Association Canadian
canadienne des Association of
professionnels en Professional
réglementation Regulatory

® Affairs

List of Consultants

The list comprises consulting companies whose primary focus is Regulatory Affairs, Clinical Research, Quality Control or Compliance (GCP,
GLP, GMP) for pharmaceuticals, biologics, veterinary drugs, medical devices, cosmetics, over-the-counter products, or natural health products.
Companies are listed alphabetically by company name.

List of Acronyms:

DIN = Drug Identification Number
DMF = Drug Master File

GCP = Good Clinical Practice

GLP = Good Laboratory Practice
GMP = Good Manufacturing Practices
NHP = Natural Health Product

QA = Quality Assurance

QC = Quality Control

RA = Regulatory Affairs

SOP = Standard Operating Procedures

Notes:
Clinical Trials Research includes conduct of trials (Phases I-1V), bioanalytical, data management and statistical services.

GCP includes guidance on requirements, preparation of SOPs, conduct of audits and GCP training.
GLP includes guidance on requirements, preparation of SOPs, conduct of audits and GLP training.
GMP includes guidance on requirements, preparation of SOPs, conduct of audits and GMP training.

Product Development includes guidance on requirements for moving through the therapeutic product development process.

Quality Assurance/Quality Control (QA/QC) includes arranging appropriate product testing and release.

Product Development includes guidance on requirements for moving through the therapeutic product development process.




Association Canadian
canadienne des Association of
professionnels en Professional
réglementation Regulatory

® Affairs

Regulatory Affairs (RA) comprises review, assessment and preparation of appropriate regulatory documentation. Expertise in Clinical and/or
Quality (chemistry and manufacturing) aspects is specified.

Toxicology includes nonclinical drug development and safety programs.

Disclaimer:

CAPRA/ ACPR maintains this List of Consultants as a service to industry and to the regulatory authorities. The individual companies have
provided the information on the list for presentation in a standard format. CAPRA / ACPR does not endorse any of the consultants on the list.



List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

LOP 1BO

nav.sekhon@axsource.ca
www.axsource.ca

Medical Devices
Cosmetics

Over-the-counter
Products

Natural Health Products

systems.

e Expert in regulatory affairs,
liaison with regulatory
agencies, QA/QC,
Validation (incl. CSV),
EH&S, litigation support &
privacy compliance.

Product Areas: Services: Countries:
Acerna Inc. Paul Larocque Pharmaceuticals ¢ Good Manufacturing Canada
19 Bryant Road Tel: 905-472-5747 Biologics Practices United States
Markham, ON Medical Devices ¢ Quality Systems Europe
L3P 5Y7 info@acerna.ca Over-the-counter ¢ Regulatory Affairs
www.Acerna.ca Products e Compliance
Natural Health Products | e Training

AHP Consulting Inc. Dr. Sudarshan S. Malik Veterinary Drugs ¢ Provides expert advice Canada
8 Felstead Gardens Tel: 613-825-6711 respecting preparation and
Nepean, ON Fax: 613-825-7291 evaluation of gnirnal health
K2J 3J3 malikss37@aol.com product submissions for

compliance with Canadian

Food & Drug Regulations

¢ Trains scientists
Ashuren Health Sciences Anna Metcalfe Pharmaceuticals ¢ Specialists in toxicology Canada
2233 Argentia Rd., Tel: 905-542-2900 Biologics program design and United States
Suite 308 Fax: 905-542-1011 Veterinary Drugs monitoring; comprehensive | Eyrope
Mississauga, ON Medical Devices ;i%%?ézgnsg?etgg::i;on and International
L5N 2X7 ametcalfe@ashuren.com Cosmetics review
www.ashuren.com DIN Products « Scientific writing of
Natural Health Products nonclinical, clinical and
CMC data
¢ Agency interactions

AxSource Consulting Navneet Sekhon Pharmaceuticals ¢ Design, implementation & Canada
11150 Rutledge Way Tel/Fax: 905-854-6059 Biologics auditing of United States
Campbellville, ON Cell: 416-452-0100 Veterinary Drugs GMP/GLP/GCP/ISO QMS | Eyrope



http://www.axsource.ca/
mailto:Nav.sekhon@axsource.ca
http://www.ashuren.com/
mailto:kmanson@cantox.com
mailto:info@ansongroup.com
http://www.Acerna.ca/
mailto:info@acerna.ca

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

Product Areas:

Services:

Countries:

Canadexlabs
725 Place Fortier #707
Montreal, Quebec

Mr. Fayez Chehab
Tel: 514-978-4466
Fax: 514-747-7550

Pharmaceuticals
Veterinary Drugs
Medical Devices

¢ Health Canada drug
submissions: (NDS) (SNDS)
(ANDS) (NC) (DIN)

¢ Health Canada Natural

Canada
United States

Natural Health Products

clients

H4L 5B9 fayez@canadexlabs.com Cosmetics
www.canadexlabs.com Over-the-counter Health p_roducts
Products submissions: (NPN)
Natural Health Products
CanReg Inc. Darrell Ethell Pharmaceuticals ¢ One-stop global regulatory Canada
4 Innovation Drive Tel: 905-689-3980 Biologics solution for companies of all | United States
Dundas, ON Fax: 905-689-1465 Medical Devices sizes and stages of Europe
L9H 7P3 dethell@canreginc.com Cosmetics development . Asia
www.canreginc.com Over-the-counter * More than 100 in-house Australia
Products consultants and staff serve Latin America

www.chemrisk.com

Cosmetics

Over-the-counter
Products

Natural Health Products

¢ Providing guidance &
support in emerging areas
of environmental regulation
related to pharmaceutical
and personal use products.

Carol L. Johnson and Carol Johnson Pharmaceuticals ¢ Full management and Canada
Associates Inc. Tel: 905-848-8530 Biologics development of regulatory | United States
2571 Privet Cr. cliohnson@rogers.com Medical Devices strategy and submissions Europe
Mississauga, ON Cosmetics * Negotiations with Health Asia
L5B 2S5 Over-the-counter Canada on all aspects and | Africq
Products complexities of regulatory Australia
Natural Health Products aﬁ§|r§ . Latin America
¢ Training assistance for new
or incumbent staff
ChemRisk Canada Hugh Scobie Pharmaceuticals ¢ Providing expertise in the Canada
12-B 291 Woodlawn Road Tel: 519-636-0498 Biologics area of toxicology: United States
Guelph, ON Fax: 519-823-5337 Veterinary Drugs Study design, management | Europe
N1H 7L6 hscobie@chemrisk.com Medical Devices & data analysis & writing Australia



http://www.chemrisk.com/
mailto:Hscobie@chemrisk.com
mailto:cljohnson@rogers.com
http://www.canreginc.com/
mailto:dethell@canreginc.com
http://www.canadexlabs.com/
mailto:fayez@canadexlabs.com

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

Manufacturing,
Biotechnology, IVD,
Healthcare and
Pharmaceutical industries

Product Areas: Services: Countries:
Chestnut Solutions Inc. Helen Teichman Pharmaceuticals e eCTD preparation and Canada
86 Otter Cres. Tel: 416-783-2945 Biologics management United States
Toronto, ON Fax: 416-783-2463 Veterinary Drugs * Implementation and best Europe
M5N 2W8 mteichman@sympatico.ca practices for electronic
www.chestnutsolutions.com submissions and document
management
¢ Templates, training, SOP
preparation
Coley Consulting Inc. Alan Coley Pharmaceuticals ¢ Over 20 years of Global Canada
991 Peggoty Circle Tel: 416-786-4916 Veterinary Drugs Regulatory and Quality United States
Oshawa, ON Fax: 905-436-2808 Medical Devices experience i_n Europe
L1K 2G5 alan.coley@rogers.com Pharmaceutlcals and
www.alancoleyconsulting.com DeV|.ce.s. ,
¢ Providing strategic
regulatory services through
filing of your NDS or Device
License
Dicentra Inc. Peter Wojewnik, B.Sc., M.B.A. Natural Health Products | ¢ Scientific Support Canada
21 Phoebe Str., BO02 Tel: 416-361-3400,ext.225 Cosmetics ¢ International Regulatory
Toronto, ON Fax: 416-361-3304 Foods Compliance
M5T 1A8 Cell: 416-844-0987 Over-the-counter ¢ Training & Education
peter@dicentra.ca products ¢ Clinical Trial Design &
www.dicentra.ca Maintenance
e Licensed Importer for NHPs
Excel Translations Hervé Rodriguez Pharmaceuticals ¢ Excel Translations is a Canada
114 Sansome Street Tel: 415-434-4224, ext.15 Medical Devices provider of certified medical | United States
Suite 925 Fax: 415-434-2345 translation services to Europe
San Francisco, CA hrodriguez@xltrans.com g%g?:;le[)sel\?igge Medical & Asia
USA 94104 www.L ifeSciencesTranslations.com Australia

Latin America



http://www.dsaconsultants.com/
mailto:cdsa@dsaconsultants.com
http://www.dicentra.ca/
mailto:peter@dicentra.ca
http://www.alancoleyconsulting.com/
mailto:Alan.coley@rogers.com
file:///Users/clever/CleverNet/CAPRA/Aug 2010/www.chestnutsolutions.com
mailto:hteichman@sympatico.ca
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Contact Information

1215 North Service Road W.
Oakville, ON
L6M 2W2

Tel: 905-825-4677 ext. 137
starantino@patientdirect.ca
www.patientdirect.ca

Biologics
Veterinary Drugs
Medical Devices

Over-the-counter
Products

Natural Health Products
Controlled Substances

¢ Market Access

¢ Importation

e Distribution

¢ Patient Programs

¢ Specialty Care Pharmacy

Product Areas: Services: Countries:
Fastrack Anne Dumbirille, Ph.D Pharmaceuticals ¢ In partnership with Dr. Kathy | Canada
12 Forestgrove Drive Tel: 905-432-3490 Biologics Zito (est. 1984), the primary
Ottawa, ON Fax: 905-432-2517 focuses of Fastrack include
K2S 1V2 anne.dumbrille-ross@sympatico.ca scientific and regulatory
Kathy Zito, Ph.D drug as.ses.sme_nts_, and
' strategic direction in drug
Tel: 613-836-5212 development.
Fax: 613-836-2603
kathyzito@fastrackconsulting.com
Focal Point Research Inc. Robert Ross-Fichtner Cosmetics ¢ Regulatory Canada
181 Lakeshore Rd. E. Tel: 905-271-2709 ext. 222 Natural Health Products | e Labeling & Marketing United States
Mississauga, ON Fax: 905-271-4576 Drugs ¢ Quality & Safety Europe
L5G 1G2 rob@focalpointresearch.ca Medical Devices ¢ Scientific
www.focalpointresearch.ca Consumer Products ¢ Environment
Food & Beverage e Clinical
Crop Science « Due Diligence
Packaging * Consumer Research
Global Tox, A division of Jamie Doran, Manager Pharmaceuticals ¢ Focused innovative Canada
MTE Consultants Inc. Product Testing & Registration Biologics solutions for product testing | United States
255 Speedvale Ave. W. Tel: 519-766-1000 ext.2233 Cosmetics and compliance specializing | Eyrope
Guelph, ON Fax:519-766-1100 Over-the-counter in CEPA compliance,
N1H 1C5 mrichardson@globaltox.ca Products chemicals and polymers,
pharmaceuticals, biologics,
www.qglobaltox.com Natural Health Products natural health products,
food and cosmetics
GMD PharmaSolutions Sam Tarantino Pharmaceuticals ¢ Regulatory Affairs Canada

United States
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http://www.patientdirect.ca/
mailto:starantino@patientdirect.ca
http://www.globaltox.com/
mailto:mrichardson@globaltox.ca
http://www.focalpointresearch.ca/
mailto:rob@focalpointresearch.ca
mailto:kathyzito@fastrackconsulting.com
mailto:anne.dumbrille-ross@sympatico.ca

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

Natural Health Products

pharmaco vigilance, post-
approval changes

¢ Writing/compilation of
Regulatory submissions,
government interactions.

Product Areas: Services: Countries:
Grieb Consulting Victoria Grieb Pharmaceuticals ¢ Regulatory affairs for Canada
(VG Solutions) Tel: 514-651-0465 Medical Devices cosmetics, OTC drugs,
2312 Harriet Quimby Fax: 514-439-3679 Cosmetics NHPs
St. Laurent, Quebec varieb@vasolutions.ca Over-the-counter * DIN,NPN applications,
H4R 3E4 Products Medical device licenses
Natural Health Products | ® Liaison —Health Canada
¢ Regulatory training
* GMP, QA/QC
¢ Packaging review
¢ Environmental compliances
¢ English or French
International Food Focus Ltd. | Carol T. Culhane Natural Health Products | ¢ Preparation of Health Canada
211 Carlton Street Tel: 416/-924-3266 Canada pre-market United States
East Office Fax: 416-924-2726 submissions for novel Europe
Toronto, ON cculhane@foodfocus.on.ca f|bre_§, nov.el foods, food
M5A 2K9 www.foodfocus.on.ca additives, infant formula and
Temporary Marketing
Authorizations
* Product license applications
for Natural Health Products
in food format
Intrinsik Health Sciences Inc. | Katharine Manson Pharmaceuticals e Strategic guidance Canada
6605 Hurontario Street Tel: 905-364-7800 Biologics throughout development: United States
Suite 500 Fax: 905-364-7816 Veterinary Drugs * Non clinical program Europe
Mississauga, ON kmanson@intrinsik.com Medical Devices design/implementation Asia
L5T 0A3 www.intrinsikscience.com Cosmetics * GLP/GCP audits Africa
Over-the-counter * Regulatory review of Australia
Products labeling/advertising, Latin America



http://www.intrinsikscience.com/
mailto:kmanson@intrinsik.com
http://www.foddfocus.on.ca/
mailto:cculhane@foodfocus.on.ca
mailto:vgrieb@videotron.ca

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

537 Bedford Park Ave.
Toronto, ON
M5M 1K4

Tel: 416-783-9394

Fax: 416-783-3114
karenfriedman@rogers.com
www.kfriedmanconsulting.com

Natural Health Products

health product applications
and site license applications

¢ Preparation of new and
supplemental new drug
submissions, clinical trial
applications, notifiable
changes

¢ Preparation of DIN
applications

¢ Cosmetic regulatory affairs

Product Areas: Services: Countries:
JLH Regulatory Services Inc. | Janet Holden Pharmaceuticals ¢ More than 20 years of Canada
939 North River Road Tel: 613-421-2058 Biologics experience in Regulatory United States
Suite 302 jlh_regulatory@hotmail.com Medical Devices and Quality Affairs for the Europe
Ottawa. ON Pharmac_eutical, Biologic Asia
K1K 3\/’2 and Mgdlcal Device Africa
Industries
Australia
Latin America
John Webb Consulting Dr. John Webb Pharmaceuticals ¢ Regulatory and scientific Canada
Services Inc. Tel: 902-863-5653 advice/preparation re: CMC
R.R.#1 MacArra’s Brook Fax: 902-863-3870 submissions, including
Merigomish, Nova Scotia iohn@johnwebb.com Canadian QOS
BOK 1G0 www.iohnwebb.com * Specialized expertise in
inhalation products
¢ Thirteen years experience
evaluating submissions
within Health Canada
K. Friedman Consulting Karen Friedman Pharmaceuticals ¢ Preparation of natural Canada



http://www.kfriedmanconsulting.com/
mailto:karenfriedman@rogers.com
http://www.johnwebb.com/
mailto:john@johnwebb.com
mailto:jlh_regulatory@hotmail.com

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

226 Heiman Street

Tel: 519-579-0821

Biologics

Market Applications with

Product Areas: Services: Countries:

Lockhart Regulatory Services | Marilyn Lockhart Pharmaceuticals ¢ | ockhart Regulatory Canada
Inc. Tel: 905-635-2855 Biologics Services Inc. builds on United States
99 Bronte Road Fax: 905-635-2855 Medical Devices Marilyn Lockhart's 20 years | Eyrope
Suite 807 mplockhart@sympatico.ca Cosmetics of regulatory experience,
Oakville, ON Over-the-counter gellver!ng strategic
L6L 387 Products angdlan rggulatory and

quality services to

Natural Health Products companies in several

countries

MarcM Consulting Canada Marcela Saad Pharmaceuticals ¢ Regulatory Strategy & Canada

United States

Natural Health Products

regulatory compliance

Suite 1 Fax: 519-579-0821 Veterinary Drugs primary focus on the Latin America
Kitchener, ON marcmconsulting@marcmconsulting.ca Medical Devices Ame_rlcas Europe
N2M 3M3 www.marcmconsulting.ca Cosmetics * English, Portuguese,
Spanish services
Over-the-counter .. . o
Products ¢ Clinical trl_al, _S|te license &
Natural Health Products drug applications )
¢ GMP/GCP/ISO compliance
¢ Post-market changes
¢ Business development,
industry-government
relations
McCarthy Consultant Matt McCarthy Pharmaceuticals e With 29 years of Canada
Services Inc. Tel: 1-905-836-0033 Biologics experience, MCSI has United States
8-1151 Gorham Street Fax: 1-905-836-0006 Veterinary Drugs evolved into an industry Europe
Newmarket, ON mccarthy@mccarthyconsultant.com Medical Devices Ieadllng contract Regulatory | 5,
L3Y 8Y1 www.mccarthyconsultant.com Cosmetics Affairs Management Australia
] ' Organization
lCD);/Oedrl-thtz-counter ¢ Let MCSI be your key to



http://www.mccarthyconsultant.com/
mailto:mccarthy@mccarthyconsultant.com
http://www.marcmconsulting.ca/
mailto:marcmconsulting@sympatico.ca
mailto:mplockhart@sympatico.ca

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

¢ Testing requirements for
global market
(FDA,ICH,TPD,TGA)

e CMC/Quality/Regulatory
Compliance

¢ Preparation for FDA pre-
approval or GMP inspection

Product Areas: Services: Countries:
MJ Pharm Consulting Milica (Mila) Jovanovic Pharmaceuticals ¢ Analytical method Canada
2371 Bankside Dr. Tel: 416-270-2764 Over-the-counter development United States
Mississauga, ON milica@mijpharm.com products * Extractables and Europe
L5M 6E3 www.mjpharm.com Leachables Asia

Latin America

NARS Consulting Inc.
1109 Linbrook Road

Sue Fekete
Tel: 905-844-9154

Pharmaceuticals
Biologics

¢ General regulatory services
e Specializing in strategic

Canada
United States

Natural Health Products

e Conformité pour I'industrie
pharmaceutique,
cosmetique, des
biotechnologies et des
produits de santé naturels.

Oakville, ON sfekete@narsconsulting.org regulatory support
L6J 2L3 www.narsconsulting.org
Nathalie Lebel Consulting Nathalie Lebel Pharmaceuticals ¢ Regulatory Affairs Canada
Inc. Tel: 450-416-0922 Biologics ¢ Quality Control and Quality
1284 BI. Des Seigneurs, Fax: 450-729-1535 Veterinary Drugs Licensing
C.P. 94061 nathalie.lebel@lebelpharma.com Medical Devices * Client representation during
Terrebonne, Quebec www.lebelpharma.com Cosmetics Health Canada Inspection
J6W 5Vv4 Over-the-counter and negotiation with Health

Products Canada

Natural Health Products | ® Training and Education
Normand Robichaud Normand Robichaud Pharmaceuticals e Services conseils en Canada
Services conseils inc. Tel: 418-650-5628 Medical Devices Bonnes Pratiques de United States
4025 chemin Sainte-Foy normand.robichaud@videotron.ca | Cosmetics Fabrication (BPF) Europe
Quebec, Quebec www.normandrobichaud.com Over-the-counter * Systemes Qualité
G1Y 1T7 Products ¢ Audits Qualité

10



http://www.normandrobichaud.com/
mailto:Normand.robichaud@videotron.ca
http://www.lebelpharma.com/
mailto:nathalie.lebel@lebelpharma.com
http://www.narsconsulting.org/
mailto:sfekete@narsconsulting.org
http://www.mjpharm.com/
mailto:milica@mjpharm.com

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

Natural Health Products

suppliers with services in
the field of compliance and
quality control.

Product Areas: Services: Countries:
Nucro-Technics John C. Fanaras Pharmaceuticals ¢ Regulatory Affairs Canada
2000 Ellesmere Road Tel: 416-438-6727 Veterinary Drugs e Submissions, Quality United States
Scarborough, ON Fax: 416-438-3463 Medical Devices Control and Quality Europe
M1H 2wW4 fanaras@nucro-technics.com Cosmetics Assurance Asia
www.nucro-technics.com Over-the-counter * GMP Compliance Africa
Products ¢ Product registrations Australia
Natural Health Products | e Audits
¢ Legal Agent
e Liaison with Health Canada
Pharmaffair Inc. Maha Tawashi Pharmaceuticals ¢ RA: New product Canada
52 Sandfield Rd. Tel: 416-444-8090 Biologics submissions
Toronto, ON Fax: 416-444-4246 Medical Devices ¢ Regulatory strategy
M3B 2B7 maha@pharmaffair.ca Cosmetics ¢ Government liaisons
www.pharmaffair.ca Over-the-counter ¢ L abeling and advertising
Products * Pharmacovigilence
Natural Health Products | ¢ product development
e QA/QC
e GMP
Quality & Compliance Graham L. Mills Pharmaceuticals ¢ Quality & Compliance Canada
Services Inc. Tel: 905-363-1182, ext.210 Biologics Services Inc. (Q &C®) United States
9-6975 Meadowvale Town Fax: 905-542-7981 Veterinary Drugs provides the Europe
Centre, Suite 410 info@qualityandcompliance.com Medical Devices pharmaceutical, natural Asia
Mississauga, ON www.qualityandcompliance.com Cosmetics gﬁglt:g?;ﬁtésizzmetlc Australia
LSN 2V7 Over-the-counter i i i Latin America
industries and their
Products

11



http://www.qualityandcompliance.com/
mailto:info@qualityandcompliance.com
http://www.pharmaffair.ca/
mailto:maha@pharmaffair.ca
http://www.nucro-technics.com/
mailto:fanaras@nucro-technics.com

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

www.Regxia.com

Products

customers

¢ We provide knowledge,
experience and innovation

Product Areas: Services: Countries:
RegCom Consulting Lorelei Stinson Pharmaceuticals ¢ 25 years pharmaceutical & | Canada
5 Grey Oak Drive Tel: 519-767-9612 Biologics biologics experience
Guelph, ON Fax: 519-767-9966 * Specialize in CMC —all
N1L 1P1 l.stinson@rogers.com dosage forms including
parenterals and biologicals
¢ APIs including DMFs
e CPIDS and QOS
e SOPs
RegPharm Consulting Inc. Katia Betito, Ph.D. Pharmaceuticals * Preparation of clinical and Canada
Montreal, Quebec Tel: 514-817-4424 Medical Devices quality sections of
regpharm@yvideotron.ca Over-the-counter regulatory submissions
Products e Strategic guidance
Natural Health Products | ® Regulatory training
¢ Over 15 years of experience
in generic (parenterals) and
branded product registration
Regulatory Progress Phil Cuscuna Pharmaceuticals ¢ Great rates Canada
Associates (RP) Tel: 647-235-3355 Biologics * ISO 13485,CMDCAS,QSR, | United States
1585 Beaty Trail Phil@medicaldeviceconsultants.ca | Medical Devices MDD, MDL, 510k, PMA, TF | Europe
Milton, ON www.medicaldeviceconsultants.ca | Cosmetics * Recalls, MDR Australia
LOT 5LS Over-the-counter ¢ ISO 10993,14971,11135/7, | Latin America
Products IEC 60601
Natural Health Products | ¢ GMP
e CTA
¢ IDE
¢ Auditing and much more
Regxia Inc. Betty Cory Pharmaceuticals * Regxia is a unique scientific | Canada
5-133 The West Mall Tel: 416-620-5236 Biologics and regulatory consulting United States
Toronto, ON Fax: 416-620-0261 Medical Devices firm with a primary focus of | Eyrope
MOC 1C2 bcory@regxia.com Over-the-counter collaborating with our Australia

12



http://www.Regxia.com/
mailto:bcory@regxia.com
http://www.medicaldeviceconsultants.ca/
mailto:Phil@medicaldeviceconsultants.ca
mailto:regpharm@videotron.ca
mailto:l.stinson@rogers.com

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

Product Areas:

Services:

Countries:

RS Consultant Services
1 Ardwold Gate
Richmond Hill, ON

Ram Srivastava
Tel: 905-918-0272
Fax: 905-237-0322

Pharmaceuticals
Biologics
Medical Devices

¢ Consulting in Medical
Devices, Pharmaceuticals,
Biologic, Natural Health
Products and Pest Control

Canada
United States

JOP 6C3

info@spharm.ca
www.spharm.ca

Medical Devices
Cosmetics

Over-the-counter
Products

Natural Health Products

¢ Medical Writing
¢ Submission strategy

¢ Meeting preparation and
liaison with Health
Authorities

L4B 2J9 rsconsultant@rogers.com Natural Health Products Products.
www.rsconsultantservice.com .
e Offering regulatory and
quality services for Canada
and U.S.
RxDx ClinDev Jeremy Hill Pharmaceuticals e 25 years in clinical research | Canada
3035 Tours Rd. Tel: 905-824-4262 Biologics & clinical support to RA
Mississauga, ON Fax:905-824-3201 * Clinical study design/
L5N 3H8 jeremy.hill@sympatico.ca management/analysis
e Clinical study reports
e 2.5 Clinical Overviews
e 2.7 Clinical Summaries
¢ Therapeutic, diagnostic,
radiopharmaceutical
Spectrum MMC Wayne Bryant Pharmaceuticals e 20 year track record in Canada
475 Westminster Avenue Tel: 514-696-0303 Biologics delivering strategic and United States
Dollard-des-Ormeaux, Fax: 514-696-0373 Medical Devices quality turnkey services in Europe
(Montreal) Quebec wbryant@SprintUS.com Cosmetics regulatory, scientific, clinical | 5,
H9G 283 www.BioStrategis.com Over-the-counter Zﬁglﬁém;?%afg \é:)grlrtapr;fi}es Aus.tralia |
Products ranging from start-ups to Latin America
Natural Health Products multinationals.
SPharm Inc. Sabrina Turgeon Pharmaceuticals ¢ Product development Canada
1235, 3" Avenue Tel: 819-824-6869 Biologics * Regulatory affairs in North United States
Val-d’Or, Quebec Fax: 819-824-4876 Veterinary Drugs America Europe
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http://www.spharm.ca/
mailto:info@spharm.ca
http://www.BioStrategis.com/
mailto:wbryant@SprintUS.com
mailto:Jeremy.hill@sympatico.ca
http://www.rsconsultantservices.com/
mailto:rsconsultant@rogers.com

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

15 Woodend Drive
Carlisle, ON
LOR 1H2

Tel: 905-690-9746
Fax: 905-690-9665
tracy.howardtripp@sympatico.ca

Biologics

pre-market and post-market
applications

e Specialized medical writing
proficiency in preparation of
documents for product
development (i.e. clinical
trial protocols, IBs, CSRs,
PMs and clinical summaries

Product Areas: Services: Countries:
SpringBoard Solutions Inc. Sheila Garven Pharmaceuticals ¢ Innovative strategic thinking | Canada
P.O. Box 30039 Tel: 416-619-9025 Biologics on product development
478 Dundas Street W. sheila@springboardsolutions.ca * Attention to detail in
Oakville, ON www.springboardsolutions.ca regulatory filings
L6H 7L8 e Comprehensive in-house
training programs
¢ Regulatory expertise/advice
in patent disputes
Stan North Consultation Stan North Pharmaceuticals ¢ Regulatory consulting for Canada
4611 Harvard Ave. Tel: 514-577-5913 Biologics the pharma, medical device
Montreal, Quebec info@StanNorthConsultation.com Medical Devices and biotech sectors
H4A 2X3 www.StanNorthConsultation.com Over-the-counter ¢ Clinical and CMC
Products submissions
Natural Health Products | ® CTAs
Cosmetics * Project management
¢ Product monographs and
labeling
¢ Regulatory guidance and
strategy
¢ We offer quality service,
flexibility and customer-
focus with over 15 years of
industry experience
THT Health Communications | Tracy Howard-Tripp Pharmaceuticals ¢ Strategic RA expertise in Canada

14



mailto:tracy.howardtripp@sympatico.ca
http://www.StanNorthConsultation.com/
mailto:stan.north.consultation@gmail.com
mailto:Sheila@springboardsolutions.ca

List of Consultants (see Disclaimer)

Summary of Services (see Notes)

Company Name / Address

Contact Information

Product Areas:

Services:

Countries:

Ukken Cheriyan & Associates
Inc.

5 Cobbler Court

Ottawa, ON

K1V 0B8

Dr. Ukken Cheriyan
Tel: 613-523-1214
cherivanassociates@rogers.com

Pharmaceuticals

¢ Regulatory and scientific
advice on Quality

e CMC Summaries

¢ Post market changes

¢ Pharmaceutical equivalence

¢ Specialize in Parenterals
and APIs including DMFs

Canada
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mailto:cheriyanassociates@rogers.com

