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standards emphasize the need for proper training, environmental contols quality control
LINE OSRdzNBa (G2 Syads2NB LI GASYydG al FSGe ¢

Ac¢ ITITN BN Az



Areas of JCAHO foci include:
GM® t SNEA2YYSEt YR ¢NIAYAYy3Y

Compounding staff must demonstrate competency through media fill testing, gloved
fingertip sampling, and written didactic testing.

Evaluation of hand washing and proper donning of personal protective equipment (PPE) is
also required.

2. Environmental Controls:
Compounding should occur in an ISO Class 5 or higher environment.

Primary Engineering Controls (PECs), such as laminar airflow workbenches, are crucial for
maintaining a sterile environment.

Facilities must adhere to air quality standards, including positive pressure in clean rooms
andanterooms and negative pressure for hazardous drug handling.

3. Compounding Process:

Lowrisk compounding involves simple transfers of sterile ingredients using aseptic
technique.

Medium-risk compounding utilizes aseptic technique for multiple transfers or multiple
doses for multiple patients.

The process must be in accordance with a licensed practitioner's prescription or medication
order.

Master formulas for nossterile compounding must include specific information like
ingredient names and quantities, stability data, and mixing instructions.

4. Quality Control and Beyordse Dates (BUDs):

Beyonduse dates must be assigned to compounded preparations, considering factors like
sterility, stability, and storage conditions.

Quiality control procedures are essential to ensure the accuracy and reliability of the
compounded product.
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5. Medication Security:

Medications must be stored securely to prevent tampering, theft, or diversion, in
accordance with laws and regulations.

Two patient identifiers should be used when administering medications.
6. Compliance and Certification:

Organizations can pursidedication Compounding Certificatidrom The Joint
Commission, which focuses on personnel, product, and environment standards.

This certification helps demonstrate a commitment to quality and safety in medication
compounding practices.

Compounding practices must also comply with state and federal laws and regulations.

By adhering to these requirements, healthcare organizations can minimize risks associated
with medication compounding and ensure patient safetgcording to the Joint Commission
(Joint Commission, 2023).

aSSey3ad NBIAdZANBYSylda 2F adGFaGS LIKFNXYFO& 062F N
/| 2YYAaaAz2y AyalLlSOez2yaod Il adzYYFENB 2F {GFdGS LK
F2dzyR dzaAy3d GKS AyuSNySid tAyl] o0St2s6Y

OKNRYS
SEGSYaAr2yYkkSTFIHARYOYYYYAODLIOI2LO3t Ot SUYRY | 2k K
KYSRALI ki 20k R2EOMESIN KO HKEKONTDBRpH nmT pa il 6 SpO2 YLR dzy

Who can be a designated person to repackage sterile medications under Joint
Commission guidelines?

GCKS W2AY(d /2YYAEAaA2YZI $KSYy adaNBSeAy3a F2N |
<797> (Sterile Compounding) compliance, requires that an organization designate one or more
individuals as a "Designated Person(s)" (DP) responsible and accountableduetbight of
sterile compounding activities, including the development of standard operating procedures,
training, maintaining an appropriate physical environment, and ensuring compliance with the
chapter, according to The Joint Commission.
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While apharmacists generally responsible for supervising all compounding, packaging,
and dispensing of drugs and biologicals, the DP is not explicitly required to be a pharmacist.

Instead,the organization determines who is qualified to serve in this role based on their
education, training, and demonstrated competennysterile compounding practices.

Therefore, depending on the organizational structure and the qualifications of the
individuals involved, a designated person could be:

A pharmacist [or]

A pharmacy techniciawith specialized training and demonstrated competency in sterile
compounding [or]

Other qualified healthcare professionalsth relevant education, training, and experience
in sterile compounding and adherence to USP <797> requirements.

Important considerations:

State and Federal laws and regulations: All compounding, packaging, and dispensing must
comply with applicable state and federal laws and regulations.

Competency Assessment: The organization must formally evaluate the competency of
individuals performing repackaging activities.

Training and Documentation: The designated person(s) is responsible for developing and
implementing training programs for staff involved in sterile compounding and maintaining
records of their qualifications and training.

Ly SaKSyW8xXyid /2YYAaaArzy SYLKIA&AAT SE GKS 2NAI
GKFG Fye2yS RSaA3ayIFIGSR (G2 20SNAES2 NI OR YILIERNA RN
KFa GKS ySOSaalNEB lijdad tAUOlea2yas GNYAYAY3IAI | YR
O2YLX Al yiGfte KIFyRfS (IKS2ST aliS/Sa A2 pLINRIOSEHSAES a®e N
/| 2YYA&aaAzy OAGSR K2aLMAdlFfta sla GKS F2fft26Ay3Y

ALy GKS AyFSOez2y O2yiNRf INBIX Kz2aLAdGrfa Ifa
F3a20AF0SR 6A0GK YSRAOIFf BINROWKRSYHRDOT RS A iy

/| 2Y&aARSNAY3I (KS UYyRAYy3Ia LINPOARSR Ay (GKAA R2(
NBfla@S (2 AyalyAaAiadlrNER O2yRAa2ya 0604SS AYyF2NX¥I o

Ac¢ ITIHN BN Az



AY ' {t Tt [/ SNb USSR pndLB yIRIGHENNBHOOA: NB T OAf Ao Sa
0SgSNI FfGSNYIa@S G(SOKy2f23ASa (G2 RRMBaa AyTS
LI O1F3Ay3 YR O02YLRdzyRAYy 3D

¢CKS F2ff2¢gAy3a aldl dSYSyda &adzyYYFENAT S 6KFG W2A\
AyalLlSOs2yada NBflFa@S (2 RNMHzZZ ad2N)r3IS LIN» Oa0Sa 0]

am® [0St AYy3a NBIdZANBYSyYy(a
Medications or solutions transferred to a different container must be immediately labeled.

Labels need to include essential information like the medication name, strength, amount,
diluent details, and expiration date/time.

Labels must be verified verbally and visually by two qualified individuals, especially if
administration is done by someone other than the preparer.

Unlabeled medications or solutions should be discarded immediately.
2. Sterile preparation and environmental controls
Repackaging typically occurs in controlled environments, often within a pharmacy.

Nurses generally focus on safe medication administration rather than extensive
repackaging.

Practices that increase the risk of errors, such as preparing large batches of syringes in
advance, are discouraged.

3. Storage and security
Medications must be stored securely to prevent issues like theft or diversion.

This includes securing controlled substances and following proper handling and disposal
procedures.

Nurses should adhere to established policiesnh@dication control from storage to
administration and disposal.

Special attention should be given to medibse vials, hazardous, and refrigerated
medications regarding labeling and expiration dates.
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In summaryWhile TJC standards don't outright ban nurse repackaging, they require it to
be done in a controlled environment with strict adherence to labeling, storage, and sterile
preparation guidelines. Nurse responsibilities primarily revolve arourel re&idication
administration, with extensive repackaging typically managed by pharmacy staff or designated

personnel &
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Medical

Product Design and
Performance Advantages

Supor® and Versapor® are both compatible with
Gamma and Ethylene Oxide sterilisation methods

e Choice of pore sizes enables retention of particles
bacteria and fungi

¢ Range of inlet and outlet luer connectors and
housing colors available

Customer Qualified Applications
* Pharmacy Admixture

¢ Small Volume Sterilisation

¢ Low volume pain control

* Low volume injectables

Product Specifications

Materials of Construction

Filter Membrane: Supor Polyethersulfone, Versapor
Acrylic Copolymer membrane and Polyester Screens
Filter Housing: Modified Acrylic

Biological Safety

Materials of construction have been evaluated in
accordance with United States Pharmacopeia (USP)
Biological Reactivity Tests, In Vivo <88> (USP Class
VI-121 °C Plastic tests) and/or relevant sections of the
ISO 10993 series of standards.

Material Content Declaration
Materials of construction do not contain:
- Natural latex or latex derivatives
- PVC or hydroxyvinyl chloride
- DEHP- Diethylhexylphthalate
- BPA - Bisphenol A
- TSE - Transmissible spongiform encephalopathy
- BSE - Bovine spongiform encephalopathy

Effective Filtration Area/ EFA
Approx. 2.8 cm?

25 mm Acrylic Fluid Filter

23mm

Pyrogenicity

< 0.25 EU/mL using the LAL test method
Inlet/Outlet Connectors

FLL: Female Luer Lock

MLL: Male Luer Lock

MLS: Male Luer Slip

Water Bubble Point
Supor Membrane: 0.2 um: > 3.1 bar (46 psi)
5.0 pm: > 0.2 bar (3 psi)
Versapor: 5.0 um: = 0.034 bar (0.5 psi) (= 1.0" Hg)
Retention properties
0.2 ym Supor membrane is retentive of B.diminuta
and meets requirements for a sterilizing grade filter per
modified ASTM F838-15a test methods

Sterilization Compatibility
Ethylene Oxide or Gamma irradiation

Water Flow rate
Supor Membrane: 0.2 um: = 180 mL/min at 3.1 bar (45 psi)
5.0 um: = 1500 ml/min at 3.1 bar (45 psi)

Versapor: 5.0 um: = 970 ml/min at 3.1 bar (45 psi)

PROTECT WHAT MATTERS - EVERY DAY
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SYRIKIT [ ersraion
Convenience Kit

Thorne Medical, Inc.

DBA AseptiKits, LLC

101 N 700 W

North Salt Lake, UT 84054-2736
USA

Email: sales@aseptikits.com
Phone: 844-863-5170

Intended Use

@ AseptiKits’

YHG6e2 | 131

Symbol Definitions

Attention, See Sterile by Single Use
A Instructions For Use STERILE Ethylene Oxide ®

ggs’t‘eﬁ‘wlize

Do Not Use If Lot Use By
@ Package is Damaged Number g

REF Reorder

For Use By or on the Quantit Manufactured
RCONLY  Greer of  Gualfed @ Y “ b

Number Prescribing Clinician Y
Pyrogen [ DEHP [  Not Manufactured With =] Patent
Free \Free/ Free Natural Rubber Latex Information
yﬂwmn o,

USP 797
COMPLIANT

CLOSED-SYSTEM

(ONNFERIOg

STERILIZATION

Y 4
" om0

Bonina

PALATECHNOLOGY

SyriKit Syringe Sterile Preparation Convenience Kit is
intended for the preparation of sterile-filled syringes.

Description

SyriKit Syringe Sterile Preparation Convenience Kit
includes sterile syringes inside a header bag. The
header bag features an integrated 0.22 micron
sterilizing-grade filter to sterilize fluids as they enter the
kit and syringes. Syringes are capped prior to opening

the header bag to maintain sterility.

Kit Contents
header bag

Luer adapters
sterile syringes
syringe caps
cap holder

Warnings

integrated 0.22 micron sterilizing-grade filter

Visually inspect the header bag and filter seal.

1
2. Do not use if damaged.

3. Do not exceed 75 PSI (5.2 Bar).
4. Single-use. Do not reuse.

5

Follow institutional protocols for cross-contamination
from penicillin and related agents, mutagenic agents,
drugs with narrow therapeutic indexes, and high

potency drugs.

6. Verify filter patency with a bubble test after syringes
are filled. Do not use syringes if the filter fails a

bubble test.

Cautions

1. Do not use SyriKit Syringe Sterile Preparation

Convenience Kit near sharp objects.

2. Do not apply excessive force while injecting fluids

through the syringe filter.

3. Assure that syringe caps are securely affixed after

press fitted on each dose syringe.

=] Patent
E Pending

Always follow institutional protocols relative to patient
and care giver safety.

Do not attempt to disconnect pre-assembled
components except as instructed.

When compounding multiple solutions, thoroughly
mix all solutions before dispensing through the filter
and into individual dose syringes to assure
concentration integrity.

Store preparations in compliance with FDA guidance
or USP Chapter 797.

Instructions for Use

10.
11.

12.

13.

14.

15.
16.

Unfold the kit onto a flat, clean surface.

Inspect the header bag and filter seal for damage.
Do not use if damaged.

Draw a volume of drug into an external source
syringe and connect it to the filter.

Prime the filter assembly.

Move a syringe to the filter location with the cap near
the cap holder.

Insert the cap into the cap holder and remove the
cap.

Connect the syringe to the filter assembly.

Fill the syringe as prescribed.

Remove the syringe from the filter assembly and
cap.

Remove the cap and syringe from the cap holder.
Move the filled syringe away from the filter assembly
for ease of use.

Prepare the next syringe, repeating steps 5 through
11 for each syringe.

Fill the internal large volume syringe last to store any
remaining drug.

Verify filter patency with a bubble test after syringes
are filled. Do not use syringes if the filter fails the
bubble test.

Open the header bag and remove the syringes.
Label and store the syringes as per institutional
protocol.

*AseptiKits, the heart design, PALA and the PALA design are trademarks or registered trademarks of AseptiKits, LLC.

©2025 AseptiKits, LLC. All rights reserved.
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*
1mL Syringe
Sterile Preparation
Convenience Kit

( § ' AseptiKits’ 1mL Syringes
5 P

SYRIKIT

~ (QTY: 20)
REF 01 03'001 SKU 0103-001-01

N

USP 797
COMPLIANT
O

CLOSED-SYSTEM
FILTER
STERILIZATION

A@

@ :%{ R¢ ONLY
’VEM/ e —
ol
PALA TECHNOLOGY \_Info_/

AseptiKits, LLC
101 N 700 W Ste A
North Salt Lake, UT 84054
844-863-5170
www.aseptikits.com
8 9

Sterile Barrierz, MTI, Inc.
@ 101 N 700 W Ste A
North Salt Lake, UT 84054

Donypna

50066103120

Made in USA.

GTIN: 00850066031209
LOT: ------ EXP: 2028-01-30

(01) 00 2 )0 17) 20280130

850066031209( 10) 00000( 17) 20
*AseptiKits, the heart design, SyriKit and the SyriKit design are trademarks or
registered trademarks of AseptiKits, LLC.
©2025 AseptiKits, LLC. All rights reserved.
AseptiKits, LLC is a wholly-owned subsidiary of Thorne Medical, Inc.
SP0116-012 Rev. B
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1. PURPOSE/SCOPE

AseptiKits developed a unique system for filling autologous serum eye dropper bottles within a
closed system and seeks confirmation that this kit complies with standards within USP <797>
Pharmaceutical Compounding — Sterile Preparations.

2. BACKGROUND
PALA 12 CONVENIENCE KIT

AseptiKits developed unique serum eye dropper convenience kits. The Portable Aseptic Level
Assurance (PALA 12) Convenience Kit allows clinicians to process autologous blood serum eye
drops in a portable closed system sterile environment. The kit consists of a pre-sterilized bag
containing trays, ophthalmic dispenser bottles, caps, syringes, a ratchet for securing the caps to
the filled bottles, and two filters in series (Figure 1).

Figure 1: PALA 12 Convenience Kit

Clinicians transfer the collected serum samples to the kit using the provided syringe. The sample
passes through two filters that are attached to the bag and is collected within the ophthalmic
dropper bottles. Caps are placed on the bottles and secured in place using the provided ratchet.
Once all bottles are filled, capped, and tightly closed, the bag is then opened (breaking the seal of
the sterile environment) for retrieval of the bottles.
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Previously, the kit consisted of two 0.22-micron filters that were used in series within the closed
system. The design has recently changed to one 0.8-micron filter on top (for removal of
particulates) and a 0.22-micron sterilizing grade filter on the bottom (for removal of
microorganisms). In the event that the 0.22-micron filter becomes clogged during filling of the
bottles, AseptiKits recommends the clinician use another kit to continue processing the
autologous serum samples.

ALADROP CONVENIENCE KIT

The Aseptic Level Assurance (ALAdrop) Convenience Kit is also a closed bag system which
consists of a pre-sterilized bag containing a tray, ophthalmic dispenser bottles, caps, syringes, a
ratchet for securing the caps to the filled bottles. Unlike the PALA-12 however, the ALAdrop kit
utilizes one 0.22-micron sterilizing filter (Figure 2). ALAdrop is intended for use in mixing
pharmaceutical drugs and enables clinicians to prepare sterile eye drops outside of a clean room
or laminar flow hood, for treating specific eye issues.

Figure 2: ALAdrop Convenience Kit

The procedure for using this kit is similar to that for PALA-12. The collected serum sample is
transferred to the kit using the provided syringe. The sample passes through the sterilizing filter
that is attached to the bag and is collected within the ophthalmic dropper bottles. Caps are placed
on the bottles and secured in place using the provided ratchet. Once all bottles are filled, capped,
and tightly closed, the bag is then opened (breaking the seal of the sterile environment) for
retrieval of the bottles.

As of March 11, 2024, and as discussed in AlvaMed’s Regulatory Analysis Report (Rane et al.
2023), there remains no FDA product classification for these types of convenience kits
(ALAdrop, PALA-12), and as such, are exempt from premarket notification for devices (refer to:
FDA’s Product Classification Database).
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3. COMPLIANCE WITH USP <797>

This paper will discuss ALAdrop and PALA 12 kits in the context of the following sections of
USP<797> for compounded sterile preparations (CSPs):

e Ethylene Oxide (ETO) Gas Sterilization/Sterility Testing
ETO sterilization is a common method of sterilizing medical devices that uses a
combination of vacuum, humidity, gas, and temperature to inactivate microorganisms.
Typically, the temperatures utilized are lower than what would be required for other
terminal sterilization processes, thereby making ETO sterilization a viable option for
items that are moisture and/or heat sensitive.
AseptiKits uses a third-party facility for ETO sterilization of their kits, and the
sterilization process has been validated at that site. Using the validated sterilization cycle
(time, temperature, humidity, vacuum), the bags are consistently sterilized prior to
shipment to testing sites or other facilities. Biological indicators utilized during the
sterilization procedure demonstrated the lethality of the cycle (Nelson Labs STP0079).
Further, sterility testing of the kits afterward, using the method in USP <71>, confirmed
that the kit has been adequately sterilized (Rane et al. 2023-attachment 9).
ETO sterilization is known to leave behind trace amounts of residue. It is standard
practice that, following exposure of an item to the ETO gas for a specified amount of
time, the chamber containing the sterilized item is aerated to remove traces of the ETO
gas. It is important to monitor any residue and potential impact to the end user of the
sterilized item.
Aseptikits sponsored a study to measure the levels of residual ETO on their sterilized kits.
The test was conducted under GMP regulations, and each sample was tested for ethylene
oxide and ethylene chlorohydrin, as noted in the lab report (Slaba 2024). The report
shows little to no residue was found following extractions at various timepoints.
Therefore, it is not anticipated that residual ETO would have an impact on the end user or
function of the kit.

e Filter sterilization/filter validation
Once the kit has been sterilized using ETO, the interior environment of the bag must
remain sterile for the duration of serum processing.
The serum is transferred to the bag using a syringe and enters the bag via the attached
filters (Figure 1 and Figure 2). For the PALA-12, the first filter that the serum passes
through has a pore size of 0.8 microns for removal of particulates. The second filter
(attached in series) has a pore size of 0.22 microns, which is a sterilizing grade filter. The
ALAdrop has one 0.22-micron sterilizing grade filter. This is critical for maintaining a
sterile environment within the bag.

The 0.22-micron filter was validated as capable of retaining a microbial challenge of
> 1 x 10" colony forming units (cfu) for all samples tested (Saunders 2016). The use of a
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0.22-micron sterilizing grade filter within a closed system achieves preparations having a
sterility assurance level (SAL) of at least 10, which is the equivalent to a moist heat
terminal sterilization cycle using an autoclave.

In separate laboratory studies, a bacterial preparation was injected through the filters and
into the eye drop dispenser bottles following the kit’s Instructions for Use. The contents
of the dispenser bottles were subsequently taken and tested for bacterial contamination.
No bacterial growth was detected in either of the two independent studies (Rane et al.
2023; Norrdin 2022), thus providing additional assurance that the 0.22-micron bacterial
retention filter functioned as intended contributing to the maintenance of a sterile
environment within the bag.

Another factor in the use of filters for sterilization is whether or not the filter integrity is
maintained during the process. A breach of the filter could result in contamination
passing through to the sample. It is unclear whether post-use integrity testing was
previously conducted. If not, this is recommended. If sterility testing of the final bottle
contents fails (i.e., shows microbial growth), the filter integrity should be assessed as part
of the investigation.

Most of the other aspects of USP<71> are facility-specific (i.e., personnel training and
evaluation, personal hygiene and garbing, certification, establishing beyond-use dates, etc.) and,
therefore, beyond the scope of this document.
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4. CONCLUSION

The ALAdrop and PALA 12 Convenience Kits are a technology that allows the user to have the
equivalent of a desktop aseptic processing area. Clinicians transfer the collected autologous
serum samples to the kit using the provided syringe. The sample passes through either one or two
filters that are attached to the bag and is collected within the ophthalmic dropper bottles. Caps
are placed on the bottles and secured in place using the provided ratchet. Once all bottles are
filled, capped, and tightly closed, the bag is then opened (breaking the seal of the sterile
environment) for retrieval of the bottles.

The ALAdrop and PALA 12 Convenience Kits are not a pharmaceutical drug product, yet the
overall validation process follows some of the same principles of drug product sterility assurance
(i.e., validation of sterilization process, validation of the sterilizing filter). ETO sterilization of
the kit has been demonstrated to provide a sterile closed bag system for the processing of
autologous serum eye drops, without impact to the form or function of the kit (Rane et al. 2023-
attachment 2).

Furthermore, the sterile environment within the bag is maintained via use of the connected
0.22-micron filter. The use of a 0.22-micron sterilizing grade filter within a closed system

achieves preparations having a sterility assurance level (SAL) of at least 10, which is the
equivalent to a moist heat terminal sterilization cycle using an autoclave.

Given the above, these closed systems comply with USP <797> for the compounding of sterile
preparations.
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REGULATORY CONSULTING
April 14, 2025

Re: Use of the AseptiKits Convenience Kits in leu of an ISO Class 5 Clean room environment

To Whom it May Concern,

The AseptiKits Convenience Kits are sterile, single use, closed system flexible bags with an integral 0.2-
micron syringe filter with proprietary holding tray(s). The AseptiKits Convenience Kits enable pharmacies
and other clinicians in other healthcare environments to transfer compounding solutions through the
sterilizing grade filter into the sterilized bag using sterile and aseptic techniques. The use of AseptiKits
Convenience Kits is done on-site while maintaining the compounding sterility requirements laid out in USP
<797>, without the need for an ISO Class 5 clean room or laminar flow hood.

The AseptiKits Convenience Kits use off the shelf FDA 510(k) cleared or 510(k) exempt components in
the fluid pathway for filling bottles/syringes that are manufactured in an ISO 13485 cleanroom and are
supplied by large medical device manufacturers (for example, Merit Medical and Millipore Sigma). Syringe
products using the Aseptic Level Assurance (ALA) technologies that are currently in development, are
designed using 510(k) cleared or 510(k) exempt components in the fluid pathway and meet requirements
as required for Class 2 products as a convenience kit. This also includes the AseptiKits syringe application
kits which include a silicone-oil-free kit (e.g. VitrALA) having a primary intended use for intravitreal
injections.

FDA Regulations:

The sterile preparation AseptiKits Convenience Kits are regulated by the FDA as a medical device under
the following regulations and controls. As such, the products and facility are registered with the FDA and
are controlled and maintained under cGMP and QMS requirements per 21CFR 820 and ISO 13485:2016.

Common Name: System/Device, Pharmacy Compounding
Regulation Number:  880.5440 — Intravascular Administration Set
Product Code: NEP
Classification:  Class 2 — Exempt
Submission Type: 510(k) Exempt
FDA guidance “Sterilized Convenience Kits for Clinical and Surgical Use; Final Guidance for
Industry” issued January 7, 2002

USP Regulations:

The USP, as an organization, is not an enforcement agency and as such does not have any legal right or
obligation to opine an official opinion on whether practices or products meet their standards. That is the
role of regulators, such as the FDA, as noted above.

In particular, the purpose of USP <797> is to prevent harm and fatality to patients that could result from
microbial contamination (nonsterility), excessive bacterial endotoxins, content errors in the strength of
correct ingredients, and incorrect ingredients in compounding sterile preparations (CSPs). In particular,
aqueous injections for administration into the vascular and central nervous systems, which pose the greatest
risk of harm to patients if there are issues of nonsterility and large errors in ingredients.

Peak Regulatory Consulting, LLC
370 South 300 East | Salt Lake City, UT 84111
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