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USP <797> Chapter Official Date Countdown Tips 

Days to Go Tips 

364 Read the chapter more than once before you change anything. You will pick 
up something new every time. Measure twice, cut once. 

363 
Have a PDF of the <797> Commentary open while you read the new chapter. 
With a quick search you can learn the Expert Committee's rationale for a 
change. 

362 
Do not rush garbing and hand hygiene training. Staff are now required to pass 
3 successive garbing and hand hygiene competency evaluations, not just 3 
total, initially. 

361 
Identify exceeded action levels for both gloved fingertip and surface samples 
collected during the aseptic manipulation competency. This information can 
help determine appropriate corrective actions. 

360 
Put Tables 2 and 3, which define the initial and ongoing competency 
requirements, in your SOPs. Fill in the column titled "Defined by Facility SOPs" 
with your requirements and break out the "Other" group further, if needed. 

359 
Require that your PEC and SEC certification be done according to CETA 
Application Guide-003. This ensures all necessary testing is conducted, 
including the tests that are not defined in the chapter. 

358 
Clearly identify the personnel with direct compounding oversight that do not 
compound. This could be in a job description, in their training records, or in 
another document. 

357 
Follow your certifier's lead on total particle count testing locations. Although 
the chapter indicates that sampling sites and procedures must be described in 
your SOPs, they understand the requirements of ISO 14644-1. 

356 
Collect surface samples on equipment in the PEC and staging/work areas near 
the PEC. Do a risk assessment to identify the best sample locations for 
frequently touched surfaces. 
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355 
Start the process for purchasing sterile agents and sterile cleaning supplies for 
use in the PEC. If you need to change agents, talk with the manufacturer 
about your options and what to expect with the change. 

354 
Choose a low-lint, presaturated sterile 70% IPA wiper to wipe critical sites. 
Traditional alcohol prep pads are not low lint and can leave fibers on critical 
sites, risking particle contamination of the CSP. 

353 
Triple clean new equipment before bringing it into the sterile compounding 
area. Apply an EPA-registered one-step bactericidal cleaner, followed by two 
applications of an EPA-registered one-step sporicidal cleaner. 

352 
If you are using tacky mats outside the SEC, define in your SOP when a layer 
is to be changed and how the mat is to be used. Position the tacky mat so a 
person gets at least two steps with each foot on the mat. 

351 
Place temperature and humidity sensing devices on an interior wall, but not 
near an air-handling return/exhaust or door. This ensures a representative 
reading in the sterile compounding area. 

350 
If you use TSA and a fungal media at a single sample location and only one of 
them exceeds the action level, resample the location with both types of media. 
This shows the complete picture of the microbial state of control.  

349 
Develop valuable, user-friendly SOPs. The SOP must have sufficient detail to 
ensure compliance, consistency, and repeatability. Process variability 
frequently results in noncompliance, which can lead to negative patient 
outcomes. 

348 
Identify those in your organization who may need to prepare immediate-use 
CSPs. Ensure they have read the necessary SOPs, are trained, and deemed 
competent. 

347 Take full advantage of Section 1.4 Preparation Per Approved Labeling. This 
chapter addition can help reduce the sterile compounding workload. 

346 
Think of the entire chapter as a quality system. Use it as a base for SOPs and 
sprinkle in other quality elements to create a robust quality management 
system unique to your organization. 



3 | 12 
 

Copyright © 2022 Pure Microbiology, LLC   
Rev 2.21.23 

Days to Go Tips 

345 
Spend time training new sterile compounding staff on first air. Use a smoke 
source so they can visualize airflow and identify proper compounding 
technique in different PECs. 

344 
Hold the plates vertically when collecting gloved fingertip samples with the 
hand hygiene and garbing competency. This ensures that those being tested 
apply appropriate pressure. 

343 
Label sample collection plates on the base of the plate, along the edge. This 
aids in counting colonies and eliminates sample mix ups in the event lids come 
off of a stack of plates. 

342 
Design media-fill tests based on the most challenging procedures staff may 
encounter. You will have multiple media-fill test procedures based on the 
equipment, components, and PECs used. 

341 
Store garb away from the sink and trash cans to prevent it from becoming 
contaminated. Consider using closed bins if the garb does not come 
individually wrapped. 

340 Define reporting requirements in your certification provider vendor agreement. 
The chapter now has specific reporting requirements, as does CAG-003.  

339 
Have an SOP on documentation practices. Follow the ALCOA+ principles which 
are: attributable, legible, contemporaneous, original, and accurate + complete, 
consistent, enduring, and available. 

338 
Be sure to swirl media-fill test units before incubation and after the first 
incubation. This ensures that the media has come in contact with all interior 
surfaces of the container closure and that if there was contamination it will be 
recovered. 

337 
Reference USP <1163> Quality Assurance in Pharmaceutical Compounding for 
a list of SOPs. It's not an all-inclusive list, but it's a good starting point to 
ensure you have the necessary SOPs in place. 

336 
If you have a CAI or CACI in your SCA, seriously consider replacing it with an 
LAFW for non-HD compounding or BSC for HD compounding. CAIs and CACIs 
no longer afford full dating and they are challenging to work in. 
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335 
Create an environment where staff are comfortable to notify others of garbing 
issues, like a torn gown or hair sticking out. This will drive compliance, process 
improvement, and patient safety. 

334 
Train staff to recognize the different microbial growth patterns that could be 
present in media-fill test units. You are not just looking for turbidity. Reach out 
to industry experts for training, if needed. 

333 
Don sterile gloves in the location that makes sense for your facility. Think 
through the process. Where are your contamination risks? Where are your 
risks to personnel safety? 

332 
Include frequently touched surfaces in your daily clean. You define what they 
are. Surfaces could include the workflow management system, keyboards, 
intercoms, scales, chairs, refrigerator handles, and pass-through handles. 

331 
After taking appropriate remediation actions in response to air and surface 
sample excursions, resample the location. Even though this is no longer 
required by the chapter, it is the only way to prove a return to a microbial 
state of control. 

330 
Read the chapter FAQs. If you still have questions about how to interpret the 
chapter, reach out to USP. Contact information is on the last page of the 
chapter PDF. 

329 
If you utilize a lab for antimicrobial effectiveness, stability, sterility, or bacterial 
endotoxin testing, do an onsite audit. Even if the lab has been inspected by 
the FDA, you are still responsible for ensuring it meets your testing needs. 

328 
If you need paper in the cleanroom, but are worried about particulate 
generation and regulatory scrutiny, purchase cleanroom paper. It is specifically 
designed for use in critical environments. 

327 
Visibly identify the perimeter of your SCA. This could be walls and a door or 
visible markings on the floor. This perimeter defines the garbing and material 
transfer process. 

326 
For those planning a cleanroom remodel with a wet anteroom, consider 
making the space controlled not classified (CNC). This would eliminate the 
need to collect viable samples in the wet anteroom. 
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325 
Have one of your designated people become a CETA member. This provides 
access to all the CETA Application Guides (CAGs) and a semiannual 
publication. 

324 
Think of your pass-through as an extension of the cleaner ISO Classification 
and assign the stricter action level. Pass-throughs connected to the buffer 
room would have a surface sample action level of >5 CFU/media device. 

323 
Set a preventative maintenance schedule and include things like prefilter 
changes, residue removal, surface integrity evaluation, and silicone 
maintenance. Frequency is based on your facility's specific needs. 

322 
Determine how you will handle the storage of refrigerated single-dose 
containers after they are punctured in ISO Class 5. Place buffer room 
refrigerators close to returns/exhausts. 

321 
For those that compound multiple-dose containers, work closely with the lab 
that performs the antimicrobial effectiveness testing. Be sure they include a 
neutralization study and follow USP <51>. 

320 Thoroughly read the manufacturer's use instructions for your incubators. Many 
incubators require back and side clearance to ensure proper function. 

319 
Before deciding on PEC placement, talk with your certifier. PEC location is 
critical to the proper function of the device. Proximity to doors, HEPA filters, 
and other PECs all need to be considered. 

318 
Category 1 and 2 compounders, ditch the isolation gowns. There are so many 
better options that are specifically designed for cleanroom use. Gown or 
coverall, your choice. 

317 
If you have a clean cart that is used to transfer materials into the HD buffer 
room, make sure you have a process to decontaminate the cart before it is 
brought back into the anteroom. This should include work surfaces and the 
wheels. 

316 Make sure you have diffuser screens on all of your LAFWs. Diffuser screens 
create airflow uniformity and limit turbulent airflow on the deck of the PEC. 
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315 
Define "cosmetics" in your SOP. The chapter does not define cosmetics, but 
seems to infer it is only makeup. The FDA definition includes a variety of 
items, like deodorant, which we would definitely want people to wear. 

314 
Work with your certifier to show staff how many particles can be generated 
during certain activities. Have them collect samples while people walk quickly, 
push down trash, wave around paper, or scratch their head. 

313 Sanitize the sterile 70% IPA spray trigger throughout the compounding day. 
Keeping the trigger clean can help minimize touch contamination. 

312 Draft a compounding area visitor policy. Define to whom it applies, when an 
escort is required, and allowable "accommodations", if applicable. 

311 
Have hoods available for staff with full beards or who have hair on the neck. A 
typical beard cover is not sufficient. There are many cleanroom-appropriate 
options available. 

310 
Ensure everyone who cleans the sterile compounding area knows the 
dwell/contact time for the agents used. For the daily clean, use the bactericidal 
dwell/contact time. 

309 
If you incubate your own microbiological samples, read USP <1117> 
Microbiological Best Laboratory Practices. It provides guidance on incubators, 
cross contamination concerns, and training. 

308 
Have a negative control to which you can compare incubated media-fill units. 
Prepare an extra unit of each container type and put it in the refrigerator. This 
is really helpful for containers that are not quite clear. 

307 
Define in your SOP how to clean the PEC. Include the order the surfaces are 
cleaned and that irregular surfaces are cleaned by hand. Consistency is key. 
Everyone needs to clean the PECs the same way. 

306 
Validate your autoclaves and dry heat ovens. This is more than running 
biological indicates with each load. A proper validation includes installation, 
operation, and performance qualifications. 
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305 
Read Strength and Stability Testing for Compounded Preparations by Loyd V 
Allen Jr, PhD, Gus S Bassani, PharmD, Edmund J Elder Jr, PhD,and  Alan F 
Parr, PharmD. It clearly defines the difference between strength and stability. 

304 Follow your lab's recommendations on how to ship plates with growth for 
identification. Each lab will be different, so if you switch labs, be sure to ask. 

303 
Develop a plan for an unexpected cleanroom shut down. Include what to do 
with in-process CSPs, where compounding occurs in the interim, and what is 
required to bring the cleanroom back into use. 

302 
Decontaminate the viable air sampler after sampling in the HD buffer room or 
C-SCA. As with all processes surrounding HD compounding, the goal is to 
mitigate the migration of HD residue. 

301 
Read the FDA's Insanitary Conditions at Compounding Facilities Guidance for 
Industry. As you make changes based on the new chapter, also address 
changes that can be made to limit your risk of insanitary conditions. 

300 
Remember, the chapter is a minimum standard written for a variety of practice 
settings. Minimum will meet the needs for some organizations but not others. 
Assess your risk and let patient safety be your guide. 

299 
Consider more conservative beyond-use dating for CSPs prepared from 
compounded single-dose CSPs and CSP stock solutions than what the chapter 
allows. Use your professional judgment to assess microbial risk. 

298 
Verify that your SCA really is clean, uncluttered, and dedicated to 
compounding. Many times there is a lot of other activity in and around the SCA 
resulting in piles of papers and stacks of boxes. 

297 
Define "personal hygiene" in your SOP. USP <797> requires that those 
entering a compounding area maintain proper personal hygiene, but does not 
define what that includes. Be sure to share your expectations with staff and 
vendors. 

296 
Review and retain the certificate of analysis for media used for gloved fingertip 
testing. The chapter only mentions this for viable air and surface sampling 
media, but it should be done for all media used. 
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295 
Evaluate the sterile compounding area for ergonomic risks. Staff should be 
able to work in a neutral posture at a comfortable height, have items within 
easy reach, and limit the use of excessive force. 

294 
Make sure the certification report includes an identifying number of the 
equipment actually used in certification and not just a generic list. This is 
critical in the event a piece of their equipment comes back from calibration 
and is out of specification. 

293 
Have spare HEPA filters for your PECs and cleanroom on hand. If filter issues 
are noted during certification, having filters on hand can prevent downtime 
and an additional certifier visit. 

292 
Develop a procedure on how to wipe eyeglasses, including the agents to use. 
Have an eyeglass cleaning station set up outside the cleanroom or SCA with 
the agent to use on the frames and lens cleaning wipes for the lenses. 

291 
Have your BSCs certified to NSF ANSI 49 and confirm that individuals doing 
this certification hold the NSF BSC Field Certifier Accreditation. This ensures 
accurate and consistent testing done according to an industry standard. 

290 
Draft a plan for managing loss of water or contaminated water used for hand 
hygiene. If compounding must occur, define how hand hygiene will be 
performed and if additional precautions will be taken. 

289 
If you currently allow cell phones in the compounding area, prepare staff for 
this no longer being an option. Electronic devices not necessary for 
compounding or other required tasks must not be brought into the 
compounding area. 

288 
Allow your certifier to bring electronic devices necessary for data collection into 
the compounding area, including cell phones. Require cell phones be removed 
from their case and wiped with sIPA. 

287 
When possible, pair your certification with your monthly clean. If this isn't an 
option, clean all daily clean surfaces and any other possibly contaminated 
surfaces with your EPA-registered one-step sporicidal disinfectant cleaner. 

286 
If you are new to sterile compounding, Google Eric Kastango. You'll find an 
abundance of timeless articles, studies, and presentations dedicated to 
compounding compliance and patient safety. 
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285 
Make sure your internal definition of "oversight" matches that of the chapter. 
Oversight is more than spot checking compounding. It's being responsible for 
the actions taken by personnel and being available for consultation. 

284 
Confirm that the media you use for gloved fingertip testing and viable 
sampling is double or triple bagged and irradiated. This testing is critical to 
compliance, so why risk starting with media that may be contaminated. 

283 
If you have a RABS, observe the dynamic airflow smoke pattern test during 
certification. Confirm it is done while your staff simulate compounding 
activities and that the smoke follows the compounder's movements. 

282 
Reserve the infamous "triple clean" for cleanroom shutdowns and when there's 
a total loss of the microbial state of control. Doing a triple clean after every 
microbial excursion is a waste of time, effort, and supplies. 

281 
Category 1 and 2 compounders, evaluate the cost/risk of reusing gowns during 
the same shift. Although allowed by the chapter, reusing a gown will release a 
buildup of particles and microorganisms when donned again. 

280 
If you are using TSA and a fungal media for your viable sampling, incubate the 
TSA at both temperatures. This provides you with the most complete picture of 
the microorganisms present in the compounding area. 

279 
Take time to explain to staff why jewelry is a contamination concern and 
needs to be removed. If you need to show them the evidence, use a contact 
plate to sample a ring or a watch. 

278 
Stop using sterile water to clean your PECs. Unless you have heavy soiling in 
the PEC, your EPA-registered one-step disinfectant cleaner will be able to 
handle a light to moderate soil load. Be sure to follow with sIPA. 

277 
For vendors, define the personal hygiene requirements in the contract or 
vendor quality agreement. If the onsite provider arrives and is not in a 
condition to enter the space, do not let them enter and contact the vendor. 

276 
Stop associating viable sampling with certification. They are two separate 
activities. It just so happens that the certification vendor can also provide 
viable sampling as a service. 
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275 
Spot check how staff are using filter needles. The use of alternating pressure 
could result in result in breaking of the filter or inadvertently reintroducing the 
filtered particles back into the solution. 

274 
If you have a sliding pass-through window, it's time for an upgrade. Consider 
installing HEPA-filtered pass-through chambers from unclassified to classified 
spaces, in order to meet the FDA's insanitary conditions expectations. 

273 
As you plan for USP 800 to become compendially applicable, don’t lose sight of 
the sterile compounding requirements. For things like garbing, cleaning, and 
compounding practice, both chapters must be referenced. 

272 
Choose sterile gloves that are long enough to cover the wrists and are tight 
enough so that the glove does not bunch up, risking skin exposure.  Gowns 
with thumb loops can also help ensure proper skin coverage. 

271 
If you are due for new cleanroom shelving racks, choose one with a solid 
surface shelf. There is no requirement for wire shelving, as the cleanroom is 
turbulent flow, plus they are so much easier to clean. 

270 
Use your certifier as another set of eyes on your compounding area. 
Encourage them to share concerns, insanitary conditions, and suggestions for 
improvement with you. Agree on a means to relay this information. 

269 
Read "Choosing a Certification Professional to Evaluate Your Cleanroom and 
Engineering Control" By James T. Wagner. Written in 2009, it provides useful 
information and a really great certifier "should" list. 

268 
Evaluate the amount of "stuff' you keep in the compounding area. Limit 
supplies, materials, and components to what your organization needs for a few 
days. Too much stuff will result in it all not being cleaned during the monthly 
clean. 

267 
Check the viable sampling reports from your certifier to be sure the lab has not 
yet moved to the new incubation parameters. This could result in 
noncompliance with state regulations and your own SOPs. 

266 
For those who terminally sterilize CSPs using an autoclave, confirm you include 
a biological indicator (BI) in each cycle. Also consider incubating an unexposed 
BI as a control to prove that the lot of BIs is viable. 
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265 
Reread the manufacturer's instructions for use of your cleaning agents. 
Changes may have occurred since your SOPs were last revised or you may find 
you've been using the incorrect dwell time for the desired outcome. 

264 
Pull some recent FDA 483s for 503A pharmacies and use them to assess your 
facility and operations. Pay particular attention to observations addressing 
insanitary conditions, media-fill testing, smoke pattern testing, and aseptic 
technique. 

263 
Identify the irregular surfaces in the cleanroom suite that must be cleaned by 
hand. Include instructions on how to clean these irregular surfaces in your 
SOPs and in the training for those who clean. 

262 
If you perform sterility testing on your CSPs, make sure you have method 
suitability data for all formulations. You can't have a valid sterility test without 
a method suitability test. 

261 
Read "Standardize a System-wide Master Formulation Record" by Amanda 
Wollitz, PharmD, BCPS, FISMP and Jessica Wendler, PharmD, BCSCP. Even if 
this isn’t your ultimate goal, it provides some valuable insight. 

260 
Verify that your SOPs and training address food and drinks in the cleanroom 
and SCA. This includes gum, mints, and cough drops, which can create 
excessive saliva and result in a wet, ineffective mask. 

259 
Consider identifying all growth recovered in the PEC to the species level, even 
if the action level is not exceeded. This aids in trending and allows you to take 
appropriate actions to reduce the likelihood of recurrence. 

258 Clean your PEC diffuser screens. When cleaning, wet the applicator instead of 
spraying onto the screen, as this prevents damage to the HEPA filter. 

257 
Confirm that your SOPs prohibit compounding during cleanroom or SCA 
cleaning activities. Although the new version does not address this, cleaning is 
a dirty activity and there must be clear procedures to prevent CSP 
contamination. 

256 
Check your cleanroom for transfer grilles. Although allowed by the chapter, 
their use indicates an air balancing/room pressure issue. Installation between 
a classified and unclassified area, is considered an insanitary condition. 
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255 
Watch Patti Kienle's Pharmacy Purchasing & Products webinar titled 
"Maintaining USP Compliance through SOPs." It provides guidance on areas 
which require focus, such as personnel, facilities, and monitoring. 

254 
Determine how you will store your reusable cleaning tools. The chapter 
requires they be dedicated for use in the classified areas or SCA and not be 
removed from these areas except for disposal. 

253 
If you have ceiling returns in the cleanroom, get your certifier in as soon as 
possible to perform a visual smoke study to verify absence of stagnant air. If 
the room does not pass, it's time for a redesign. 

252 
Perform a gap analysis of your viable sampling program. Compare your 
program to USP <797>, CAG-009, and industry best practices. If you are 
coming up short and need guidance, reach out to your lab or an industry 
consultant. 

251 
Decide if you will be compounding Category 3 CSPs. Even if you compound 
Category 3 CSPs occasionally, you must meet the requirements for 
compounding Category 3 CSPs at all times. 

250 
Identify who needs to be trained on the difference between beyond-use dating 
and hang time. This can cause confusion on the patient floor, but a small 
change to labeling could be extremely helpful. 

 
 


