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Introductions

• Name, Who you work for



Reasons For Certification

• Competing in the Job Market

• Certification may help in Changing 

Careers (getting into a field where you 

don’t have a lot of experience)

• Broadening knowledge of the 

pharmaceutical industry



What are your reasons for pursuing 

certification?



About the test



Requirements

• You must have five years of on-the-job 
experience in one or more of the areas of the 
Certified Pharmaceutical GMP Professional 
Body of Knowledge. A minimum of three years 
of this experience must be in a decision-making 
position. ―Decision-making‖ is defined as the 
authority to define, execute, or control 
projects/processes and to be responsible for the 
outcome. This may or may not include 
management or supervisory positions.

• No Educational Waivers for this Exam

http://asq.org/certification/pharmaceutical-gmp/bok.html
http://asq.org/certification/pharmaceutical-gmp/bok.html


Body of Knowledge for CPGP 

Exam

• http://asq.org/certification/pharmaceutical-

gmp/bok.html

http://asq.org/certification/pharmaceutical-gmp/bok.html
http://asq.org/certification/pharmaceutical-gmp/bok.html
http://asq.org/certification/pharmaceutical-gmp/bok.html


Body of Knowledge

• The scope of the exam is broad so take the body of knowledge and 
suggested reference list at the ASQ site seriously.

• FDA, EU, Japanese, Canadian regulations

• Enforcement Actions

• FDA, ICH, WHO Guidances

• API, Finished Drugs, Biologics

• Manufacturing, Laboratories, Facilities and equipment, raw 
materials, submissions, distribution, storage, reporting, record 
retention, sample retention, software, critical parameters

• US Pharmacopeia

• Quality Systems

• Installation Qualification, Operational Qualification, Performance 
Qualification

• Development

• Much more……



Test Question Topics

• Regulatory Governance 15 questions

• Quality Systems 30 questions

• Laboratory Systems 30 questions

• Infrastructure (facilities, equipment, utilities) 18 questions

• Sterile and Non sterile manufacturing 25 questions

• Material and Supply Chain management 15 questions

• Filling, Packaging, Labeling 17 questions

• Product Development and Technology Transfer 10 
questions



Preparation Methods

• Get copies of the recommended references (make sure that in 

addition to the various pharmaceutical related references, you bring 

your most useful QA related references or primers)

• Make sure you have a good subject index

• Make sure your materials are organized so that you can find 

information easily.

• Allow time (several weeks) to read and study materials and make 

notes

• Create summary sheets for information that you want to be able to 

find easily

• Use the ASQ Question Bank ($99).



What tips do you have concerning 

preparation for certification tests?



References



Where Many Reference Materials 

Can be found
• Check ASQ (American Society for Quality) site

• http://asq.org/certification/pharmaceutical-gmp/references.html

• For the FDA (Food and Drug Administration) regulations:  
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cf
m

• ICH (International Council on Harmonization) documents: 
http://www.ich.org/products/guidelines or 
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformatio
n/Guidances/ucm065005.htm

• IPEC (International Pharmaceutical Excipient Council) Guidance 
Documents http://ipecamericas.org/content/download-ipec-
guidance-documents-here

• PIC/S (Pharmaceutical Inspection Council and Pharmaceutical 
Inspection Cooperations Scheme) http://www.picscheme.org/

• FDA Investigations Operations Manual 
http://www.fda.gov/ICECI/Inspections/IOM/default.htm

http://asq.org/certification/pharmaceutical-gmp/references.html
http://asq.org/certification/pharmaceutical-gmp/references.html
http://asq.org/certification/pharmaceutical-gmp/references.html
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm
http://www.ich.org/products/guidelines
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm065005.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm065005.htm
http://ipecamericas.org/content/download-ipec-guidance-documents-here
http://ipecamericas.org/content/download-ipec-guidance-documents-here
http://ipecamericas.org/content/download-ipec-guidance-documents-here
http://ipecamericas.org/content/download-ipec-guidance-documents-here
http://ipecamericas.org/content/download-ipec-guidance-documents-here
http://ipecamericas.org/content/download-ipec-guidance-documents-here
http://ipecamericas.org/content/download-ipec-guidance-documents-here
http://ipecamericas.org/content/download-ipec-guidance-documents-here
http://ipecamericas.org/content/download-ipec-guidance-documents-here
http://www.picscheme.org/
http://www.fda.gov/ICECI/Inspections/IOM/default.htm




Four Categories of

ICH documents (Quality,

Safety, Efficacy, and Multi-

Disciplinary

Make sure you know those 4 categories and what kind of guidance documents

Are in them.



Eudralex (Vol 4) (European Union Rules

http://ec.europa.eu/health/documents/eudralex/vol-

4/index_en.htm



http://www.gmp-publishing.com/en/

$995paper, also have corporate licenses for online 

version

http://www.gmp-publishing.com/en/
http://www.gmp-publishing.com/en/
http://www.gmp-publishing.com/en/


ISPE Good Practice Guides

http://www.ispe.org/cs/ispe_good_practice_guides_section/ispe_good_practice_guides

ASQ’s question bank references these (If you are not a member of ISPE, these guides 

are very expensive)

http://www.ispe.org/cs/ispe_good_practice_guides_section/ispe_good_practice_guides


ASQ’s Question Bank



ASQ’s Question Bank (cont’d)



More Recommended Reference 

Material
• WHO Quality Assurance of Pharmaceuticals, A 

Compendium of Guidelines and Related Materials.

• Current Good Manufacturing Practices: Pharmaceutical, 
Biologics, and Medical Device Regulations and 
Guidance Documents Concise Reference, Mindy J. 
Allport-Settle

• The Indispensable Guide to Good Laboratory Practice 
(GLP) 2ed, Mark Gregory Slomiany

• Pharmaceutical Quality Control Lab Guidebook, Anthony 
Luttrell, Daniel Far, Robert Kirsch

• ISO19011S-2008 (Guidelines for Management System 
Auditing).



Things to know and Materials to 

have with you
• You need copies of FDA regulations, guidances, ICH documents 

(there’s a ton of them, try partnering with someone to print them out)

• You need a good subject index to your references

• Know terminology (glossary handout)

• Know the difference between laws, regulations, and guidances

• Know how to compare measurements to a spec (Know Rounding 
Rules and significant figures)

• Cleanroom Classes and where they are used (WHO Quality 
Assurance of Pharmaceuticals is a good reference)

• Summarize comparisons of FDA/EU/Japan, etc (handout)

• Know the sections in the US Pharmacopeia (general chapters vs 
monographs, etc)

• Before the test, do a check against the Body of Knowledge to make 
sure you’ve covered all of the topics in  your reading or reference 
materials.



Handouts

• Body of Knowledge

• This slide presentation

• Summary of FDA vs EU vs Japan vs …. 
(reporting, record retention, Inspection 
Frequency, Annual Product Review, etc)

• Glossary of Terms (and references where there 
is information on those subjects)

• Practice test with answers

• Other useful tidbits

• Also sign email sheet and I can send a table of 
contents and index for many of the references



Practice Test

Handout



1. The Law which governs Drug 

Manufacture is:

A.  21CFR210 Current Good Manufacturing 

Practice in Manufacturing, Processing, 

Packing, or Holding of Drugs

B.  Food, Drug, and Cosmetic Act

C.  Public Health Service Act

D.  ICH Q11 Development and Manufacture 

of Drug Substances



1. The Law which applies to Drug Manufacture 

is:

Answer B. Food, Drug, and Cosmetic Act

21CFR210 is a regulation not a law. 
ICHQ11 is a guidance, not a law.  And 
the Public Health Service Act is not the 

law that covers Drug Manufacture



Law, Regulation, Guidance: What’s 

the difference?
• Law:  Enacted by Congress (examples-Food, Drug, and 

Cosmetic Act; Modernization Act)

• Regulations:  Requirements that implement and/or 
enforce a law (e.g. 21 CFR210)

• Guidelines and Guidances: Establish Principles and 
practices that apply to test procedures, manufacturing 
practices, scientific standards, protocols, labeling and 
other technical or policy considerations. 
Recommendations on how to comply with laws and 
regulations.  These are not mandetory (e.g. ICH, FDA 
Guidances, PIC documents).

• Directives: European Union-They require that member 
states achieve a certain result but the states have the 
flexibility on how to implement.



2. What Law amended the Food, Drug, and Cosmetic act to provide 

requirements for making and reporting manufacturing changes to an 

approved application and for distributing a drug product made 

with such changes?

A. The Food Drug and Cosmetic Act, the 

Sequel

B.  The Modernization Act

C. The Public Health Services Act

D. None of the above



2. What Law amended the Food, Drug, and cosmetic act to to 

provide requirements for making and reporting manufacturing 

changes to an approved application and for distributing a drug 

product made with such changes?

Answer B.  The Modernization Act

Guidance for Industry:  Changes to an Approved NDA or 
ANDA

On November 21, 1997, the President signed the Food and 
Drug Administration Modernization

Act of 1997 (the Modernization Act).3 Section 116 of the 
Modernization Act amended the the Act

by adding section 506A, which provides requirements for 
making and reporting manufacturing

changes to an approved application and for distributing a 
drug product made with such changes.



3. In which International Conference on 

Harmonization document would you find guidance 

about risk assessment?

A. ICH Q1

B. ICH Q9

C. PI-007

D. 21CFR 314



3. In which International Conference on 

Harmonization document would you find 

guidance about risk assessment?

Answer B.  ICH Q9

ICH Q9 Quality Risk Management



4. Put these ICH Q9 Risk Management steps in the correct order:

Risk Review

Risk Identification

Risk Reduction

Risk Evaluation

A.  Risk Identification, Risk evaluation, Risk reduction, Risk 

Review

B.  Risk Review, Risk Identification, Risk reduction, Risk 

Evaluation

C. Risk Reduction, Risk Review, risk Identification

D. Risk Identification, Risk Review, Risk Evaluation, risk 

reduction



4. Put these ICH Q9 Risk Management steps in the correct order:

Risk Review

Risk Identification

Risk Reduction

Risk Evaluation

Answer A.  Risk Identification, Risk evaluation, Risk 

reduction, Risk Review

See ICH Q9, section 4.



5. For a Parenteral Drug, which of the following 

might be tested and have acceptance criteria?

A.  Sterility

B.  Endotoxin

C.  Particle matter

D.  A and B only

E.  All of the above



5. For a Parenteral Drug, which of the following 

might be tested and have acceptance criteria?

E.  All of the Above

See ICH Q6A Test Procedures and 
Acceptance Criteria for new Drug 

Substances and New Drug Products: 
Chemical Substances



6. Medical Products imported into, supplied 

in, or exported from Australia must be listed 

in the:

A. Australian Drug Administration Databank 

(ADAD)

B. Australian Register of Therapeutic Goods 

(ARTG)

C. Drugs Down Under List (DDUL).

D. Australian-New Zealand Drug Register 

(ANZDR) 



6. Medical Products imported into, 

supplied in, or exported from Australia 

must be listed in the:

Answer: B. Australian Register of 

Therapeutic Goods

Australian Regulation of Prescription Medical 
Products (Therapeutic Goods Administration)

http://www.tga.gov.au/docs/html/pmeds_reg.h
tm

http://www.tga.gov.au/docs/html/pmeds_reg.htm
http://www.tga.gov.au/docs/html/pmeds_reg.htm


7. In an area immediately adjacent to an aseptic 

operation, settling plates (90mm diameter) were 

examined by an engineer and found to have 

particle counts of 1CFU/4 hours.  What actions 

should be taken?

A. Stop Production and quarantine product

B. Notify the FDA of a problem

C. Conduct a risk assessment

D. No Action is needed



7. Answer: D No action, 

Counts are OK

See WHO Quality Assurance of 

Pharmaceuticals

And FDA Guidance for 

Industry:Sterile Drug Products 

Produced by Aseptic Processing



Clean Room Facts from 

Guidance for Industry - Sterile Drug Products 

Produced by Aseptic Processing — Current Good Manufacturing Practice

• Critical Area – Class 100 (ISO 5) A 
critical area is one in which the 
sterilized drug product, containers, and 
closures are exposed to environmental 
conditions that must be designed to 
maintain product sterility (§
211.42(c)(10)). Activities conducted in 
such areas include manipulations (e.g., 
aseptic connections, sterile ingredient 
additions) of sterile materials prior to 
and during filling and closing 
operations.

• FDA recommends that the area 
immediately adjacent to the aseptic 
processing line meet, at a minimum, 
Class 10,000 (ISO 7) standards (see 
Table 1) under dynamic conditions. 
Manufacturers can also classify this 
area as Class 1,000 (ISO 6) or 
maintain the entire aseptic filling room 
at Class 100 (ISO 5). An area classified 
at a Class 100,000 (ISO 8) air 
cleanliness level is appropriate for less 
critical activities (e.g., equipment 
cleaning). 







8. What Pharmaceutical Products are within the 

scope of the Mutual Recognition Agreement 

between the US and EU?

A. Human prescription drugs only

B. Human prescription and non-prescription 

drugs, Human Biological products, 

Veterinary drugs, API

C. Veterinary immunologicals and human 

biological products

D.  We do not have a Mutual Recognition 

Agreement between US and EU



8. Pharmaceutical Products covered in the scope of the MRA between US 

and EU? 

Answer: B

See Section 8, Appendix 3 of MRA for US and EU 

http://www.mac.doc.gov/mra/mra.htm

• human medicinal products including prescription and 
non-prescription drugs; 

• human biologicals including vaccines, and 
immunologicals; 

• veterinary pharmaceuticals, including prescription and 
non-prescription drugs, with the exclusion of veterinary 
immunologicals; 

• pre-mixes for the preparation of veterinary medicated 
feeds (EC), Type A medicated articles for the 
preparation of veterinary medicated feeds (US); 

• intermediate products and active pharmaceutical 
ingredients or bulk pharmaceuticals(US)/starting 
materials (EC). 



Section 8 Appendix 2 (countries included)





9. Your company discovered that it had shipped a drug 

which was misidentified.  How quickly must you notify the 

FDA (post marketing)?

A.  Immediately

B. 3 days

C. 15 days

D.  None of the above



9. Your company discovered that it had shipped a drug 

which was misidentified.  How quickly must you notify 

the FDA (post marketing)?

Answer:  B 3 days

See 21CFR314.81

NDA--Field alert report. The applicant shall submit information of the following 
kinds about distributed drug products and articles to the FDA district office that 

is responsible for the facility involved within 3 working days of receipt by the 
applicant. The information may be provided by telephone or other rapid 

communication means, with prompt written followup. The report and its mailing 
cover should be plainly marked: "NDA--Field Alert Report." (i) Information 
concerning any incident that causes the drug product or its labeling to be 

mistaken for, or applied to, another article.

(ii) Information concerning any bacteriological contamination, or any significant 
chemical, physical, or other change or deterioration in the distributed drug 

product, or any failure of one or more distributed batches of the drug product to 
meet the specification established for it in the application.



FDA EU Japan Canada

600.80 Must report adverse experiences in 15 days or less for serious and unexpected 

experiences, must investigate and report again within 15 days.  Persons other than 

manufacturer submit report within 5 days. The licensed manufacturer shall report each adverse 

experience not reported under paragraph (c)(1)(i) of this section at quarterly intervals, for 3 

years from the date of issuance of the biologics license, and then at annual intervals. The 

licensed manufacturer shall submit each quarterly report within 30 days of the close of the 

quarter (the first quarter beginning on the date of issuance of the biologics license) and each 

annual report within 60 days of the anniversary date of the issuance of the biologics license.

Must report Adverse reaction in 15 

days.  For less serious, they are 

reported in the periodic safety update 

at least every 6 months for 2 yrs, then 

later the frequency is spread out. 

Same for veterinary medicinal 

products

Adverse 

Reaction 15 

days for 

serious and 30 

days for less 

serious

Canada's 

regulation says the 

drug manufacturer 

must have a 

system (couldn't 

find any specific 

requirement)

600.14 Biologic Product Deviatoins must be reported in 45 days or less

610.46, 47, within 3 days of blood, blood products test positive for HIV or Hepatitis C, notify 

consignee to quarantine material from donor

314.81 NDA Field Alerts Post Marketing must send report within 3 days of incident involving 

misidentification or any significant change in product or multiple failures to meet spec

Adverse Events that don't require remedial action: 30 days

Adverse Events that don't require 

remedial action: 10 days for events, 30 

days for near miss (this may be 

applying to biologics)

Food Drug Cosmetic Act:  Discontinuing manufacture of a life saving drug requires notification 

of Secretary 6 months prior.

26. 14 MRA request for preapproval inspec= within 15 days acknowledge receipt and within 45 

days will sent reports of preapproval inspection

606.171 blood related products. You should report a biological product deviation as soon as 

possible but you must report at a date not to exceed 45-calendar days from the date you, your 

agent, or another person who performs a manufacturing, holding, or distribution step under 

your control, acquire information reasonably suggesting that a reportable event has occurred.

Reporting



Annual Reporting
FDA Annual Product Review 

(21CFR211.180) EC Annual Product Quality Review

ICH Q7A Annual Product 

Review (API)

Representitive number of batch records 

Regular periodic or rolling quality reviews of all 

licensed medicinal products, including

Review of complaints, recalls, returned or 

salvaged drug products and investigations 

conducted under 211.192 (drug production 

record review)

export only products, should be conducted with 

the objective of verifying the

Review of all quality related returns, 

complaints, and recalls

investigations of investigations of yield 

discrepancies, batches or component 

failure to meet spec,)

consistency of the existing process, the 

appropriateness of current specifications for

Review of all batches that faile to 

meet specification, critical 

deviations or nonconformances and 

related investigations

both starting materials and finished product to 

highlight any trends and to identify

Critical to process control and critical 

API test results

product and process improvements. Such 

reviews should normally be conducted and

Review of any process Changes or 

analytical methods

documented annually, taking into account 

previous reviews, and should include at least:

Review of stability monitoring 

results

(i) A review of starting materials and packaging 

materials used for the product,

Review of adequacy of corrective 

actions

especially those from new sources.

(ii) A review of critical in-process controls and 

finished product results.

(iii) A review of all batches that failed to meet 

established specification(s) and their

investigation.

(iv) A review of all significant deviations or non-

conformances, their related

investigations, and the effectiveness of 

resultant corrective and preventative

actions taken.

(v) A review of all changes carried out to the 

processes or analytical methods.

(vi) A review of Marketing Authorisation 

variations submitted/granted/refused,

including those for third country (export only) 

dossiers.

(vii) A review of the results of the stability 

monitoring programme and any adverse

trends.

(viii) A review of all quality-related returns, 

complaints and recalls and the

investigations performed at the time.

(ix) A review of adequacy of any other previous 

product process or equipment

corrective actions.

(x) For new marketing authorisations and 

variations to marketing authorisations, a

review of post-marketing commitments.

(xi) The qualification status of relevant 

equipment and utilities, e.g. HVAC, water,

compressed gases, etc.

(xii) A review of Technical Agreements to 

ensure that they are up to date.



Annual Reporting

http://pharmtech.findpharma.com/pharmtech/Peer-

Reviewed+Research/Product-AnnualQuality-Review-USndashEU-

Comparative/ArticleStandard/Article/detail/500406



10. What information is not required to be 

part of a batch record?

A. Copy of the master production or control record, 

checked for accuracy, dated and signed.

B.  Dates of each significant Manfacturing step.

C.  Major equipment and lines used

D.  Sampling performed

E.  Manufacturing operator training records.

F.  All of these are required



10. What information is not required to be part 

of a batch record 

Answer:  E.  Manufacturing operator training 

records

See 21CFR211.188

http://www.accessdata.fda.gov/scripts/c
drh/cfdocs/cfcfr/CFRSearch.cfm?fr=211

.188

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=211.188
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=211.188
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=211.188


11. Records of Complaints for a drug product must 

be maintained.  Which of the following best 

describes retention requirements?

A. 1 year after the complaint was received.

B. 1 year after expiry of drug product

C. Whichever is longer of A or B

D. 3 years after the last batch was 

distributed



11. Records of Complaints for a drug product 

must be maintained.  Which of the following best 

describes retention requirements?

Answer:  C whichever is longer of 

A or B

See 211.198



Record retention
Record Retention

FDA EU Japan WHO

Safety assurance 

records, training, in 

house inspections 5 

years

Batch Records 1 year 

beyond expiration of 

finished product or 

specified period if no expiry 

date

Medicinal product batch documentation 

retained 1 year after expiration date of 

batches or 5 years after certification 

whichever is longer (directive 2003/94/EC)

Biologic Product Safety 

Assurance 10 years

Lot Processing records for 

Biological Product 2 years 

beyond expiry date of lot

211.180(b) Records shall be maintained for all components, drug product 

containers, closures, and labeling for at least 1 year after the expiration date or, in 

the case of certain OTC drug products lacking expiration dating because they meet 

the criteria for exemption under 211.137, 3 years after distribution of the last lot of 

drug product incorporating the component or using the container, closure, or 

labeling.

Eudralex vol 4 part II all production, control, 

and distribution records should be retained 

for at least 1 year after expiry date of the 

batch.  For APIs with retest dates, records 

should be retained for at least 3 years after 

the batch is completely distributed.

211.180(c) All records required under this part, or copies of such records, shall be 

readily available for authorized inspection during the retention period at the 

establishment where the activities described in such records occurred. These 

records or copies thereof shall be subject to photocopying or other means of 

reproduction as part of such inspection. Records that can be immediately retrieved 

from another location by computer or other electronic means shall be considered 

as meeting the requirements of this paragraph.

records of radio pharmaceuticals SHOULD 

be retained 3 years (annex)

211.180(d) Records required under this part may be retained either as original 

records or as true copies such as photocopies, microfilm, microfiche, or other 

accurate reproductions of the original records. Where reduction techniques, such 

as microfilming, are used, suitable reader and photocopying equipment shall be 

readily available.

211.180(e) Written records required by this part shall be maintained so that data 

therein can be used for evaluating, at least annually, the quality standards of each 

drug product to determine the need for changes in drug product specifications or 

manufacturing or control procedures. Written procedures shall be established and 

followed for such evaluations and shall include provisions for:

Investigational medicinal product batch 

documentatoin should be retained for 5 

years after completion or formal 

discontinuation of the last clinical trial in 

which the batch was used (directive 

2003/84/EC

(1) A review of a representative number of batches, whether approved or rejected, 

and, where applicable, records associated with the batch.

(2) A review of complaints, recalls, returned or salvaged drug products, and 

investigations conducted under 211.192 for each drug product.

211.180(f) Procedures shall be established to assure that the responsible officials 

of the firm, if they are not personally involved in or immediately aware of such 

actions, are notified in writing of any investigations conducted under 211.198, 

211.204, or 211.208 of these regulations, any recalls, reports of inspectional 

observations issued by the Food and Drug Administration, or any regulatory actions 

relating to good manufacturing practices brought by the Food and Drug 

Administration.

Documents from clinical trials retained for 

at least 5 years after completion (directive 

2005/28/EC)

211.198 drug product complaint records (b) A written record of each complaint 

shall be maintained in a file designated for drug product complaints. The file 

regarding such drug product complaints shall be maintained at the establishment 

where the drug product involved was manufactured, processed, or packed, or such 

file may be maintained at another facility if the written records in such files are 

readily available for inspection at that other facility. Written records involving a drug 

product shall be maintained until at least 1 year after the expiration date of the drug 

product, or 1 year after the date that the complaint was received, whichever is 

longer. In the case of certain OTC drug products lacking expiration dating because 

they meet the criteria for exemption under 211.137, such written records shall be 

maintained for 3 years after distribution of the drug product.

211.180(a) Any production, control, or distribution record that is required to be 

maintained in compliance with this part and is specifically associated with a batch 

of a drug product shall be retained for at least 1 year after the expiration date of the 

batch or, in the case of certain OTC drug products lacking expiration dating 

because they meet the criteria for exemption under 211.137, 3 years after 

distribution of the batch.



Sample Retention

FDA EU ICH
reserve 

drug  

samples 

211.170

Samples from each batch of finished 

product retained 1 year past expiry date 

(directive 2003/94/EC)

ICH Q7H guidance, API reserve sample retained for 1yr past expiry 

date, or 3years after distribution of the batch which ever is longer.  APIs 

with retest dates, should be retained 3 years

(1) For an active ingredient in a drug product other than those described in 

paragraphs (a) (2) and (3) of this section, the reserve sample shall be 

retained for 1 year after the expiration date of the last lot of the drug product 

containing the active ingredient.

For investigational medicinal products, 

samples from each batch retained for 2 

years after completion or after formal 

discontinuation of last clinical trial 

whichever is longer. (directive 2003/94/EC)

(2) For an active ingredient in a radioactive drug product, except for 

nonradioactive reagent kits, the reserve sample shall be retained for: Samples from starting materials retained 2 

years after product release.

(i) Three months after the expiration date of the last lot of the drug product 

containing the active ingredient if the expiration dating period of the drug 

product is 30 days or less; or

(ii) Six months after the expiration date of the last lot of the drug product 

containing the active ingredient if the expiration dating period of the drug 

product is more than 30 days.

(3) For an active ingredient in an OTC drug product that is exempt from 

bearing an expiration date under 211.137, the reserve sample shall be 

retained for 3 years after distribution of the last lot of the drug product 

containing the active ingredient.

(b) An appropriately identified reserve sample that is representative of each 

lot or batch of drug product shall be retained and stored under conditions 

consistent with product labeling. The reserve sample shall be stored in the 

same immediate container-closure system in which the drug product is 

marketed or in one that has essentially the same characteristics. The reserve 

sample consists of at least twice the quantity necessary to perform all the 

required tests, except those for sterility and pyrogens. Except for those for 

drug products described in paragraph (b)(2) of this section, reserve samples 

from representative sample lots or batches selected by acceptable statistical 

procedures shall be examined visually at least once a year for evidence of 

deterioration unless visual examination would affect the integrity of the 

reserve sample. Any evidence of reserve sample deterioration shall be 

investigated in accordance with 211.192. The results of the examination shall 

be recorded and maintained with other stability data on the drug product. 

Reserve samples of compressed medical gases need not be retained. The retention time is as follows:

(1) For a drug product other than those described in paragraphs (b) (2) and 

(3) of this section, the reserve sample shall be retained for 1 year after the 

expiration date of the drug product.

(2) For a radioactive drug product, except for nonradioactive reagent kits, the 

reserve sample shall be retained for:

(i) Three months after the expiration date of the drug product if the expiration 

dating period of the drug product is 30 days or less; or

(ii) Six months after the expiration date of the drug product if the expiration 

dating period of the drug product is more than 30 days.

(3) For an OTC drug product that is exempt for bearing an expiration date 

under 211.137, the reserve sample must be retained for 3 years after the lot 

or batch of drug product is distributed.

a) An appropriately identified reserve sample that is representative of each 

lot in each shipment of each active ingredient shall be retained. The reserve 

sample consists of at least twice the quantity necessary for all tests required 

to determine whether the active ingredient meets its established 

specifications, except for sterility and pyrogen testing. The retention time is 

Sample Retention



12. Which of the following is a test 

commonly used for detecting the 

presence of endotoxins in 

parenterals?

A. Limulous amebocyte lysate test

B. Refractive index

C. Infrared absorption

D. Chromatography

E.  Injection into humans



12. Answer:  A. Limulus Amebocyte Lysate test (derived 

from circulating blood cells from the horseshoe crab and 

clots in the presence of an endotoxin).  Before this test, 

endotoxins used to be injected into rabbits and their 

temperatures monitored.  

Our friend, Limulus

Polyphemus



13. Which of the following is not a 

Lyophillization – Critical Process 

Parameter?

A. Shelf Temperature

B.  Chamber Pressure

C.  Time

D.  Shelf Life



13. Which is not a Lyophilization Critical 

Process Parameter

Answer:  D Shelf Life
• http://americanpharmaceuticalreview.com/ViewArticle.aspx?ContentID=343

• http://www.lyotechnology.com/aboutus/lyophilization.html

• * Lyophilization: Growing with Biotechnology 
http://www.genengnews.com/gen-articles/lyophilization-growing-with-
biotechnology/1083/

• Steps: Product preparation, freezing (freezing rate is critical, amorphous 
material must stay amorphous, crystalline material must stay crystalline), 
primary drying, secondary drying, sterile area

• Lyophilization equipment: drying chamber, cooling system (condensers, 
etc), vacuum system.

• Suggestion:  When you’re trying to find information on crystal process 
parameters, articles as well as information from equipment vendors is a 
good source.  

• ICH Q8 Annex is a good reference for general discussion on the topic of 
parameters and variables.

• Also think about critical quality attributes (characteristics that need to be 
within limits to ensure product quality).  Examples depending on the 
particular product: sterility (parenterals), particle size distribution (raw 
materials), 

http://americanpharmaceuticalreview.com/ViewArticle.aspx?ContentID=343
http://www.lyotechnology.com/aboutus/lyophilization.html
http://www.genengnews.com/gen-articles/lyophilization-growing-with-biotechnology/1083/
http://www.genengnews.com/gen-articles/lyophilization-growing-with-biotechnology/1083/
http://www.genengnews.com/gen-articles/lyophilization-growing-with-biotechnology/1083/
http://www.genengnews.com/gen-articles/lyophilization-growing-with-biotechnology/1083/
http://www.genengnews.com/gen-articles/lyophilization-growing-with-biotechnology/1083/
http://www.genengnews.com/gen-articles/lyophilization-growing-with-biotechnology/1083/
http://www.genengnews.com/gen-articles/lyophilization-growing-with-biotechnology/1083/
http://www.genengnews.com/gen-articles/lyophilization-growing-with-biotechnology/1083/
http://www.genengnews.com/gen-articles/lyophilization-growing-with-biotechnology/1083/


Fishbone Diagram to identify process parameters 

(example below is for a tableting process)



Critical Process parameter 

definition

Critical Process Parameters (CPP): A Process 
parameter whose variability has an impact on a critical 
quality attribute and therefore should be monitored or 
controlled to ensure the process produces the desired 

quality. (ICH Q8 (R1)).



How might you identify critical process 

parameters if you are not familiar with the 

process?

• Equipment vendor sites often describe 

process in detail at their websites

• On-line articles about the process



14. The required assay limits are >= 98.0% and 

<=101.5%

Which of the following assays

meet the requirement?

A. 97.96% and 98.12%

B. 98.12% and 101.57%

C. 97.45% only

D. 101.61% only

E. None of the above



14. The required assay limits are >= 98% and <=101.5%

Which of the following assays

meet the requirement?  Answer:  AUSP



15. The Monograph for Amoxicillin in the US 

Pharmacopeia lists pH between 3.5 and 6.0 in a 

solution containing 2mg per ml as determined by 

general test <791>. Which is a true statement?

A. The pH range is a requirement but the test is a 

recommendation.

B.  Both the test <791> and the pH range are 

requirements.

C.  Neither the test nor the pH range are 

requirements but just recommendations.

D. The test <791> is a requirement but the pH is 

not.



15. Answer: B Both the pH range 

and the test <791> are required

• General Notices: Contain information on abbreviations, significant figures, 
units of potency, solubility, containers, storage temperature and humidity,  
definitions and more that is relevant to the monographs and tests. 

• Monographs: Cover identity, strength, quality, and purity of an official article 
determined by the definition, physical properties, tests, assays, and other 
specifications related to the article as well as other requirements.

• General Chapters (Tests and Assays): A number in brackets follows the 
name of the test.  Tests with numbers less than 1000 describe general 
requirements for tests and Assays.

• General Information Chapters (General Chapters with numbers greater than 
<1000> are interpretive and intended to provide information and description.  
They don’t contain official standards, tests, assays or other mandatory 
requirements.



16. Which of the following is not one of the 4 

elements of a quality system as discussed in 

ICHQ10?

A. Corrective/Preventive Action System

B. Change Management System

C. 5 S

D. Process Performance and Product Quality

E. Management Review



16. Which of the following is not one of the 4 

elements of a quality system as defined in 

ICHQ10? Answer: C 5S

See ICH10



17. A single batch has been found to be outside the spec.  What 

should happen first?

A.    Stop shipment of all product.

B. Analyst and supervisor, verify the accuracy of the 
measurement.

C. Analyst remeasures the material 10 times.  It passes 
once, so the operator records the passing result.

D. Quality Control conducts a full scale investigation 
including other possibly affected departments.

E. Supervisor shuts down the production line.



17. A single batch has been found to be 

outside the spec.  What should happen 

first? 

Answer B. Analyst and supervisor, verify 

the accuracy of the measurement.



Out of specification (A good Reference is Pharmaceutical 

Quality Control Lab Guidebook (A. Luttrell, et al)

• OOT (out of Trend); OOS (out of Specification)

• A single OOS, requires investigation by laboratory personell and supervisor.  

Investigation preserved in investigation report which includes conclusion and follow-

up.  Other batches that could be involved must also be investigated.  (see also 

21CFR 211.192)

• Phase I (Laboratory investigation of OOS):  Involves Analyst and supervisor.  

Includes first check accuracy of the laboratory measurement, if no measurement 

error, then a full scale investigation should be done and documented led by Quality 

Control Unit-(See FDA Guidance for Investigating OOS)

• Phase II (Full Scale investigation of OOS):  Conducted by Quality Control unit and 

Involves all departments that could be implicated; Includes review of sampling and 

production records, additional laboratory testing, investigating other batches, 

identifying root cause, taking corrective and preventive actions; written record signed 

by production and quality control unit personnel.- (See FDA Guidance for 

Investigating OOS)

• Testing to compliance is not OK (i.e. retesting until you get a ―Pass‖).

• Averaging to compensate for measurement variability might be OK but not just so 

that the average passes (even though some of the measurements do not). Hard to 

justify unless the normal measurement method involves averaging multiple 

measurements.

• See ICHQ7A for Guidance on OOS investigation of APIs



18. All of these items are included in a Master production 

and control record:

- Name and strength of the product and a description of the dosage form.

- Name and weight or measure of each active ingredient per dosage unit.

- List components designated by names or codes

- A statement of theoretical yield

- A statement of theoretical weight  or measure at appropriate phases of 

processing.

A. True

B.  False



18. All of these items are included in a Master 

production and control record:

Answer:  A. True

See 21CFR 211.186



19. How frequently might a drug firm expect an 

FDA inspections and name 2 systems which could 

be inspected?

A. Biennial inspection with Packaging/labeling and 
Facilities/Equipment inspected

B. Biennial inspection with Quality Systems and 
Laboratory Control inspected

C. Annual inspection of Facilities/Equipment, 
Quality Systems, and Packaging/Labeling 
mandatory

D. One of the 6 systems per year



19. How frequently might a drug firm expect an FDA 

inspections and name 2 systems which could be 

inspected?

Answer: B

FDA Manufacturing Inspections - biennial audit of 2 or 
more systems- Quality systems is mandatory - The 6 
systems are Quality Systems, Facilities/equipment, 

materials, production, Packaging/Labeling, Laboratory 
Control (FDA Compliance Program Guidance Manual 

7356.002



Inspection Frequency
FDA EU WHO

600.20-600.22 Biologics  Inspection frequency every 2 years, by FDA

Good clinical practice inspections take place: 

before during or after the conduct of clinical 

trials, as part of the verification of applications 

for marketing authorization, and as a followup 

for granting authorisation (directive 

2005/28/EC)

Premises inspected 

every 12 to 18 months

CGMP inspection of biological drug product biennial (FDA 7345.845)

According to directive 2001/83/EC, 

2001/82/EC and 2001/20/EC, respectively, the 

Competent Authority shall ensure, by means of 

repeated inspections, and if necessary 

unannounced inspections, that the legal 

requirements governing medicinal products are 

complied with. The Competent Authority may 

also carry out unannounced inspections at the 

premises of manufacturers of active 

substances used as starting materials, or at 

the premises of marketing authorisation 

holders whenever it considers that there are 

grounds for suspecting noncomplilance with 

the principles and guidelines of good 

manufacturing practice.

Drug manufacturers 

new drug applicants 

every 2 years

FDA Manufacturing Inspections - biennial audit of 2 or more systems- 

Quality systems is mandatory - The 6 systems are Quality Systems, 

Facilities/equipment, materials, production, Packaging/Labeling, 

Laboratory Control (FDA Compliance Program Guidance Manual 

7356.002

Checks on the persons authorized to engage 

in the activity of wholesaler in medicinal 

products and the inspection of their 

premises,shall be carried out under the 

responsibility of the Member State 

whichgranted the authorization. (2001L0083 

—EN —26.01.2007 — 004.001)

API:  District office is responsible for determining frequency and depth of 

coverage of inspections. ..the goal that each API firm will receivee biennial 

inspection coverage….2 systems one of them being Quality systems.  

(FDA 7356.002F FDA Compliance Program Guidance Manual)

(European Directorate for the quality of 

Medicinal Products) may ask the Commission 

or the Agency to request such an inspection 

when the starting materialconcerned is the 

subject of a European Pharmacopoeia 

monograph.  (2001L0083 —EN —26.01.2007 

— 004.001)

Drug manufacturers and distributors should conduct an annual inventory 

of all drug samples

Each Competent Authority should have a 

written procedure that covers the 

preparation,realization and supervision of an 

annual inspection programme. This 

programme should ensure that the extent and 

frequency of inspections can be adhered to as 

planned. Sufficient resources must be 

determined and made available to ensure that 

the designated programme of inspections can 

be carried out in an appropriate manner. 

EMEA/INS/GMP/354403/2007 Guidance

Secretary performs biweekly screen of AdverseEvent Reporting database



FDA Inspection Operations Manual (Section 5)

• Pre-announced FDA Inspections (types: Pre-market inspections, 

foreign inspections, Quality Systems/GMP (biennial, initial) 

Inspections; Eligibility: Non violative history or voluntary corrections, 

history of having people and documetns identified and available)

• Comprehensive Inspection- directs coverage to everything in the 

firm subject to FDA jurisdiction to determine the firm’s compliance 

status

• Directed Inspection-directs coverage to specific areas to the depth 

described in the program, assignment , or instructed by supervisor.



Inspection of Biological Products

FDA Guidance Manual 7345.848, Ch 45 (types of 

inspections)

• Prelicense Inspections

• Level 1CGMP (all 3 critical elements in each of the 6 systems)

• Level 2 CGMP (3 critical elements in 2 of the systems….one system 

must be Quality Systems

The 6 systems (Quality System, Facilities and Equipment System, 

Materials System, Production System, Packaging and Labeling 

System, Laboratory Control System)

The 3 critical elements (Standard Operating Procedures, Training, 

Records)



Inspection of Drug Manufacturing FDA Guidance Manual 

7356.002

• Biennial Inspections

• Full Inspection (little is known about the firm, new firm, doubt about 

compliance, followup from previous regulatory actions.  Usually 

covers at least 4 of the 6 systems, one of which must be the Quality 

System)

• Abbreviated Inspection (Firm in satisfactory compliance status, no 

significant recall or alert incidents, little shift in the manufacturing 

profiles of the firm within the previous to years. Includes at least 2 of 

the 6 systems, one of which must be the Quality System.)

• The 6 systems (Quality System, Facilities and Equipment System, 

Materials System, Production System, Packaging and Labeling 

System, Laboratory Control System)



20. A piece of equipment is being installed. 

Select the correct order of the stages

A. Installation Qualification, performance 

qualification, and operational qualification.

B. Performance qualification, operational 

qualification, validation

C. Installation Qualification, operational 

qualification, performance qualification.

D. Operational qualification, validation only



20. A piece of equipment is being 

installed. Select the correct order of the 

stages

Answer: C

See PIC/S Recommendations on Validation 
Master Plan, Installation and Operational 

Qualification, Non-Sterile Process Validation, 
Cleaning Validation, section 3. (PI-006-2) 





21.  Which of the following concerning 

labeling of finished drug products are 

required by regulation?

A.  For hand applied cut labeling, there must be 100% 
verfication of the correct label and a 2nd person must 
verify.

B.  Labels of good product must be green for ―Go‖.

C.  Labels for different strengths of product must be stored 
separately.

D. There must be, without exception,  procedures covering 
reconciling the quantity of labels.

E. A and C are true.



21.  Which of the following concerning 

labeling of finished drug products are 

required by regulation?

Answer E.  See 21CFR211 (sections 211.122 
and 211.125). Both A and C are true 

statements.  D is also sometimes true but 
there is an exception for cut or roll labels 

which are 100% visually inspected.



22. Over the Counter Drugs (OTC) require 

Tamper-evident packaging.  True or False

A. True

B. False



22. Over the Counter Drugs (OTC) require 

Tamper-evident packaging.  True or False

True

Tamper Evident Packaging is required for 
OTC exceptions: dematological, dentifrice, 

insulin or losenze product

(21CFR 211, sec 211.132)



23. What ISO standard might be beneficial to the 

pharmaceutical industry which covers the 

requirements for competence of testing and 

calibration laboratories?

A.  ISO 19011S

B.  ISO 17025

C.  ISO 15489-1

D.  ISO 9001

E.  ISO 13485



23. What ISO standard might be beneficial to the 

pharmaceutical industry which covers the 

requirements for competence of testing and 

calibration laboratories?

Answer B.  ISO17025



24.  Typical storage conditions during a long 

term stability test of a drug substance 

intended for storage in a refrigerator are:

A. 12 months, -20 C  +/- 5C

B. 12 months, 5 C  +/- 3C

C.  6 months, 5 C  +/- 3C

D.  8.6 months, 60 F



24.  Typical storage conditions during a long 

term stability test of a drug substance intended 

for storage in a refrigerator are:

Answer:  B 5C +/- 3C, 12 months

ICH Q1A (R2) Stability Testing of New 

Drug Substances and Products



ICHQ1A 

(R2)









25.  What are some of the enforcement 

actions available for violations at a Biologic 

facility?

A. Warning Letter

B. License Revocation

C. Injunction

D. License Suspension

E.  All of the above



25.  What are some of the enforcement 

actions available for violations at a 

Biologic facility?

Answer:  E.  All of the above

Inspection of Biological Drug 

Products 7345.848 Ch 45



Inspection of Biological 

Drug Products 

7345.848 Ch 45



Forms associated with FDA Inspections – FDA 

Investigations Operations Manual Chapter 5

• Form 482  Written Notice of Inspection

• Form 482a  Demand for Records

• Form 483 Inspectional Observations 

(objectionable conditions).

• Form 484 Receipt for samples

• Inspection Warrant (if refused entry)



26. Which of the following is/are NOT required on 

the label of a Biological Product Container?

A.  Proper name of the product

B.  The poison control center phone number

C. Lot number or other lot identification

D. Name, address, and license number of manufacturer

E.  None of the above are required



26. Which of the following is/are NOT required on the 

label of a Biological Product Container (unless the 

container can’t accomodate a label or can only 

accommodate a partial label?

Answer:  B  Poison Control Phone 

Number

Requirements for container labeling 

can be found in 21CFR610.60

Package labeling in 21CFR610.61, 

21CFR610.62



Caution!

• Be observant for questions that say what 

is ―NOT‖ included and All are true 

―except‖.  It is easy during a test to not 

notices the ―Not‖ and the ―Except‖ and 

answer incorrectly.



27. Mammalian protein can not be used in 

the production of animal feed.  (True or 

False)

A. True

B.  False

C.  None of the above

D.  All of the above



27. Mammalian protein can not be used in 

the production of animal feed.  (True or 

False)

A.  True



Info on Bovine Spongeform 

Encephalopathy

Guidance for Industry: Revised Preventive Measures to 

Reduce the Possible Risk of Transmission of Creutzfeldt-

Jakob Disease (CJD) and Variant Creutzfeldt-Jakob Disease 

(vCJD) by Blood and Blood Products

http://www.fda.gov/BiologicsBloodVaccines/GuidanceCompliance

RegulatoryInformation/Guidances/Blood/ucm074089.htm





28. What are the 3 Components of a CAPA 

System as defined in FDA Guidance?   

A.  Root cause analysis, corrective action, preventive action.

B.  Containment, root cause analysis, corrective action

C.  Containment, corrective action, preventive action.

D.  Statement of Problem, corrective action, preventive 

action. 



28. What are the 3 Components of a CAPA 

System as defined in FDA Guidance? 

Answer:  A Root cause analysis, corrective 

action, preventive action.

See FDA Guidance for Industry- Quality 

System Approach to Pharmaceutical 

CGMP Regulation



Ford 8D Problem Solving Approach for CAPA (in 

CQA Primer IX-35)

• Form Team

• Define Problem (observed issue, who, what, when, 

where, why, how, how many, Is/Is not)

• Containment Plan (Short Term Fix).

• Define Root Causes (occurance and escape)

• Develop Corrective Actions for both occurrance and 

escape root cause.

• Implement Corrective Actions

• Develop Preventive Actions to prevent reoccurance

• Recognize Team



29.  Company X has an internal electronic documentation system which 

is used for managing, creation, access, approvals, versioning, 

electronic signature, etc for their standard operating procedures. Which 

of the following best describes requirements associated with that 

system?

A.  Audit trails must be maintained for changes to the documents

B. Checks are required to ensure that only authorized individual may 

electronically sign.

C.  Controls so that persons who electronically sign or manage the 

system have appropriate education or training.

D.  Validation of the System

E.  All of the above



29.  Company X has an internal electronic documentation system 

which is used for managing, creation, access, approvals, 

versioning, electronic signature, etc for their documents. Which of 

the following best describes requirements associated with that 

system?

Answer E:  All of the above

See 21CFR11.10



30.  What source might you use to learn 

about the content of a Site Master File?

A.  21CFR211

B.  Eudralex Vol 4

C.  ICH Q9

D.  ICH Q10

E.  PIC/S PE-008-4 Annex



30.  What source might you use to learn 

about the content of a Site Master File?

Answer: E.  PIC/S PE-008-4 

Annex



Contents of Site Master File

• 1. General Information on Manufacturer (Contact info, Authorized activities, non-

pharmaceutical activities)

• 2. Quality Management System (description, Release procedure of finished goods, 

management of suppliers and contractors, Quality Risk Management, Product Quality 

Review methodology)

• 3. Personnel (org chart, number of employees engaged in quality management, 

production, quality control, storage and distribution)

• 4. Premises and Equipment (description of site, buildings, layouts, HVAC, Water, 

major equipment, cleaning/sanitation, computer systems (GMP)

• 5.  Documentation (description of documentation system and any offsite storage)

• 6. Production (types of products, process validation, material management and 

warehousing, handling rejected materials)

• 7. Quality Control Activities (physical, chemical, microbiological testing)

• 8.  Distribution, complaints, recalls, product defects (types of companies to which 

product is shipped, systems to ensure correct environmental conditions, system to 

ensure it goes to correct customer, traceability of product, methods to ensure that 

product doesn’t fall into illegal chain, complaints)

• 9. Self inspections (description of self inspection system, selection of areas to 

inspect)

• Appendices (manufacturing authorization, dosage forms, GMPL certificate, list of 

contractors and labs, Org charts, layouts of production areas, flow charts, schematics 

of water system, list of major laboratory and production equipment, 



31. You have a process where the mean is 3 and the 

standard deviation is 1.  The customer’s specification limits 

are 0 and 6.  Which of the following is true?  

A.  Cpk is larger than Cp

B.  Cp is larger than Cpk

C.  They are the same



31. You have a process where the mean is 3 

and the standard deviation is 1.  The customer’s 

specification limits are 0 and 6.  Which of the 

following is true? 

Answer: C.  They are the same. Cp and CpK in 

this case are both 1

Cp=(USL-LSL)/6 sigma

Cpk=smaller{USL-mean, mean-LSL}/3sigma



32.  At least how many repeat media fill process runs 

should be made during an initial qualification of an aseptic 

processing line? 

A. 10

B. 3

C. 5

D.  17



32.  At least how many repeat media fill process 

runs should be made during an initial 

qualification of an aseptic processing line? 

Answer:  B  3

See FDA Guidance for Industry: 

Sterile Drug Products Produced 

by Aseptic Processing



Handouts

• Body of Knowledge

• This slide presentation

• Summary of FDA vs EU vs Japan vs …. 
(reporting, record retention, Inspection 
Frequency, etc)

• Definitions (and references where there is 
information on those subjects)

• Practice test with answers

• Other useful tidbits

• Also sign email sheet and I can send a table of 
contents and index for many of the references



Binder Tab Description Where to find (if not specified, google the title)
1 1 21cfr 7 Enforcement http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

1 2  9CFR subchapter E 101-117

http://ecfr.gpoaccess.gov/cgi/t/text/text-

idx?c=ecfr&tpl=/ecfrbrowse/Title09/9cfr2_main_02.tpl

1 3 21 CFR 11 Electronic Records Electronic Signature http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

1 4

 21CFR58 Good Laboratory Practice for Non Clinical 

Laboratory Studies http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

1 5

21CFR205 Guidelines for State Licensing of wholesale 

prescription drugs http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

1 6

21CFR210 CURRENT GOOD MANUFACTURING 

PRACTICE IN MANUFACTURING, PROCESSING, 

PACKING, OR HOLDING OF DRUGS; GENERAL http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

1 7

21CFR211 CURRENT GOOD MANUFACTURING 

PRACTICE FOR FINISHED PHARMACEUTICALS http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

1 8 21CFR600 Biological Products - General http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

1 9 21CFR601 BiologicsLicensing http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

1 10 21CFR610 General Biological Products Standards http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

1 11 21CFR1308 Schedules of Controlled Substances http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm

1 12 Example of Form 483

2 1

General Principles of Sofware Validation: Final Guidance for 

Industry and FDA Staff 1/11/2002

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Gui

dances/ucm064971.htm

2 2

Guidance for Industry Sterile Drug Products Produced by 

Aseptic Processing

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Gui

dances/ucm064971.htm

2 3

Guidance for Industry Quality Systems Approach to 

Pharmaceutical CGMP Regulations

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Gui

dances/ucm064971.htm

2 4

Guidance for Industry Q1A(R2) Stability Testing of New 

Drug Substances

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Gui

dances/ucm065005.htm

2 5 Guidance for Industry Q1E Evaluation of Stability Data

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Gui

dances/ucm065005.htm

2 6 Guidance for Industry Q3B Impurities in New Drug Products

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Gui

dances/ucm065005.htm

2 7

Product Recalls, Including removals and corrections  

Industry Guidance

2 8

Guidance for Industry Powder Blends and Finished Dosage 

Units - Stratified In-Process Dosage Unit Sampling and 

Assessment

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Gui

dances/ucm064971.htm

2 9

Guidance for Industry for the submission Documentation for 

Sterilization Process Validation in Applications for Human 

and Veterinatry Drug Products google

2 10

Guidance for Industry Changes to an Approved NDA or 

ANDA google

2 11

Guidance for Industry and FDA Current Good Manufacturing 

Proactice for Combination Products

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Gui

dances/ucm064971.htm

2 12

Guidance for Industry 1999 Container Closure Systems for 

Packaging Human Drugs and Biologics Chemistry, 

Manufacturing and Controls Documentation google

2 13

Guidance for Industry Container and Closure System 

Integrity Testing in Lieu of Sterility Testing as a Component 

of the Stability Protocol for Sterile Products google

2 14

Inspection of Biological Drug Products (CBER) 7345.848 

Compliance Program Guidance Manual google

3 1 Administration

Book 3 is the FDA Inspection Manual which has it's own index, so I only 

had a few items in my index for it. 

http://www.fda.gov/ICECI/Inspections/IOM/default.htm



subject book tab/desc page
AAO, color coding of caps Table 5 2 12/ package, human drug and biologic 17

Abbreviated inspection, API 4 8 11

Abbreviated inspection, sterile process 4 16 4

Abbreviated New Drug Application (ANDA) 2 10/ NDA change 1

Abbreviations, computer 5 10/ PICS computer and software 51-52

Abbreviations, pharmaceutical 2 12/ package, human drug and biologic 31

absolute, powder blends, defnition 2 8/powder 16

acceptance criteria, aseptic process simulation 2 2/sterile drug 18-19

acceptance criteria, definition 5 14/  ICHQ6A Test Accept. Criteria, new drug 19

acceptance criteria, definition 5 15/ ICH Q7A API 47

acceptance criteria, definition, NDA 2 10/ NDA change 16

acceptance criteria, degradation product in new 

drug product 5 14/  ICHQ6A Test Accept. Criteria, new drug 23

acceptance criteria, dissolution, chiral drugs, 

polymorphism, impurity, particle size, etc 5 14/  ICHQ6A Test Accept. Criteria, new drug 22-32

acceptance criteria, gmp drug manufacture 1 6/ 21CFR210 7

acceptance criteria, impurity in new drug 

substance 5 14/  ICHQ6A Test Accept. Criteria, new drug 22

acceptance criteria, new drug substance and 

new drug products 5 14/  ICHQ6A Test Accept. Criteria, new drug 1-32

acceptance criteria, new drug 

substance/product polymorphism 5 14/  ICHQ6A Test Accept. Criteria, new drug 25-26

acceptance criteria, numerical limits related to 

biological products for humans 1 8/ 21CFR600 3

acceptance criteria, particle size distribution in 

new drug substance 5 14/  ICHQ6A Test Accept. Criteria, new drug 24

accuracy determination for various products 5 11/ ICHQ23 Validation Analytical 5-6

accuracy, definition 5 2/ Analytical , ICH Q2A 7

act (electronic records) 1 3/ 21 CFR 11 3

act (non clinical lab) 1 4/ 21CFR58 1



Definitions
Component: Any ingredient intended for use in the manufacture of a drug product, including 
those that may not appear in such drug product. (21CFR210) 

Control Article: Any food additive, color additive, drug, biological product, electronic product, 
medical device for human use, or any article other than a test article, feed, or water that is 
administered to the test system in the course of a nonclinical laboratory study for the purpose of 
establishing a basis for comparison with the test article. (21CFR58) 

Critical Process Parameters (CPP):  A Process parameter whose variability has an impact on a 
critical quality attribute and therefore should be monitored or controlled to ensure the process 
produces the desired quality. (ICH Q8 (R1)). 

Critical Quality Attribute (CQA):  A physical, chemical biological or microbiological property or 
characteristic that should be within an appropriate limit, range or distribution to ensure the desired 
product quality (ICH Q8 (R1)). 

Degradation Product: An impurity resulting from a chemical change in the drug substance 
brought about during manufacture and/or storage of the new drug product by the effect of, for 
example, light, temperature, PH, water, or by reaction with an excipient and/or the immediate 
container closure system (Guidance for Industry Q3B (R2) 

Depyrogenation: Process used to destroy or remove pyrogens (e.g. endotoxins) (Guidance for 
Industry: Sterile Drug Products Produced by Aseptic Processing). 

Design Space:  The multidimensional combination and interaction of input variables (e.g. 
material attributes) and process parameters that have been demonstrated to provide assurance 
of quality.  Working within the design space is not considered as a change.  Movement out of the 
design space is considered to be a change and would normally initiate a regulatory post approval 
change process.  Design space is proposed by the applicant and is subject to regulatory 
assessment and approval (ICH Q8 (R1)). 

Detection Limit: Lowest amount of analyte in a sample which can be detected but not 
necessarily quantitated as an exact value. . 

Discontinued Drug Product : Products listed in Drugs@FDA as "discontinued" are approved 
products that have never been marketed, have been discontinued from marketing, are for military 
use, are for export only, or have had their approvals withdrawn for reasons other than safety or 
efficacy after being discontinued from marketing. (Drugs@FDA Glossary of Terms) 
 
Dosage Form : A dosage form is the physical form in which a drug is produced and dispensed, 
such as a tablet, a capsule, or an injectable. (Drugs@FDA Glossary of Terms) 



Summary

• Have references that cover the items in the body of 
knowledge.

• Have a good subject index so you can look up the 
material that you don’t know.

• Read and Study the references you’ve put together.  If 
you have to look up everything, then you won’t finish the 
test.

• Create summary sheets for easy to look up things 
(record retention, etc).

• If you can form study groups to help divide up the effort 
of getting references and sharing information, that will be 
a big help.

• Don’t take test answer sheets into test.



Conclusion

• Contact Information 

gail.keefe@covidien.com

• Sign sheet with email address if you want 

to form study groups

• Indicate whether you want any of the 

materials from this workshop sent to you 

electronically.

mailto:gail.keefe@covidien.com

