Pharmaceutical regulation acronyms

HPFB : Health products and food branch
ADMO: assistant deputy minister’s office
TPD: Therapeutic products directorate
BGTD: Biologics and genetic therapies directorate
NNHPD: Non-prescription and natural health products directorate
VDD: Veterinary drugs directorate
MHPD: Marketed health products directorate
HPFBI: HPFB Inspectorate
ONPP: Office of nutrition policy and promotion
PPIAD: Policy, planning, and international affairs directorate
RMOD: Resource management and operations directorate
AA: Adulteration act
PPMA: Proprietary and Patent Medicine Act
F&D Act: food and drug act
LSD: Lysergic acid diethylamide
NDS: New drug submission
DIN: Drug identification number
ADR: Adverse drug reaction
MP: member of parliament
BCG: Bacille Calmette-Guerin
CBE: Center for biologics evaluation
CERB: Centre for Evaluation of Radiopharmaceuticals and Biotherapeutics


CTA: Clinical Trial Application
NDS: New Drug Submission
SNDS: Supplemental New Drug Submission
ANDS: Abbreviated New Drug Submission
NOC: Notice of Compliance
NOC/c: Notice of compliance with conditions
NON: Notice of Non-Compliance
NOD: Notice of Deficiency
DIN: Drug Identification Number
EUNDS: Extraordinary Use New Drug Submission
GoC: Government of Canada
NC: Notifiable change
CPID: Certified product information document\
PM label:
PI label:
DIN-B: Biological DIN Application
CTD: Common technical document
DMF: Drug Master File
GMP: Good manufacturing practice
BGTD OSE: BGTD On-site evaluation
C&M: Chemistry and Manufacturing
EL: Establishment Licenses
HVAC: Heating, ventilation and air-conditioning
TSE: Transmissible spongiform encephalopathies 
PM: Product Monograph
SOP: Standard operating procedure
QA/QC: Quality assurance/Quality Control
CPE: Cytopathogenic Effect
IPV: Inactivated Poliovirus Vaccine
FDA: Food and drug administration
MVM: Minute virus of mice
LOU: Letter of Undertaking 
RMP: Risk Management Plan 
PR-NDS: Priority request NDS
CRP: Canadian reference product
C of A


MS: Master seed
WS: Working seed
LFH: Laminar Flow Hood
WCB: Working cell Bank
MCB: Master cell bank
EDTA: Ethylenediaminetetraacetic acid
UF: Ultra-Filtration
HEPA: high-efficiency particulate air
PVD: Polyvinyl dine
REACH: Registration, Evaluation, Authorization and Restriction of Chemicals
ASRU: Animals in Science Regulation Unit
CCAC: Canadian Council on Animal Care
LRP: Lot Release Program
DTP: Pertussis + Tetanus + Diphtheria
PTx: Active Pertussis Toxin
PTd: Inactive Toxin
HIST: Histamine sensitization test
LOD: Limit of Detection
HD: Human Dose
PBS: Phosphate buffered saline
NIH: National institute of Health



ELISA: enzyme-linked immunosorbent assay 
HPLC: High Performance Liquid Chromatography
CHO: Chinses Hamster Ovary

GCP: Good clinical Practice
ICH: International Conference on Harmonization
BLA:  biologics license application
EMEA: Europe, Middle east, Africa
NHP: Natural Health Product
PK: Pharmacokinetics
R&D: Research and Development
RCT: Randomized, Double-blind, placebo-controlled clinical trial
CPS: Compendium of Pharmaceuticals and Specialties
NOL: No objection letter
NSL:
REB: research ethics board
IRB: Institutional review board
QOL: Quality of life
HC:
IEC: Independent Ethics committee
MAH: Manufacturing Authorization holder
PSUR: Periodic Safety Update Report
SADR: Serious Adverse Drug reaction
CIOMS: Council for international organizations of medical sciences
HAMA: Human anti mouse Anti-body
HDL: High density lipoprotein
IgG: Immunoglobin G
PEG: polyethylene glycol
HAE: Hereditary Angioedema
AIEX : Anion Exchange Chromatography
UF/DF : Ultrafiltration/Diafiltration
SBI: Serious Bacterial infections
CLL: Chronic lymphocytic leukemia
MoA: Mechanism of action
HAV: Hepatitis A virus
TSE: Transmissible spongiform encephalopathies
SPE:
NCA: National Control Authority
WHO: World Health Organization

-----
GM-CSF: Granulocyte-macrophage colony-stimulating factor
SEB: Subsequent Entry Biologics
EMA: European Medicines Agency
SBP: Similar Bio Therapeutics Products
DS: Drug substance
DP: Drug product
RB: Reference Biologics
CRB: Canadian Reference Biologics
CATEx:
Gy: absorbed dose in gray
Wr: Type of radiation
Wt: Type of tissue
SPECT: Single Photon Emission Computed Tomography
PET: Positron Emission Computed Tomography
MAO-A: Monoamine Oxidase A
PiB-PET:
TAC: Time Activity Curve
IAEA: International atomic energy agency
FDG-PET: Fludeoxyglucose
FMISO-PET: Fluoromisonidazole
FLT: FluoroThymidine
EN: Ethylenediamine
OX: Oxalate ion
SPPS: solid-phase peptide synthesis
HMPAO: HexaMethylPropylene Amine Oxime
DMSA: Dimercaptosuccinic acid
IDA: Iminodiacetic acid
MDP: Methylene diphosphonate
PSMA: Prostate specific Membrane Antigen
GEP-NET:  gastroenteropancreatic neuroendocrine tumors 
SSRT2: Somatostatin receptor subtype 2
SAP: special access program
NSN: Non-Satisfactory Notice
STM: Standard Test Methods
IQ/OQ: Installation Qualification/ Operational Qualification
ORA:
CETA: Comprehensive Economic and Trade Agreement
MRA: Mutual Recognition Agreement
IPC: In process Control
NMT 3%:
CBER: Center for biologics evaluation and research
EDQM: European Directorate for the Quality of Medicines
VLP: Viral like particle
HPV: Human papilloma virus
GST: General safety test
MAT: Monocyte Activation test
HESC: Human embryonic stem cell
HLA: Human leukocyte antigen
ADSC: Adherent adipose stromal cells Adipose tissue stem cells
MSC vs ESC: Mesenchymal stem cells
COG: Cost of goods
BMT: Bone marrow transplant
GLP: Good Laboratory Practice
CSC: Cardiac Stem Cells
aGvHD: Acute Graft versus Host Disease
HSA: Human serum albumin
DMSO: Dimethyl sulfoxide
PCR: Polymerase chain reaction
MTD: Maximum Tolerated dose
NOAEL: no-observed adverse effect level
CT: Cell therapies
CBP: Cell based products
HSC: Hematopoietic stem cell
CTO: Cells, Tissue Organs
NGO: Non profit organization
AHR: Assisted Human reproduction
CIHR: Canadian Institute of Health Research
SC: stem cell
MMM: More than minimally manipulated
MM: minimally manipulated
HU: Homologous use
SE/MA: System Effect/ Metabolic Activity
CSA: Canadian Standards Association
FDR: Food and drug regulation
CTP:
IMV, EEV:
NAT: Nucleic acid detection
CAM assay: Chick chorioallantoic membrane
SPF: specific pathogen free
CEF: chick embryo Fibroblast
MVA: 
NML: National microbiology laboratory
VSC: vesicular stomatitis virus
ECBS: Expert committee for biological Standardization
ECTC: Extended Controlled Temperature Conditions










Radiopharmaceutical: No chemistry questions Q about products what they are used for. SPECT. PET
Growth phases ( lag ,acceleration,…) diagram
Q on  determine regulations ,apply (Slide 54)
Vaccination on jenner: fill in the blanks


Part A – Administration
Part B – Foods
Part C – Drugs
Part D – Vitamins, Minerals, and Amino Acids
Part E – Cyclamate and Saccharin  Sweeteners
Part G – Controlled Drugs
Part J – Restricted Drugs

· C.01.014 (1)  DIN
· C.08.002 (1)  NDS
· C.08.002 (2)  safety and effectiveness
· (e) details of the method of manufacture and the controls
· (g) detailed reports of the tests made to establish the safety
· (h) substantial evidence of the clinical effectiveness
· C.01.014 (3)  NDS = DIN

· C.08.002.01 (1)  new drug for emergency use; clinical study cannot be carried out
· C.08.002.02  sell only to GoC, Provine, Municipal Gov
· C.01.004 (1)(c)(iv)  labelling : 
“HEALTH CANADA HAS AUTHORIZED THE SALE OF THIS EXTRAORDINARY USE NEW DRUG FOR [naming purpose] BASED ON LIMITED CLINICAL TESTING IN HUMANS.”
C.04.019 Outer label


Part A administration
Part B Foods
Part C Drugs
· 1: General ( All drugs, general info, and definitions)
· 1A: Establishment licences
· 2: GMP
· 3. Schedule C (radiopharmaceuticals)
· 4. Schedule D (Biologicals) vaccines, Cell therapy
· 5. Clinical trials (GCP) –Drug for human clinical trials
· 6.Canadian standard drugs
· 7. Programs for access to low cost patented medicines
· 8. New drugs
· 9. Non-prescription drug regulations

Lot release
· Division 8 of the Food and Drug Regulations list requirements for new drugs
· Division 4 of the Food and Drug Regulations list requirements for licensed biologics

Cell therapy , division 1,2,4,5,8


Product Monograph

· Part 1: Health Professional Information
· Part 2: Scientific Information
· Part 3: Consumer Information 
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