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Ground rules

 Don’t shoot the messengers

 We are not lawyers

 Sharing ideas and best practices should help all of us to improve

 Please share your ideas from your own practice



History of sterile compounding

 Historically unregulated

 1990s: case reports of compounding errors

 4 patients die

 2 patients lose vision

 Pediatric patient dies due to improper NaCl concentrate infusion

 USP 797 proposed in 2004, launched 2008

 2012: Fungal meningitis outbreak

 2014: USP 797 update proposed, Launched Nov 2023



Purpose of USP 797

 The intent of USP 797 is to establish practice and 

quality standards and prevent harm to patients 

resulting from contamination, variation in the 

strength of ingredients and chemical and physical 

contaminates



Allergists need to comply with USP 797 

because:

 It is the law

 It is the right thing to do

 Non-compliance could result in the loss of numerous carve-outs



If you are not compliant with USP797

1. How risky is it?

2. Is it because you can’t comply or is it because you don’t want to comply?



USP 797 Carve out for Allergy

 2.5 pages of specific guidelines for Allergenic Extracts in USP 797 document

1. Personnel Qualifications

2. Hygiene and garbing

3. Facilities

4. Cleaning and disinfecting

5. Establishing Best Used Dates (BUDs )

6. Labeling

7. Shipping and Transport

8. Documentation



Personnel Qualifications

 Identify immunotherapy “expert” in the practice to be supervisor

 Demonstrate that you have gone to trainings/talks on USP797

 Initial and Annual training for all mixing staff

 Written examination (available on College website)

 Fingertip glove testing and media fill test - yearly

 Evaluation of sterile technique - yearly

 Must compound every 6 months or else need to complete competencies before 

mixing again



Fingertip glove test

 3 sets (R and L hand) for initial competency and 1 set for annual competency

 Must perform hand hygiene and be fully garbed (gown, mask, hairnet, gloves) 
and re-do hygiene and garbing for each set during initial competency 
evaluation

 Cannot rub gloves with isopropyl alcohol prior to testing

❖ We found that having a “helper” works best. 

❖ Helper opens each set of plates for the person getting tested so there is as little 
time as possible for accidental contamination

❖ Helper can also label each test 

 Incubation at 30-35°C for no less than 48h, then 20-25°C for no less than 5 
additional days



Media Fill Test

 Commercially available media fill kit for sterile compounding

 Allerteq www.valiteq.com

 Complete hand hygiene and garbing

 Follow directions on kit 

 Transfer 5ml of testing solution using aseptic technique 10 times 

 Incubate both vials for 7 days at 20-25°C and then another 7 days at 30-35°C



Incubation of tests

 Samples can be mailed to a company for incubation 

 Cost is per mixing person

 Special pricing via College website

❖ We bought a small incubator obtained the agar plates and the 
Allerteq vials

❖ Incubation in our own office saved time and money



Hygiene and garbing

 Hand Hygiene (Box 3-1 of USP 797)

 Use disposable nail cleaner to remove visible debris from under 

nails with warm running water

 Wash hands and forearms to elbows with soap and water for 30 

seconds

 Dry hands and forearms to elbows with low lint towels



Hygiene and garbing

 Minimum garbing requirements

 Low lint gown fitting snugly at wrists and closed at neck

 Disposable or washable

 Low lint disposable cover for head and facial hair if needed

 Face mask

 Sterile powder free gloves

❖ We bought washable gowns and wash them after each mixing day

❖ Physicians bring home and launder them separately 

❖ Less hot than disposable, less $$$



Facilites

 ISO class 5 PEC OR a dedicated allergenic extracts compounding area (AECA)

 Away from UNSEALED windows

 Away from restrooms, warehouses, food 

 1 meter away from sink

 PEC must be certified every 6 months per protocols in section 5 of USP797

 Has many specific rules



Facilities - AECA

 Visible perimeter to establish boundaries

 No other activities performed in the area while compounding

 All surfaces (walls, floors, fixtures, counters and cabinets) must be cleanable

 No carpet!

 Surfaces should be resistant to damage by cleaning and sanitizing agents

 Prep surface must be smooth, impervious and free from cracks/crevices

 Dust collecting overhangs should be minimized and easily cleanable

 Good lighting, temp and humidity controls 



AECA – visible perimeter

 Can be a room, but does not need to be

 Can be an area marked with tape on the floor

❖ Our AECA is defined in our mixing manual as being located in the room known 
as “the lab”. 

❖ “The AECA includes the area of the stainless steel mixing table, the refrigerator 

and the area 3 feet in front of the table/fridge for mixing personnel to stand”



AECA – “Cleanable” surfaces

 All surfaces (walls, floors, 

fixtures, counters and 

cabinets) must be cleanable

 What does this mean??

 Is drywall “cleanable”? 

❖ We went with plastic paneling 



Evolution of an AECA

2013 – After NE compounding. CLEAN UP THE AREA



Evolution of an AECA

2018: Remove upper cabinets. 

 Remove porous work surface and 

replace with stainless steel table

 Move paperwork and computer away 
from the mixing area



Evolution of an AECA

2023: Installation of 

“Cleanable” plastic 

paneling on the wall in 

front of the mixing surface



Alternative locations for AECA

 If mixing happens on a less busy day in the office, could a patient exam room 

turn into the AECA?

 Have a table in that room that becomes the mixing table

 Push table to the middle of the room for mixing – walls will not need to be 

“cleanable”

 Is there an area in your nursing station that can be used?

 Put tape on the floor to delineate the area

 Cover wall with permanent or removable covering



Cleaning and Disinfecting

 All work surfaces must be cleaned and disinfected daily and when surface 

contamination is known/suspected

 Apply Sterile 70% IPA to work surface between each prescription set

 Vial stoppers of serums must be wiped with Sterile 70% IPA prior to being used

 Walls, doors, and door frames within the AECA must be cleaned and 

disinfected monthly and when contamination known/suspected

❖ Checklist for cleaning personnel for monthly cleaning – initials and date

 Ceilings within the perimeter of AECA must be cleaned when visibly soiled or 

contamination is known/suspected



Cleanable ceiling??

 Vinyl ceiling tiles?

❖ Replacement of regular ceiling tiles if soiled

❖ Manual: “Ceiling tiles in the AECA will be cleaned via replacement with new ceiling 

tiles if they are visibly soiled or if surface contamination is known or suspected”



Best Used Date (BUD)

 No later than the earliest expiration date of any extract or diluent in the 

prescription set

 Not to exceed 1 year from the date the prescription set is mixed/diluted

❖ We do not mix with extract that is less than one year from expiration  - we 

will save for testing only or throw out so that we do not run into issues with 

vials expiring too soon

❖ You may find another plan works for your office



Labeling

 Patient name

 Type and fractional dilution of each vial with corresponding vial number

 BUD

 Storage conditions



Shipping and Transport

 “If shipping or transporting allergenic extract prescription sets, compounding 

personnel must select modes of transport that are expected to deliver 

properly packed prescription sets in an undamaged, sterile, and stable 

condition. Inappropriate transport can adversely affect the quality of 
allergenic extract prescription sets.”

 “When shipping or transporting allergenic extract prescription sets that 
require special handling, personnel must include specific handling instructions 

on the exterior of the container.”

❖ We no longer ship extract due to these requirements



Documentation

 SOPs describing all aspects of the compounding process

 Personnel training records

 Certification reports of PEC if using (not needed for AECA)

 Temperature logs for refrigerators

 Compounding records for individual allergenic extract prescription sets

 Information related to complaints or adverse events

 Investigation and corrective actions



SOPs & Training Records

 Practice should have written available SOPs for all aspects of the training, 

cleaning and mixing process. 

 College and Academy have good examples.

❖ Ours is about 20 pages long and is very similar to what is found from the College 

with edits where needed to make it “ours”

 Make sure that you FOLLOW your SOPs

 College also has sample paperwork to document training

❖ We fill this out and photograph our fingertip glove tests, etc. 

❖ We keep this paperwork in the personnel files of mixing personnel



Refrigerator temperature logs

❖ We have 2 ways of monitoring temperatures

1. Temperature monitor with audible alarm on the refrigerators

❖ Staff documents temp daily on log sheet attached to each refrigerator

2. WiFi connected temperature monitor

❖ Sends text alerts if temp is abnormal

❖ Works well as long as there is electricity and WiFi!

❖ Sump pump alarm

❖ Attached to largest fridge (with all prescription vials)

❖ Sends a text if power is interrupted



Compounding records for individual 

prescription sets

 Name, concentration, volume, manufacturer/vendor, lot number and 

expiration date for each component

 Date and time of preparation of allergenic extract

 Assigned internal identification number

 A method to identify the individuals involved in the compounding process and 

verifying the final CSP (compounded sterile preparation)

 Total quantity compounded

 Assigned BUD and storage requirements

 Results of QC procedures (e.g. visual inspection, verification of quantities)



Compounding records: Can this be 

streamlined for your practice??

 Likely highly individualized plan

 Copying lot number and expiration date for each extract 

difficult

 And you need to make sure you know how to track this 

information

 Imagine a manufacturer calls with a recall of an extract in 6 

months, how do you figure out which patients have that 

extract in their vials???





Summary

 Lots of information in 2.5 pages

 Designate your AECA and work to make it compliant

 Write SOP tailored to your practice and follow it! 

 Use resources available

 College: https://college.acaai.org/toolkits/allergen-extract-mixing-toolkit/

 Academy: https://education.aaaai.org/compounding-corner/compoundingcorner

 Colleagues!

https://college.acaai.org/toolkits/allergen-extract-mixing-toolkit/
https://education.aaaai.org/compounding-corner/compoundingcorner


If you are not compliant with USP797

1. How risky is it?

2. Is it because you can’t comply or is it because you don’t want to comply?
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