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Education as a provider of continuing pharmacy education

What is the USP?

The United States Pharmacopeia and The
National Formulary (USRNF) is a compilation of
drug monographs, biologics, medical devices,
dietary supplements, reference tests and
standards, and standards for compounding of
sterile and non-sterile drug preparations.

Who uses the USP?

USH NFis recognized by law and custom in
many countries throughout the world. In the
United States, the federal Food, Drug, and
Cosmetic Act (FD&C Act) defines the term

fof ficial <c¢compendSRtmo a:

official MF, or any supplement to them. FDA
may enforce compliance with official
standards in USA NFunder the adulteration
and misbranding provisions of the FD&C

What is the PURPOSE of
<797>7

ATHE INTENT OF <797> IS TO PREVENT HARM
AND FATALITY TO PATIENTS THAT COULD
RESULT FROM MICROBIAL CONTAMINATION
(NONSTERILITY), EXCESSIVE BACTERIAL
ENDOTOXINS, LARGE CONTENT ERRORS IN
THE STRENGTH OF CORRECT INGREDIENTS,
AND INCORRECT INGREDIENTS IN
COMPOUNDED STERILE PROD
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Who does <797> apply to? USP 797

The standards in this chapter are intended to Compliancewith USP 797 is our DUTY
apply to all persons who prepare CSPs and all because:

places where CSPs are prepared

Personswho perform sterile compounding
include pharmacists, nurses, pharmacy It improves the health and well

technicians, and Physicians. being of our patients

USP 797 Al so Who is effected by 7977

. . .. A Type of Facility Operations
Is recognlzed by Joint Commission as a
T Hospital Pharmacy

Afval uabl e s ed_contbefnpogany [ i Hom e fusion
consensusbased safe practicesd that i Retail Pharmacy
d b b . f bl h i Clinic
escribes a best practice for establishing i Specialty
safe processes in compounding sterile i Nuclear pharmacy

A . S Compounding
medi cati onso

A Health Practitioner  Facilities

1 Ophthalmologist
i Oncologist
i Dermatologist




PHARMCON

www.FreeCE.com

Page 3

USP 797: A Road to Compliance

© 2010 Pharmaceutical Education Consultants, Inc. unless otherwise noted. All rights reserved.
Reproduction in whole or in part without permission is prohibited.

How does <797> EFFECT
compounding
practices in our daily routine?

How well maintained is the
work space?

AAre thi ngs organi zed

ADoes everything work?

Als there enough work space?

Work Environment

Look in the Refrigerator:

i opened , undated and non -initialed Single Dose Vials
(SDV) and Multiple Dose Vials (MDV)

i food or other prohibited items
i Temperature log

Look around the sink and work area:

i hand washing supplies
i Hotand cold running  water ?

Work Environment

Al's there a lot of cardboard
around?|

A Proper cooling capabilities

A waste and Sharp disposal
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Do you like a clean area when

Work Environment
you cook?

AiBusted Stuff oro Expi

AGauges | t thessame idea for compounding

sterile products!!
ATemp recording

AHood certification stickers

Compounding Sterile Products Sterility

Definitions

Type of CSPs

i Sterile: When something is sterile it is free of any viable
organisms.

i PCA i Sterilization: Any physical or chemical process which destroys

" q all life forms, with special regard to microorganisms and
Inhalation inactivates viruses.

T TPN

i Eye Drops Three methods used :
i Large and small volume drugs for infusion

i Hazardous drugs for infusion (e.g.. Chemotherapy) 0 (g

1 Filtration (0.22 micron filter )
i Chemicat Gaseous or liquid sterilants




PHAR‘MCON Page 5

www.FreeCE.com

USP 797: A Road to Compliance

© 2010 Pharmaceutical Education Consultants, Inc. unless otherwise noted. All rights reserved.
Reproduction in whole or in part without permission is prohibited.

Personnel Training and
Garbing Personnel Garbing for Sterility

ersonnel must receive appropriatetraining.
Ap | t ppropriate i g. All
personnel entering controlled areas must perform hand A Hair net

hygiene and garbing Procedures A Beard cover and face mask
A Gown

A Gloves

A Shoe covers

A Make up or Jewelry

A Only possible exception for garbing is for Isolators

Sterility £y Sterile product production

The ante -area or room is where personnel hand hygiene and garbing
procedures, staging, order entry, CSP labeling, and other high particulate
. . i i generating activities are performed.

Hand hygiene is often described as the single most

important way to reduce the risks of transmitting germs This room leads into the sterile IV and compounding room. This transition
room needs to be an ISO 8 or better approved room that is pressurized to

i anti -microbial soap move particulate filled air through HEPA filters.
The sterile IV products should be mixed in a positive pressure room AND in

T Atleasta 30 -second hand and arm wash is required with a alSO 5 or better approved hood

hands free sink

. X FOR CHEMOTHERAPY:
T Rings/jewelry must be removed
T Anegative pressure hood that is vented to the outside is needed that is ISO 5 or
better /N a negative pressure room
T (SEE TABLE 1 for ISO specifications
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An example of a Sterile Compounding Conditions
PrOd UCt FaCilIty CSP MICROBIAL CONTAMINATAION RISK LEVELS

IMMEDIATE USE CSP:

Simple transfer of not more than 3 commercially manufactured packages of
sterile nonhazardous products. The compounding procedures is a continuous
processnot to exceed 1 hour.

CSPshall bear a label with patient identification information, and the names and
amounts of all ingredients

ALLERGEN EXTRACTS
Jviprep [
o I Allergen extracts as CSPs areNOT subjectto the personnel, environmental, and
el storage requirements for all CSPMicrobial Contamination Risk Levelsin this
chapter. But certain requirements DO NEED to be met. SeeUSP <797> for
complete specifications

10'-& 3/4"

Compounding Conditions

Compounding Conditions

MEDIUM -RISK LEVEL

LOW-RISK LEVEL All conditions apply as listed under low-risk level

Compounding involves only transfer, measuring, and mixing manipulations
with closed or sealed packaging systems

Manipulations are limited

Multiple individual or small doses of sterile products are combined or pooled
to prepare a CSP

Complexaseptic manipulations other than the single-volume transfer
Requiresunusually long duration

The sterile CSPs do not contain broadspectrum bacteriostatic agents

In the absence of a sterility test, periods cannot exceed the following:

A 1S0 Class 5 (Class 100) conditions

A transfer , measuring, and  mixing manipulations with closed or sealed
packaging systems

Manipulations are limited to aseptically opening ampule , penetrating sterile
stoppers on vials with sterile needles and syringes and transferring sterile
liquids in sterile syringes to sterile administration devices and packages of
other sterile products

ToTo oo PoTw  Io I

(il e C Ry SSEilly (EEt (EEEs @ @ i i Beforeadmi ni str at iae properly stared a8 &exposed for not more than 30

following t i me periods Before admi npropetlystwred on, hours at a controlled room temperature, for not more than 7 days at a temperature, and for
and are exposed for not more than 48 hours at a controlled room 45 days in solid frozen state at i 20 degrees or colder

temperature , for not more than 14 days at a cold temperature,
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Compounding Conditions USP <797> Cabinets/Hoods

HIGH -RISK LEVEL

Non -sterile ingredients are incorporated or a non -sterile device is
employed before terminal sterilization

Sterile ingredients, components, devices and mixtures are exposed to air
quality inferior  to ISO Class 5 (Class 100)

Non -sterile preparations are exposed for not more than 6 hours before HOW do we Work ase ptlcal Iy In

being sterilized, terminally sterilized but not tested for bacterial
endotoxins the hood?

Chemical purity and content strength of ingredients meet their compendial
specifications in  packages of bulk ingredients

No broad -spectrum bacteriostatic agents, and are administered ~ over
several days. Inthe absence of a sterility test, periods cannot exceed the
following

Before admi ni str at i oareprdpérle s@Brédaadsare exposed for not
more than 24 hours at a controlled Toom temperature , for not more than 3 days
at a cold temperature, and for 45 days in solid frozen state at 1 20 degrees or
colder

Facility design and
environment control

Utilizing unidirectional airflow

AFirst Airo
A First Air Zone - Nothing between the HEPAfilter and the
critical compounding zone A the air exiting the HEPA filter in a unidirectional airstream
and is virtually free of particulate contaminants.
A Zone of Confusion - Turbulent area downstream of an
obstruction A Al critical manipulations must be carried out in the
unobstructed
A unidirectional airflow ifirst .airo zone

A Proper product and process placement
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Proper hand placement Quality Assurance of Sterility
permits first air ru Filtration

H : P H A Size and configuration of filtration devices should
De—actlvatlng mlcroorganlsms accommodate the volume being filtered to permit complete

filtration without clogging.

T Heat A Filter and housing should be physically and chemically

T Moisture : cqmpatibl_e with the product to be filtered and capable pf
) N N withstanding the temperature, pressures and hydrostatic
i Autoclaving i i ; stress imposed on the system.

Filtration con Policies and procedures

A Filtration removes microorganisms and patrticles larger
than 0.22 microns Acommunicatesinformation

AFacilitates continuity

A . ) . ) - AAidsin audit and peer review activities
Filtration is the method of choice for heat sensitive Almproves likelihood that Standard Operating procedures are

liquids followed
Adata for benchmarking
A sterilizer filters should be validated by the manufacturer ADocuments regulatory compliance
and document e dCertificatetoffPerformantet e AProvides data valuable in cost evaluations
for filter AActs as the best witness in a court ofaw
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Documentation

i sndét written.down,

i s ndorectlyy it stilt ¢ iechn @to wma p

3. Dondét forget rules 1 2

4. Do you have:

i Correct form
i Complete legible and readily accessible

Compounding Area: Personnel
Training & Evaluation

NEUNGIEIRSIE

i Proper cleaning procedures
i Isolated cleaning equipment
i Documentation

Facility Staff - Regularly Scheduled Training 1

i Daily calibration

i Properuse

i Documentation

i Competency Evaluation of Garbing

i Competency Evaluation of Cleaning/Disinfecting Procedures
i Competency Evaluation of Aseptic Work Practices

i Environmental Monitoring

Activities Needed for
Compliance

A Observe quality management system.

A Identify acceptable methods of compliance for
the following activities :

i Documentation of lot numbers, expiration dates
manufact oamer 6s

Activities Needed for Compliance
Please show me. . .

A Proper use of pharmacy equipment thru certification &
demonstration  of:

T Calibration of electronic scales, balances or compounding pumps
i I1SO Class 5 primary engineering controls
A The use of biological indicators

0.22 micron filters
Proper employee hand hygiene and garbing procedures

Remember é Document , Document , Documer
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Activities needed for compliance
Please show me. . . . In Summary. . .

Proper aseptic technique
Prlnel pl ceRlbi® MFl Fed . USP <797> HAS SPECIFI GUIDELINES
Identify three critical metrics necessary to ensure that quality is
being monitored
Documentation A Design of the Facility
Temperature logs A Environmental and Engineering Controls
Environmental Testing
Personnel Training and Competency Testing
A standard Operating Procedures and Documentation
Quality Assurance
Patient Monitoring and Adverse Events Reporting
Storage and Dating

Cleaning logs

Calibration records

Expiration date checks

Environmental Monitoring

Air sampling

Employee training records

Didactic training records and written tests
Psychomotor skill assessments

Aseptic media fill

Finallyeé. Frequently asked Questions

A Each chapter of the USP/NF is assigned a number. The . . .
general chapters that are numbered <1> thru <999> The fO”OWIﬂg slides will talk about

are enforceable by the FDA but statesto enforce the
practice of pharmacy. the (1_0) most commonly asked
guestions regarding USP 797

A Please refer to the USP online or hard-copy for the most
current and complete edition/revisions of <797>.
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Question #1

We are a privately owned physicians
office and do not have pharmacy or
pharmacist. We have (2) RN's that are
trained and certified to mix and give
chemo drugs. Do we have to follow the
USP797 guidelines?

Answer #1

If your institution prepares compounded sterile
preparations (CSPs) which meet the definition of
the specific categories described in USP797,
including hazardous drugs as CSPs, you must
comply with USP797. The standards are
intended to apply to all persons who prepare
CSPs and all places where CSPs are prepared
including physicians offices.

Question #2

Simple scenario of a nurse spiking a plain
commercially available bag of IV fluid (eg
NS) in a non-ISO 5 environment (eg OR
suite, medication room, etc). How long
can the infusion bag be hung assuming
controlled room temperature?

Answer #2

Sincethat activity is not considered
compounding, USP Chapter <797> is not
applicable. You can check with Nursing
and/or Infection Control in your hospital
regarding their policy on this activity. The
CDC has recommendations on how long
the tubing can be used (96 hours).
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Question #3 Answer #3

Is there a temperature guideline to meet There is no temperature guideline for
797 compliance in the clean room? clean roomsin USP 797 but based on
personal experience, 66F is an ideal
temperature for fully garbed employees.

Question #5 Answer #5

All cleaning tools, such as wipers,
sponges, and mops, are non shedding and
dedicated to use in the buffer or clean
area. Floor mops may be used in both the
buffer or clean area and anteroom area,
but only in that order. Most wipers are
discarded after one use.

When wiping down a laminar flow hood, are
there any specifications as to the type of
wipes that are allowed?
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Question #6

The enforcement of USP 797 falls to the
What are the fines or penalties for non State Boards of Pharmacy and fines and
compliance to USP 797 regulation? penalties are dependent on the state's
inspection process. There is no master
schedule of fines or penalties for
noncompliance at this time.

Question #7 Answer #7

A "compounded sterile preparation” (CSP) is defined in USP Chapter 797
as a dosage unit that

What is a "Compounded sterile preparation" 1) prepared according to manufacturer's labeled instructions;
according to USP Chapter 79772

2) contain non-sterile ingredients or employ non-sterile components and
devices that must be sterilized before administration; or

3) biologic, diagnostic, drug, nutrient, or pharmaceutical that possesses
either of the two previous characteristics and which include, but are not
limited to, baths and soaks for live organs and tissues, implants,
inhalations, injections, powder for injection, irrigations, metered sprays,
and ophthalmic and otic preparations.




