trade Show , -
! mad (G no 'ng YA a, KS Kansas Pharmacists Association // 2026 Annual Meeting & Trade Show

KANSAS HOSPITAL ASSOCIATION KHA COMPOUNDING SURVEY THEMES
COMPOUNDING SURVEY

Developed with KHA Member November 19 -
input from: Hospitals December 1, 2025
Resources SOPs Training Infrastructure

10 4 res p on d ents staffing implementation Education

Kansas Compounding 125 hospitals/health

Coalition systems

30% indicated concern
about Kansas BOP
Pl Sy adopting USP chapters

Kansas Council Health 795, 797, and 825

Kansas Board of

Rural Hospitals Future USP changes

System Pharmacy
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KHA COMPOUNDING SURVEY HOUSE BILL 2068

Resources that would be helpful K.S.A. 65-1637e Compounding of drugs and
— - distribution of compounded drugs amended to read:

Mi nim um Toolkit or checklist * (a) The compounding standards established by the general chapters
‘ requirements 795 pharmaceutical compounding-nonsterile preparations; 797
‘_ —_ | — pharmaceutical compounding-sterile preparations; and 825
Workflow/pathway Mini-gap analysis radiopharmaceuticals...published by the United States pharmacopeia
} template template and its referenced companion documents in effect on the effective

date of this section are hereby adopted.
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HB 2068 HB 2068

K.S.A. 65-1637e amended to read: K.S.A. 65-1637e amended to read:

* (b)The board may adopt rules and requlations governing proper * (c)This section shall be a part of and supplemental to the pharmacy
compounding practices and distribution of compounded drugs by act of the state of Kansas.
pharmacists and pharmacies and establishing exemptions or waivers * (d)This section shall take effect and be in force on and after July 1,
from the requirements set forth in subsection (a). 2027.

— —
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AN ACT conceming health and healthcare, relating to pharmacy: adopting
the United States phamacopeia compounding standards under the
he state of Kansas; amending K.S.A. 651637

NOW WHAT?

6 Be it enacted by the Legislature of the State of Kansas
7 Scctionl. KS.A 651637 is hereby amended to read as follows: 65-
8 1637 (a) The compounding standards established by the general
9 chapters 795 pharmaceutical compounding - nonsterile preparations; 797
; spounding - sterile  prey and 8§25
1] Is - p
12 repackaging published
13 referenced companion d
14 section are hereby adapted.
15 (b} The board-shel may adopt rules and regulations governing proper
16 practices and d of drugs by
17 pharmacists and pharmacics and establishing cxemptions or waivers from
18 the requirements sct forth in subsection (a)
19 @ic) This section shall be & part of and supplemental to the
20  phammacy act of the statc of Kansas.
21 (d) This scction shall iake effect and be in force on and
20.

. ding, dispensing and
United States pharmacopeia and  its

ents in effect on the effective date of this

July 1.

c. 2. K.S.A. 65-1637¢ is hereby repealed
24 Sec. 3. This act shall take cffect and be in force from and after its
25 publication in the statute book.
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COMPOUNDING REQUIREMENTS

® Compliance with chapters 797, 795, and 825 is
enforceable by the FDA as cited in the FDCA, section
503A

® USPvs CGMP
* Not subject to CGMP if the following conditions
are met as a 503A:

* Compounding for patient-specific
prescriptions \

* Using bulk drug that has a USP/NF
monograph, is FDA approved, or appears on \
the FDA 503A bulk drug list

* Not regularly compounding drugs that are
essentially copies of commercially available
drug product

MINIMUM STANDARDS

CDC Archive

@ €DC Archive Home

Multistate Outbreak of Fungal Meningitis and Other
Infections

More Detais

print

ctober 30, 2015 further updates to the case counts are not anticipated at this time.

On October 30, 2015, CDC updated its web resources for
patients and clinicians, Patients aflected by Lainted steroid
injectians from the New England Compounding Center
« Infection: Funy
continue to receive treatment for thei Infections andt e [oebmet
tomoni Al + Faclity Type: Inpatlent and Outpatient
relevant materials for pas clnicians concerning the
of fungal
are lacated on this page.
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Immediate Use
* No more than 3 sterile products, 4 hour beyond use date

 Typically segregated compounding area
¢ 12 hour BUD

USP 797
CATEGORIES

e Cleanroom suite
¢ Extended BUDs

e Sterility & endotoxin testing
¢ Extended BUDs
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Cleanroom Suite* Segregated Immediate Use
Compounding Area Counter

Primary Engineering
Control

Secondary Yes No No
Engineering Control

Max BUD 10 days 24 hours N/A
Refrigerated
Max BUD Room 4 days 12 hours 4 hours
Temp

*No sterility testing and only sterile components

21
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Cleanroom Suite* Segregated Immediate Use
Compounding Area Counter

Primary Engineering
Control

Secondary Yes No No
Engineering Control

Max BUD 10 days 24 hours N/A
Refrigerated
Max BUD Room 4 days 12 hours 4 hours
Temp

*No sterility testing and only sterile components
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OLATHE HOSPITAL
CLEANROOM

23
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IMMEDIATE USE COMPOUNDING
REQUIREMENTS

Aseptic Technique Training & Competency

* SOPs

Not more than 3 sterile products

* Multiple vials of the same medication = 1 product

Administration must begin within 4 hours

* Appropriate labeling required if not administered by preparer

No hazardous

* USP 800
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OLATHE HOSPITAL PHARMACY JOB AID

Immediate Use Compounding (IUC)

WHEN TO CLEAN WHEN TO CHANGE GLOVES
Purple Top Sani-Cloth Wipes « After cleaning with Purple Top Sani-Cloth Wipes

NG  Anytime you step away from the IUC Area
“ . « Anytime there is a hole or tear in gloves

Beo . . « Anytime gloves become contaminated (e.g., drug
o Requires 2-minute ¢
residue, ink from supplies)
@ Contact Time &
e, /\// N

« Initial Clean
« Every 30 minutes throughout Continuous SANITIZE GLOVES

Compounding

OLATHE HOSPITAL
‘STAT COUNTER’

o Use sterile 70%IPA spray
Prosat Wipes * Between each compound

 Between EACH compound

25
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RECONSTITUTION PER PACKAGE-
INSERT INSTRUCTIONS

- This is NOT considered immediate-use
compounding and is NOT subject to USP Category e
requirements

- Caution! Immediate Use

- IV push antibiotics

®,
—~

Audience Survey
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USP 795

In Scope

All persons who prepare

compounded nonsterile

preparations and all places where

CNSPs are prepared.

Out of Scope

* Splitting tablets

Jg

* Reconstitution of conventionally

manufactured nonsterile product

following approved labeling
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USP 795 KEY CHANGES

Compounding
Categories

Simple, moderate, and
complex compounding
categories have been

eliminated

BUDs

Dosage form,
compounding
conditions, and water

activity

Master Formulation
Records &
Compounding
Records

Must be created for all

CNSPs
IS

é: * FDA approved compounding kits
Qe following PI
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READY TO
ADOPT?

August 26

USP 795 NEW REQUIREMENTS

* Designated person
* Training & competencies with defined freguencies
* Hand hygiene and garbing

* Designated compounding area g:
* Visual inspection prior to release s0-
+ Standard operating procedures ’/—7
@®® -
{ v
0P
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WHERE TO START EXAMPLE GAP ANALYSIS

| Compliance
" | Inpatient Care
a"b Practticners {ves, No, N/A)gy

Gap Analysis ‘
/ \ USP <797> Gap Analysis Tool
» Current state vs. where to go = tn

USP 797 de eribes the minimum standards for compoundad starile praparations (CSPE}for

\ / * Identify risks and set priorities oreids persennelvith ted ebjecivs v e compouning
@ k * Excellent student project! 1) misbialcontamination nr

L Introduction and Scope
3)variability from the intendad strangth of corract ingradiants,
4 physical and chemical incompatibilities.

53 chemical and physical contaminants. and/or

6) use of ingredients of Inappropriate

Undaritand definition of sterile compo
applicable to practices

F10 daterming in scope versus out of 5<ope &
LLLCSPs Atfected 8 v P

o bringin-scope/revised activities to
LLLCSPs atfected [complianca forthe requirements of cos
Juse 797 definition

ounding of CsPs for human and animal drugs [see

stirile compounding listed box 7.
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STANDARD OPERATING USP 797 REQUIRED 50OP5
PROCEDU RES Personnel Facilities & Engineering Controls

Garbing & hand hygiene Cleanroom operations
Competency assessments Pressure differential checks
Media fill & gloved fingertip testing Hood certification and use

Aseptic technique Environmental monitoring
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Augus

USP 797 REQUIRED SOPS USP 795 REQUIRED SOPS

Compounding Activities Quality & Cleaning Personnel Compounding

Receiving & storing components Cleaning and disinfecting schedules Garbing & hand hygiene Designated area

Use of hoods Incident reporting and corrective Training Storage & temperature control
Aseptic manipulations actions Competency assessments Equipment

Labeling, documentation, and BUD Equipment maintenance Components, receipt, and disposal
assignment Validation of processes @ Master formulation record

Labeling

Final verification and release
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August 2

USP 795 REQUIRED SOPS STANDARD OPERATING PROCEDURES

Quality Assurance & Control Packaging & Transporting
Complaint handling Describe packaging
Adverse event reporting Modes of transportation, special

handling, and temperature

monitoring required
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POST-TEST POST-TEST

1. What standards apply to patient specific sterile 1. What standards apply to patient specific sterile
compounding performed in Kansas pharmacies? compounding performed in Kansas pharmacies?
A. USP 797, CGMP, Section 503A of FDCA, Section 503B of A. USP 797, CGMP, Section 503A of FDCA, Section 503B of
FDCA FDCA
B. USP 797 and CGMP B. USP797and CGMP
C. USP 797 and Section 503A of FDCA C. USP 797 and Section 503A of FDCA
D. USP 797 and Section 503B of FDCA D. USP 797 and Section 503B of FDCA

Kansas Pharmacists Association // 2026 Annual Meeting & Trade Show , | 2 KS Kansas Pharmacists Association // 2026 Annual Meeting & Trade Show , .,

POST-TEST POST-TEST

2. The Kansas Board of Pharmacy has fully adopted 2. The Kansas Board of Pharmacy has fully adopted
USP 795 and 797 with no exemptions effective July 1, USP 795 and 797 with no exemptions effective July 1,
2026. 2026.

e True e True

« False * False
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POST-TEST POST-TEST

3.You dispense a prescription for a conventionally
manufactured topical cream requiring reconstitution
of powder and mixing using a pre-supplied stirring
tool. Following the directions contained in the
manufacturer approved labeling is not subject to USP

3.You dispense a prescription for a conventionally
manufactured topical cream requiring reconstitution
of powder and mixing using a pre-supplied stirring
tool. Following the directions contained in the
manufacturer approved labeling is not subject to USP

795- 795-
* True * True
« False * False
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REFERENCES THANK YOU!

United States Pharmacopeial Convention. General chapter <797> pharmaceutical compounding —
sterile preparations. USP-NF 2023, Issue 1, November 1, 2022, official as of November 1, 2023.
. United States Pharmacopeial Convention. General chapter <795> pharmaceutical compounding —

Questions?

nonsterile preparations. USP-NF 2023, Issue 1, November 1, 2022, official as of November 1, 2023.

You can reach me at CollectYour CE

https://www.usp.org/compounding/previous-important-797-updates The Lecture Panda
Katie Allen code for this session is:

United States Pharmacopeia (USP). (2022, May 14). Previous important updates.

Kansas State Board of Pharmacy. (n.d.). Kansas pharmacy practice act.
https://www.pharmacy.ks.gov/home/showpublisheddocument/8094/639196574843070000 ktoliver@ kumc.edu
All course credits from this

conference must be submitted by
Oct 28", 2026




