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Objectives

* Produce an atmosphere to promote professional networking

* |dentify specific hot topic issues participants are experiencing with
USP 797 and 8oo chapter implementation.

* Analyze specific hot topics to assist with problem solving at all
levels.

* Apply information learned to improve current practice.



Abbreviations

* BUD: beyond use date

* CSP: compounded sterile product

* NIOSH: National Institute for Occupational Safety and Health
* GFS: gloved fingertip sampling

* CAl: compounding aseptic isolator

* CACI: compounding aseptic containment isolator
* SCA: segregated compounding area

* RT: room temperature

* CSTD: closed system transfer device

* SOP: standard operating procedure

* PPE: personal protective equipment



Pre-test

* T/F: USP <800> is an updated version of USP <797>.
* T/F: The Alaska Board of Pharmacy has adopted USP <800>.

* As compared to the old USP <797> the new maximum BUD for a CSP stored
at room temp will be

4 Longer
dShorter

* As compared to the old USP <797>, the new maximum BUD for a CSP stored
in the fridge will be :
4 Longer
dShorter

* Which of these medications is NOT a hazardous drug (per NIOSH):
* Phenytoin
* Spironolactone
* Clonazepam
* |traconazole




USP <797> Pharmaceutical Compounding —
Sterile Preparations: a brief history

* 2004: USP <797> 15t published

* 2008: 1%t revision of USP <797>

* 2015: CMS memo stated they expect compliance with USP <797>

* 2017: The JCannounced that they would survey against USP <797>

* 6/1/19: 2" revision of USP <797> published. Planned
implementation date: 12/31/19.

* 9/23/19: Several appeals were submitted to USP, so the official
implementation date was changed to “pending”



USP’s decisions on <797> appeals

* Maintain the maximum BUDs for category 2 CSPs (compounded
sterile products)

* Reinstate the Alternative Technology Provision from the 2008
version of <797>

* Maintain the applicability to veterinary compounding

Today’s discussions are based on the assumption that the revised
USP <797> chapter that was published on 6/1/19 will become official
(with the exception of reinstating the Alternative Technology
Provision), and we will refer that version as the “new <797>"



Major changes with the new<797>

* Immediate use provision
e Old: 1 hour
* New: 4 hours

* Microbial contamination risk levels
* Old: low, medium, high
* New: category 1 CSPs and category 2 CSPs

* CAl and CACIs must be in a cleanroom suite to prepare Cat 2 CSPs
* Monthly surface sampling

* Master formulation and compounding records for batches

* Assign a “"Designated Person”

* Annual competencies for compounding personnel

* Aseptic media fill testing and GFS g 6 months

* Maximum BUDs



Max BUDs

Old <797>

* Low-riskin SCA: 12 hrs RT

* Low Risk
* 48 hrsRT
* 14 days refrigerated
* 45 days frozen

* Medium Risk
* 30 hrs RT
* g days refrigerated
* 45 days frozen

* High Risk
e 24 hrs RT
* 3 days refrigerated
* 45 days frozen

New <797>
* Category 1
* 12 hrs RT
* 24 hrs refrigerated
* Category 2
e Starting with sterile ingredients
* 4 daysRT
* 10 days refrigerated
* 45 days frozen

* Starting with non-sterile
ingredients

* 1day RT
* 4 days refrigerated
* 45 days frozen



USP <800> Hazardous Drugs - Handling

in Healthcare Settings

* Key points
* CSTDs “shall” be used during administration of HDs, “should” be used
during compounding

* Antineoplastic HDs that require manipulation must be stored and
compounded within a negative pressure room that is externally vented
with at least 12 ACPH

* Gloves must be tested to the ASTM D6g78 standard
* SOPs and training required for spill control

* PPE required during all handling steps

* Annual competencies required

* Quality assurance



Providence Alaska Medical Center remodel

* Started planning cleanroom remodel Fall 2018
* Met with USP 797/800 consultants

* Occupied the new space Nov 2019 (HD compounding started Jan
plople)
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PAMC remodel challenges

* Massive change in workflow
* RPh nolonger in the cleanroom
* Implemented photo-based verification at the same time
* Medications and printers not in the buffer room
* AllHD compounding centralized to the main pharmacy

* Decision to not renovate the Infusion Center pharmacy



Fairbanks Memorial Hospital remodel

* Starting planning cleanroom remodel Spring 2019.
* Met with USP 797/800 consultants

* Assigned a project manager Summer 2019

* Anticipate occupying the space April 2020



pass-thru

" pass-thru

ﬁm e
H_ ml]...|.__ - wiw g
3 ER I
| LI}
5 —
T
I -
| | g |
_ | 5 | :
d _ Fi.l|“|_ i |
| | T i - T%$D
S | Ag—
- _ _
| % | mm | _ r“ml.IL m _Inml_|_
- _ = _mm _ - 1 & _ LR
|| 1| 88 _ ﬁ e 01 Gl
o x _ | " <L sa L&
| | I | _ “ m | _mm *II__.
- ﬂ A T
| | | _ Al
S L | T
. | IESE
? LY
oL 2 s J
. T / L
T3 T . JWJ\ g
T i Il 2§ | _ 5 |l
% N | I | S = S
ﬂ - ar . m| [
T T L] S
5 N i el
| % 1§ IO, FE =1 |
L ——— _ I | g% 1
s a r!\\\ _ mm._
u.nmm | _
WU% _ _
= I
'y il T T T T T T T J
| _ L
_ MV I I A MV m
| T | S |
. L O [ | ]




FMH remodel challenges

* Staffing
* Additional FTE's required
* Recruitment

 Coordination with other departments

* Education

* Writing and Updating Policies and Procedures
* Technology



Roundtable time



Post-test

* T/F: USP <800> is an updated version of USP <797>.
* T/F: The Alaska Board of Pharmacy has adopted USP <800>.

* As compared to the old USP <797> the new maximum BUD for a CSP stored at

room temp will be
4 Longer
dShorter

* As compared to the old USP <797>, the new maximum BUD for a CSP stored in
the fridge will be .

d Longer
dShorter

* Which of these medications is NOT a hazardous drug (per NIOSH):
* Phenytoin
* Spironolactone
* Clonazepam
* [traconazole




References
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