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Speaker Biography
Dalia A. Hamdy

Community pharmacist —Alexandria ,EGYPT since 2000
Teaching assistant, Alexandria University 2000-2005
Teaching assistant, University of Alberta 2006-2009
Community pharmacist —Alberta, Canada since 2010
Assistant Professor, Qatar University 2010-2012
Assistant Professor, Alexandria University 2012-2016
Pharmacy Manager, Alberta, Canada 2016-2017
Pharmacy Owner/Manager, Alberta Canada since 2017
Assistant/Adjunct Professor, University of Alberta 2018-2025 &
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AbEx Pharmacy

4.0 & (29) - Pharmacy in Fort Saskatchewan, Alberta - Closed

Overview ) Reviews About  Photos By owner AbEx Pharmacy Beaumont
5.0 » (5) - Pharmacy in Beaumont, Alberta + Closed

Reviews Photos  About  Byowner
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Pharmacy
Practicing to full
potential (Scope)




o

(e

D

&

o

=

o

o

=

— |

S =

g .m_n

= ©
® £
—_ = o
¥ romm— w n
= o i
=] £ D
S & =2

m —
2 2.

a o.
[ A A

‘‘‘‘‘‘‘‘‘‘‘‘‘



GUIDANCE DOCUMENT

éé?lggg of FOR PHARMACY COMPOUNDING OF
Pharmacy NON-STERILE PREPARATIONS
Guidance document for

pharmacy compounding of non- COMPANION TO THE MODEL STANDARDS
sterile preparations FOR PHARMACY COMPOUNDING OF
Companion to the Standards for NON-STERILE PREPARATIONS
pharmacy compounding of non-sterile

preparations

NAPRA @! ANORP

ol Assccaason of Magers pbry Noptaxy Asthoribas D
faacc it ion nasons’s ton orgarmeses e replerserind on S (s pherrecke

Updosed July 20018

Acknowledgements

The guidance in s document i3 hased om the Model Stasdands for Pharmacy Compoundng of Non-Sterte Prepacations
and IS sasociated gudance documenm devoloped Dy the National Association of Pharmacy Regdarary Authork 3o

(NAPTA) ndd modifesd for prasrmascy profmssionals 1 Alberly . The modficatons s n mcogntion of the scopes of
practice avadabie 1o pharmacists and pharmacy technicons in Aberta. DALIA A. HAMDY 2025 8




Pharmacy Compounding Facility Requirements

> Level A

 Mixing and Reconstitution T Sterile Facility
* Not considered
compounding in Canada
, m Non Sterile Facility
e Personel still encouraged to
use compounding area and
follow level A requirements

e Level A
e level B
e Level C

DALIA A. HAMDY 2025




e Compounding complex Sterile Facility
preparations or small T
guantities of products that

require ventilation = Non Sterile Facility

* Require specific equipment,
instruments and training ° Level A

e level B
e Level C

DALIA A. HAMDY 2025




Pharmacy Compounding Facility Requirements

> Level B

* A dedicated room separate : 13
from the rest of pharmacy but Sterile Facility
still within the dispensary

area-uninterrupted workflow

* The room should have 8 Non Sterile Facility
Powders

Cpding equipment e level A
Ventilated contain-ment device e |level B
(fume hood)

e Level C

PPE

DALIA A. HAMDY 2025




e After performing the right T Sterile Facility

risk assessment, level B
facility can prepare very

small quantities of = Non Sterile Facility
compounds that require

level C facility needs

e Level A
(hormones, hazardous cpds,
etc) e Llevel B
e Level C

DALIA A. HAMDY 2025




e Compounding any amount Sterile Facility
of any dosage form of T
hazardous drugs classified

9% = Non Sterile Facility
NIOSH as gpl

Or by e Level A
. * Level B
WHMIS as a health hazard o Level C

NIOSH: National Institute for Occupational Safety and Health
WHMIS:Workplace Hazardeous Material Information Systemo2s




Pharmacy Compounding Facility Requirements

> Level C

A dedicated room under negative . -
pressure . T Sterile Facility

separate from the rest of pharmacy
but still within the dispensary area-

uninterrupted workflow
e The room should have m Non Sterile Facility
Powders

Cpding equipment e Level A
Ventilated contain-ment device (fume e Level| B
hood)

° level C

PPE appropriate for hazardous
products

DALIA A. HAMDY 2025




8.4 Summary of requirements for compounded non-sterile preparations

able 7

Requirements Level A LevelB LevelC
Mandatory = v

Has received orientation and training during education
or on the job concerning the preparations to be
compounded and underwent a skills assessment at v v v
the time of hiring; training has included learning and

assimilating workplace operating procedures

Has been trained in techniques appropriate for the

compounding of complex preparations and some v

hazardous products

Has received hazardous products training and has

relevant training and experience in compounding all v
non-sterile dosage forms

Participates in annual skills assessment program

Designated non-sterile compounding area v
Dedicated room, entirely closed off, well ventilated or

with a ventilated hood

Dedicated room under negative pressure to the DALIA A. HAMDY 2025
pharmacy; containment device



4.2 Decision algorithm for risk assessment

. Diagram 1
2=
% Decision algorithm to determine
S‘ requirements for non-sterile
i compounds
<
l Is the product found in Table 1 of the
" . Drugs?
! Is the product found in Table Does the NIOSH or WHMIES
2 or 3 of the NBOSH It of Information indicate that this
“‘.'l'luﬂr:llzﬁ r’rnl;' OoR > A materisl reqguires vertilation
Is the product listed as a S for preparation? Oris it a
a health hazard under the reproductive nsk to the
Hazardous Products Act? compounder?
1
Il A Occasionst small
N7 X quantity?
\ &
e ;
¥ -
. 1
’4 _—.:1—' i 1he compound 2 R Do these ingredients require
| ({ P | . «vl"-,ln"'y-,-.:lp-y..ln grenter precautians 1o prodect

or complex? patient or personnel?

Simgple/
ISoderate

Lovel C
Separate room andar
negative prosscre with
condninment device

Loevel A
Designated and teparate
oompounding ares




Personnel roles and training

I Pharmacy Manager
Pharmacy Manager
[ ]
RegUIated Member mmm NoON sterile compounding supervisor .

e Responsible for all

compounding activities
P & mm  Compounding Pharmacists .

e Can assign those

responsibilities to another = .
pharmacist/pharmacy tech. | (UL

who will be assigned as a

compounding supervisor _ FLIEEEEE R .
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Personnel roles and training

Non Sterile compounding Ji Pharmacy Manager

Supervisor

* Regulated Member e NON sterile compounding supervisor .

* Pharmacists/pharmacy tech

* Responsible for all tasks c _— _ .
retaled to non sterile mm Oompounding Pharmacists

compounding as assigned by

manager o
e Can assign some technical g harmacy technician

tasks to non regulated

members depending on their .
training and competencies mm Pharmacy Assistant

e T

DALIA A. HAMDY 2025 ... )
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Responsibilities

The non-sterile compounding supervisor ensures that the following requirements are met:

e Measures are in place (i.e., personnel training and assessment program) to ensure that personnel are
competent to perform compounding, which includes training for any specific populations (e.g., pediatric,
geriatric, veterinary).

e Personnel know and fully comply with policies and procedures.
e The existing compounding process yields high-quality non-sterile preparations.

e A risk assessment is performed to determine appropriate requirements for each compounded preparation.

e Appropriate measures are taken to ensure the safety of personnel during each preparation.
e Procedures for incident/accident reporting and follow-up, as well as recall procedures, are in place.

e Policies and procedures covering all activities are developed, regularly reviewed and updated.

o The facilities and equipment used to compound non-sterile preparations meet requirements and are
maintained, calibrated or certified according to manufacturers’ specifications or standards, whichever are
more stringent.

e The available, recognized scientific literature is used to determine stability and to establish the BUD for each
non-sterile preparation.

Master Formulation Records are developed, reviewed and updated.



An ongoing quality assurance program, designed to ensure that preparation activities are performed in
accordance with standards of practice, scientific standards, existing data and relevant information, is
implemented, followed, evaluated and updated as required.

Current editions of mandatory and supplementary references, which should be in compliance with
provincial/territorial requirements, are available. Safety data sheets are available and updated regularly, or
are readily accessible in an electronic format.

All records of decisions, activities or specifications required by the Model Standards are completed, and
any changes are documented and traceable. The records are retained and readily available for audit and
inspection purposes, as required by the provincial/territorial pharmacy regulatory authority.

Pharmacy Assistant




Personnel roles and training

Regulated Members
-Pharmacists

-Pharmacy technicians

Non Regulated Members
-Pharmacy Assistants

-Cleaning Personnel

B Pharmacy Manager

== Non sterile compounding supervisor .

mm  Compounding Pharmacists .

= Pharmacy technician .

= Pharmacy Assistant .
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Table 1

b

14| Know pharmaceutical and medicalabbrevatons. | x | x | x |

Know and understand the importance of particulate and microbial
contamination.

ELEMENTS TO COVER IN TRAINING OF COMPOUNDING PERSONNEL

Know the relevant iodera!lprwmcmlﬁermonal Iagsslatoon amd ragulaﬁons related
to pharmacy compounding, as well as other goverreng standards, guides or
guidalines,

Krow and apply all policies and proceduras related to the pharmacy
compouncing of non-sterile praparations, aspacially those related to hand
hygiene, personal pretective equipment, airflow principle, facilities, material,
equipment, behaviour of personngl in compounding reams, forms and logs
1o be completed, labeling, storage, distribution to patients, quality controls
(samplng), and maintenance and cleaning of compounding areas.

Know physical and chemical properties, such as stability, ph

compatility and incompatibility. esmolality and osmaolarity.

16 Perform pharmacy non-sterile compounding tasks meticulousty, precsely and

Be able to recognize errors in the compounding tachnigue of compounding rmaci St S
perscnne!,

Have a good command of the pharmaceutical calculations required to

compound non-sterle preparations,

110 | Understand the importance of and apply acourate measuroments. | X | X | X |

comoetenllv

Know the operatlon and correct use of equipment, matarials and automated
nstruments availabde for the non-sterile preparations to be compounded. Know
how te calibrate the equipment and instruments used.

Apply cleaning measures for non-stenie preparation cempounding rooms,
faciliies and materals.

Krow the data 1o be monitored in controlled rooms {temperature, pressure)
and cocument the data in the appropriate logs. Know and apply the comrective
measures 10 be apphed when irregularitios are identified.

Know how the secondary ventilation system (heating. ventilation and air

1.13 | conditioning system) oporates, Know, apply or enforce appropriate corrective

115 |Know and follow the verficationprocess. | X | X | X |
[1.16 | Know and use the incident/accident documentationtogs. | x | x | x |
nnn

measures when an imegularnily s «i -dentiﬁod

oa s & e & A o - s —————————

Know and apply qmmy assurance measures for the various compounded non-
sterile preparations.

Perform a sk as56ssment (o detorming Ievel of sk,

mmmw
120 |Develop MasterFormuta. | x | x | |

n unding supervisor




FOR THE OOMPOUNDING OF HAZARDOUS NON-STERILE PH P
PREPARATIONS
2.1 | Have the competency required to compound non-sterile preparations. X X
2.2 | ldentify hazardous products in the composition of non-sterile preparations. X X
2.3 | Know and apply deactivation and decontamination measures. X X
Know and use the protection measures necessary to avoid exposure to
2.4 X X
hazardous products.

IDANCE DOCUMENT FCR PHARMACY COMPOUNDING OF NON-STERILE PREPARATIONS

.

o5 Know and use personal protective equipment specifically for handling X
' hazardous products and preparations.

2.6 | Safely handle (i.e., receive, unpack, store and deliver) hazardous products.

27 Know and use the emergency measures to be applied in the case of accidental X
' exposure, accidents or spills.

28 Know how to safely destroy hazardous products and the materials used in their X X
' preparation.

PH = pharmacist; PT = pharmacy technician, NR = non-regulated personnel.




ELEMENTS TO COVER IN TRAINING OF CLEANING PERSONNEL

PH/PT

NR CP

1 FOR CLEANING AND DISINFECTING THE GENERAL AREA FOR
" | COMPOUNDING OF NON-STERILE PREPARATIONS
Know all policies and procedures related to cleaning and decontaminating the
1.1 | equipment, furniture and facilities, notably those related to hygiene, personal X X | X
protective equipment, and cleaning and disinfecting tasks.
19 Know and use personal protective equipment specifically for handling hazardous X x | x
"~ | products.
13 Know and use the emergency measures to be applied in case of accidental X x | x
| exposure, accidents or spills.
PH = pharmacist; PT = pharmacy technician; NR = non-regulated pharmacy personnel; CP = cleaning
personnel.

DALIA A. HAMDY 2025
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follow each compounding step and sign off at appropriate intervals.

Checklist 1
Compounding steps Compliant Non-
compliant
() )
1. Consider whether the compounded preparation prescribed is appropriate
and safe for the patient, based on the therapeutic intention (pharmacist).
2. Determine whether a valid formula exists; if not, develop a Master
Formula, in consultation with experts and/or reliable resources. Ensure
that the Master Formula includes instructions for special handling
considerations. g supe rvisor
3. Calculate and verify the quantities of each ingredient required on the
compounding record (pharmacist/pharmacist or pharmacist/pharmacy
technician).
4. Ensure that personnel responsible for compounding are wearing the l
appropriate personal protective equipment (cap, mask, gloves) and a sts

clean laboratory coat or disposable gown.

. For preparations that contain hazardous products, ensure that personnel
wear the appropriate personal protective equipment: cap, safety goggles,
two pairs of gloves, an N95 mask and face protection, a gown and shoe
covers, depending on the substance used.

6. Ensure that only one preparation is being compounded at a time.

f Gather the ingredients and necessary equipment. Ensure that the
equipment is ready for use (clean and in good repair).

8. Measure each ingredient using appropriate equipment in accordance with
the compounding record.

9. Use an independent check to confirm each ingredient and its quantity with
the compounding record, before the preparation is compounded™®.

10. Ensure that compounding of the preparation is in line with the Master

DALIA A. HAMDY 2025
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6. Ensure that only one preparation is being compounded at a time.

y Gather the ingredients and necessary equipment. Ensure that the
equipment is ready for use (clean and in good repair).

8. Measure each ingredient using appropriate equipment in accordance with
the compounding record.

9. Use an independent check to confirm each ingredient and its quantity with
the compounding record, before the preparation is compounded™.

10. Ensure that compounding of the preparation is in line with the Master

Formulation Record and the prescription, as well as with good practice
and pharmacy science (compounding pharmacist/pharmacy technician).

11. Verify that the labelling complies with requirements of the provincial/
territorial pharmacy regulatory authority:

a. All active ingredients and the concentration of each ingredient are
identified on the label.

.
unding supervisor l

16  [Institute for Safe Medication Practices Canada (ISMP Canada). Death due to pharmacy compounding error reinforces need for safety tocus. ISMP Canada Safety Bulletin. 2017, 17(5):
1-5. Available from: https://www.ismp-canada.org/download/safetyBulletins/201 7/ISMPCSB2017-05-Tryptophan.pdf

GUIDANCE DOCUMENT FOR PHARMACY COMPOUNDING OF NON-STERILE PREPARATIONS

b. The beyond-use date is marked on the label.
c. The storage information has been added.

12. Approve, through an independent check, the appearance of the final
preparation (clarity, odour, colour, consistency, pH, etc.) and sign the
compounding record.

13. Ensure that the area and equipment are cleaned immediately after use,
according to manufacturer’s directions or standards, and dried.
14. Ensure that the products, ingredients and equipment are put away DALIA A. HAMDY|

immediately after use for proper storage.




Documentation

Policies and Procedures (SOP’s)

= Safety Data Sheets (SDS)

== [Vaster Formula

= Compounding record

== Compound risk assessment

DALIA A. HAMDY 2025




Documentation

> Let us compound

10% Diclofenac Sodium cream

I Policies and Procedures (SOP’s)
o Safety Data Sheets (SDS) .

= Master Formula .
= Compounding record .
oy Compound risk assessment .

DALIA A. HAMDY 2025 28




MEDISCA® NETWORK INC.
TECHNICAL SUPPORT SERVICES
FORMULATION CHEMISTRY DEPARTMENT
TOLL-FREE: 868-333-7811
TELEPHONE: §14-505-5006
FAX: 614.905-5097

/.

lechnucalsannces@med sca ned
11162022
&:ﬁ:ﬁ Diclofenac Sodium 1% to 15% Topical Cream (Emulsion, 100 g) FIN FOURY
SUGGESTED PREPARATION (for 100 g)
Weigh and / or measure the following ingredients when appropriate:
: s | Multiplication | Processing |
Ingredient Listing Qty. Unit factor '™ Vicos 2
Diclofenac Sodium, USP § THD
Ethoxy Diglycol, NF § 5.5 | mL
Medisca VersaPro™ Cream Base 8D
§  Woeigh / mcasure just prior to usc,
* Takes into account increased balch size conversions and density conversions, 1 required.
Preparatory Indgrsefion
| lngredient quantification:
A. Based on the desired strength of the Topical Cream, determine the required quantity of Diclofenac Sodium
weigh for a 100 g batch, calculated as: B = ‘_".i‘;"‘_::'_"ﬁ
Required concentration of | Diclofenac Sodiam guantity | Multiplied by the | Diclofenac Sodium quan
Diclofenac Sodium (%) 10 weigh for 100 g Batch Processing error to weigh for 100 g Bate
Size (withous processing adjustments Size (with processing en
error adjustments) adjustments)
(A) (3 () (1)
1.0 100D g g
1.05to 1.09 g
15.0 15.000 R

TECHNICAL SUFPORT SERVICES
FORNULATION CHEMISTRY DEPARTMENT

,A_ TOLLFRES ese‘omnu
FAX: 5140055007
/ Wtosanrnutaca o UINA022: Page 4
",‘f:‘:: Dickoferac Sodian 1% vo 13% Topical Crewm (Emulsion, 100 g) NN P 0 94542
* | taxeodicat quangficative;
A, Descrmme he actual geantity of VersaPro™ Cream Base o weigh foe the required Topecal Cocam, tatch siee
CIO000 gy
Total Weight of the bakh 10000 ¢
MINUS
e amount of Ethaxy Diglycol for levigation Saig
MINUS
The weight of Diclofense Sodium{Step | A Cokaenn H| ]
FOUALS
L Quuntity of VersaPro"™ Cream Mase needed for the bach B
MULTIPLIED BY
Processang error sdpustimenis (5 1o 9% 105 LW
FQUALS
il Weight of VersaPra™ Crenm Base vequirad plus processisg creor siljustmesis sl

A, Triturate the Diclofense Socnen (nmount desermined from Step FA Coluern D) 10 forn a fine homogenoous powder,

B, Levigate the fme homogencous powader [Step 3A ) with the Ethaxy Diglycol.

Eml resull Homwgeneons pasie-like dspernioa.

A Incramontally pdd e VeralPro™ Cream Base (amount determined from Step A1 %0 the homogencous paste-
ke dispersion {Step 3R)

Specifications Contsuously mis, usig Mghahess mixing techesgues.
End sesuly Homwogoneous cremn-like degenecn

B 1f the fieal RBlRflm ﬁKl\l;l'B'm)%mm mill until # decomes sacoth and unikmzag




MEDISCA® NETWORK INC

» TECHNICAL SUPPORT SERVICES
FORMULATION CHEMISTRY DEPARTMENT

TOLLFREE: BO6-333-7811

TELEPHONE 514-005-500€
ﬂ FAX: 5343005097

atrasssan o el s 0 11422 Page §
S o z MEDISCA* NETWORK INC.
.« o | Pxdoteni Sodim 1% 80 15% Topical Ceann (Emubion, 100 g) N F 00K 94542 TECHNICAL SUPPORT SERVICES
FORMULATION CHEMISTRY DEPARTMENT

1 | Eredust ramber; TOLL-FREE: 866-333-7811

Trunsfer the final product into the specified dispensang contamer (sev “Packapng requirements”').

’. TELEPHONE: 514.905.5096

FAX: 514-905-5097

lechnicalservices@madisca net
SUGGESTED PRESENTATION
180 days m 13°C £ 2°C, based :
b ; 3 Packagmg | .. £ .
on suilable sabilay sndies T Taghly closed, light-resistant comtaines, Suggested
through Modiscs®. Hoquirersents Formala | Piclofenac Sodium 1% to 15% Topical Cream (Emulsion, 100 g)
*This forrmala wos studsed 25 o bracketed comcentration range of Diclofosac Sodiuwm §.0% o 1505,
Any concentration compounded a1 or between these sirenaths may apply the suggested BUD based on REFERENCES
the gumet execution of the indicased jngrodient s, peocabages and guantities listed within this .
i S, L Omntments, Creams, and Pastes. In: Allen, LV, Ir. The Art, Science, and Technology of
Beviomd Loe Dute | Bt This data s provided for informations! purpases only, representing Me sesulls of 4 study of the Fifth Edivion. American Pharmacists Association; 2016: 317.
| SaRsiruod 00 & rpriaantation of puidaalve of phedues perfermasse. I o8 6aods Sos prevtibeneris 3

cons

advised fo conxat recogevzed pharmaceufical compendis snd other recogared sources for =t Vol

product formulation and ofher Arodu! chardctertstics, ineiuding stabilly. MEDISCA Network inc. oltaren SR. In: Canadian Pharmacists Association. Compendium of Pharmacists and §

makes NG warranfing o mapresentanons with segard fo the f ar apprope of this
grodudd in any compounded formulstion, -Mmusmumdmmmnmum
practitoner,

3. | Diclofenac Sodium. In: Brayfield, A, ed. Martindale: The Complete Drug Reference, 3
The Pharmaceutical Press; 2014: 48,

' m ws directed. DO not exvend prescnbed | 2» xrlxswm: shoep mds, tranquilizers 4. Diclofenac (Monograph). In: O'Neil ML The Merck Index 15" Edition. Whitchouse Sta
2013: Monograph #3091,
2 | Keep out of reach of chikiren, 7| Keep st controlled room wmperaiere (25°C = 2°C7), '
. = 3| Diclofenac Sodium. In: Trissel LA. Trissel ’s Stability of Compounded Formulations. 5*
Auxitiasy | 3 | For exvemal uee only ) Pomet Soo Foi Pharmaceutical Association; 2012: 162.
Labels .
Consult your bealth ¢ itioner if amy oth - . ; L g
o | Moy i mcntal andior plywicat abiiy. | Ry ?::"w :m_‘;:';m “'m":d:u:fn:‘": 6. Diclofenac Sodmm (Mo'nogmph). United States Pharmacopeia XENI / Natiowal Formul
Usee care when openiting 2 car or machinery currently being wsed or are prescribed for feture Pbarmaoopelal Convention, Inc. 2020: 1347,
e - :
— ' Diclofenac. Thomson Micromedex. USP DI - Drug Information jor the Health Care Pr
5 | Cap tightly after use. 10 | Keep in s dry place. Taunton, MA: US Pharmacopeial Convention. Inc: 2006: 415,
l:h!:::*:;::' Add sy sntxifinry. Iabiol apiicilic 1o flee AP b0 Al dispessisng containier ax desoad nocomsy 8. USP <7 9.5>. United States Pharmacopeia XL/ National Formulary 38. Rockville, M]
Convention, Inc. 2020: 7025.
Pt | Comtact yomr pharmaciss in the cvenst of adverse reactions
IS | IAPORTANT: The quantity of AP sdministernd is dievcely dependent on the quantity of product sppliod. DALIA A. HAMDY 2025 30
1 = %




Documentation

Finish the calculations

- Download the safety data
~ sheets of all ingredients

. Start your risk assessment
~and finalize the documents

I Policies and Procedures (SOP’s)
= Safety Data Sheets (SDS) .

= Master Formula .
= Compounding record .
= Compound risk assessment .

DALIA A. HAMDY 2025 31




Mixture Instructions for Diclo 10% in VersaPro Cream

AbEx Phanna?hgneaummt, 112 - 6012 29 Ave, , Beaumont AB T4X 0H5 J
e: (780) 928-1810 Fax: (780) 829-1613

Mixture: Diclo 10% in VersaPro Cream

Code:
Date: 03-Fep-2022 Exp Date: 04-May-2022 Batch Qty: 100.000
Lot number: __

Schedule: 1 (Schedula 1 [F])

Made By

Estimated time to make: Mix Fee:

Qty Drug Name
10 Diclofenac Powder USP

ETHOXY DIGLYCOL
B4 VersaPro cream

Instructions

Steps requining second verification please initial
1. Pharmaceutical calculations
2. Weight of all ingredients
3. Final Product Verification

Please refer to risk assessment for this product for more information regarding personal protective equipment

Please refer to Master formula "Diclofenac Sodium 1%-15% Topical cream” for
-preparation instructions

-auxillary labels

-beyond use date




> Quality Assurance/Quality Control
> Forms

> Cleaning procedures

DALIA A. HAMDY 2025
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