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® Reaccredited in 2C ction

®* Three pharmacists, 2 nonsterile HD technicians, 5 nonsterile technicians, 2

sterile /sterile HD technicians (also CS, HR, etc)
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®* We store all HDs in C-SEC D labs

®* We count manufactured and compounded finished preps in HD labs on dedicated

trays — no counting equipment
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Ensure
|dentify, d nation
® Maintain repot e results
®* Oversee compliance
* Oversee monitoring of the faci
® Review and document the review of SOPs at least every 12 months




Attachment 8 - SOP 2.010
Required Duties of the Hazardous Drug Designated Person (HDDP)

Compleie a designed HDOW program for credentialing

Creaie and implement standard operations procedures (S0Fs) regarding HD's
Document an annual review of the S0Ps as oullined in secticn 17 of LESP &00
Monidor compliance with these 50Ps and other relevant regulations

Crversos worker compsalency

Coordinate worker training

Undersiand and react 1o the nsks posad by HOs to workars

Emswre ervronmental control in aneas whare HOs are handled

Crhvedsie: and document faclity monitonng and react to unacosplable resulks

e Er e e

I hereby attest that | have read the job descnption, dutes and responsibilities_ specific to my postlion as a
HOOF as required i the PA State Board of Pharmacy Code of Regulalions

HOOP Signature: Cade:

Pharmacy Manhagas Sighalure. Dala
File i HR Employee File
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® Second i s experience in

nonsterile co

® Both are CPhTs and are c« i certification

* State of PA does not require licensing or registration of technicians




* All HD pills,
disposal)

® Initial training on ¢ ual competency review
® Potency testing every 6 months on ¢ aige forms using independent lab testing

* All documented in individual portfolios and in compliance tracking software
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Compounding
Proper hand placeme in the CVE
Disposal of waste before exiting the C-

Cleaning and maintaining dedicated equipment
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* Compou pound
® CRs that conta a entry
®* HD CRs are routed to the onsterile HD or sterile HD

®* Work is prioritized by turn-around, API(s), shipment or pickup and dosage

form
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® Finishe

* All HDs are totoxic bag for

antineoplastics

® Routing of work ensures it will ed to proper lab and handled by

trained personnel




® Tacro

® Cyclospori

®* Phenol injection

®* Human and veterinary preparations primarily from active pharmaceutical
ingredients (API)




* Chlo
®* Chloram

®* HRT — estriol, € 2ams, capsules,
troches

®* Human and veterinary preparations primarily from active pharmaceutical
ingredients (API)




Lageged Forsimla Warkahge] =—— “I IIII Dyl T FETER

A 2 o P N B 18100 Lo
g !
A TS ¥ B FREA T
T N
N R s 1
[ - g IoEmE
P ils
by raede. 100 B [ ] 1840000 [E Rl op o]
= 0300 e o g
51':: -
el SR eem Ty BT
BT Corercs comd k=
Frasrrnetil: S Tm::r_dﬁr-m-'r‘l o
[ i =H o
Ly, SEFRNGERLTE & PROTECT FRO L
8 ey i mrraron
st i
[ ooden
NETOART NPT i TRITURRICM g L AXoe 0O B ¥
Lt 0 oo e ki b s i o
Wi :H___n iy il i
BT Y ESRmrA - S m; .'I'I'I"II'EJE T
_-—d- —— Fra— W r— - e Lp L

e P, N

1R ]

1 B (VS RS P 1 b N S Tl BRI
£ B0 o (Ll woinn 8} SAT Pria beier L S aireg 53 oL e Se® g &) L 5P rin baie i
B L A GRS T W LB TV R MO Y MRS AT T i ] e O
4 O B bew aniree m® DA
. wreder 58 1 coadtomn. e Saz 2 cobrmon thoogh 8 32T meoos flosr (s pil- 2258 -oo ROCs- 3 2-d M5 | B
PO Sl
i Ba~orre diuiyace Bois st or o caad Frier
¥ Mmoo Bublip pEETR 1D B0

§ dom! derae seemE s (R SCD PR

b e dazrvirier) e el Bearurple 1niomay i my rotas coibe ceomies iRl

Fuiln i LRI RS R | SASETINRLTI M B SORETTRATON
. [




Ligged Faormulas Workshes] see
DT 1233
Pags 1

rE Win
P

Cmpdon.
Aty il 17 BN
S
Depond i Auw

Frimre i
Techaxaa |
[

e

v Corsparsiey Pharsary
W marevion i
O R LTS e HEEHERT 1

e ) T oy
Ty v gy o ne 13900 TR v
ol
ezl e S p———
- - TR T T
ot W SR Sy LETCO B a SOaXa TN TETIURESICAL
o — [N o d— [ BN )
P — B S =
=TEn - - L Trm—rr
TRE NI
“‘f—ﬁ“—i"" i 3 o - - i
] "m'-'_| Ia_-i.--.].‘--ra-:_;
T e O Lo eR e A g T E =] - B e
L 1P e Py R Y ",
‘"ﬂ'--.- ——— . A p— - -
- = T T N
PR T Yo i e T 1 T
e g R = [FoF = e
--I_.- —— e L p—— (L e [ LN
—— ! e i [] i | W
L €L DT T

ot et 50 Z000 PR B e
g by

Ll a5 12007 S IE A iy ADRRARSTHRTTA
L1 i__d

Bt




®* CR also
color, viscos

® CSPs tested for ste

® Final preparation labeled per L je requirements

* All personnel involved document steps in the process for audit trail from data entry to
final preparation




o A
® Each

* All equip ronic mortars
and pestles, ¢

® C-PECs are externc

® C-SECs are externally vented and pressures, temp and humidity checked daily

® Certification of HD labs performed every six months
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* Spill d

* Quality anc uding discussion of
issues with HD

® Hazardous communication policy accessible at all times

® Dedicated and laundered scrubs for HD team




® Inves
practice

® Personnel trair ance with USP

standards

® There is no substitute for constant vigilance, which underscores the important
role of the DP
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