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Holiday travel can be stressful: Even before you squeeze into your assigned plane seat, you'll have to contend with traffic, long security lines, and delayed flights.One thing you can do to eliminate some of that anxiety is make sure all your travel documents are in order. "l think one of the
biggest mistakes people make is waiting to check their documents until they're heading to the airport,” says Liana Corwin, travel expert at Hopper. "It's really something you need to look into while you're making your plan."Getting turned away at the airport is potentially an expensive loss,
especially if you had an international ticket. And not planning ahead means you may have to incur costs like getting your passport expedited.So, before you head to the airport, here's what you need to know about all the documents you may need for a smooth trip.You may know that you
can't travel with an expired passport, but it may come as an unpleasant surprise that many countries won't allow you to travel with a passport that is going to expire in less than six months.If your passport is set to expire in the next six months or so, you should renew it now.Typically,
renewing a passport takes six to eight weeks. If you need yours sooner, contact the State Department, Corwin says. "You just need to show them when you plan to travel and they will expedite [your passport to you] based on those dates," she says. "Of course, you have to pay a little extra,
but the State Department is good about that."Right now the price to renew and expedite a passport is $170, versus $110 for regular processing.Along with a valid passport, you'll need a visa to enter many countries, says Jesse Neugarten, CEO of Dollar Flight Club. "Some countries you
don't need a visa for a stay of up to 30 days," he says. Other countries won't let you in at all without one.The State Department's country information page is a great place to find all the information you need to get into a foreign country without a hassle. For example, if you are traveling to
Vietnam, a quick search on the State Department's database will tell you that you don't need any vaccinations, but you do need a tourist visa and your passport must be valid for at least the next six months.To get into Argentina, though, your passport only needs to be valid during the time of
entry and you can stay for up to 90 days without a visa. You also won't need any vaccinations.| think one of the biggest mistakes people make is waiting to check their documents until they're heading to the airport. It's really something you need to look into while you're making your
plan.Costs and timelines to obtain a visa vary. For example, with Vietnam it takes two days to process a visa, and you'll pay a $45 fee for one-time entry. If you're going to Turkey, a visa takes 12 hours to process and costs $20.Also be sure to check whether you can get the visa upon arrival
or whether you have to plan ahead. It's usually cheaper if you get the visa before getting to the destination, Neugarten says.An international driver's license allows you to drive in another country, and anyone with a valid U.S. driver's license can get one. AAA is one of two entities that are
allowed to administer an international driver's license. The other is the American Automobile Touring Alliance, or AATA. It's "really easy" to get one at an AAA branch, Neugarten says. All you need to do is fill out an application and bring two passport pictures along with your U.S. driver's
license. It will cost $20 and you will get it in 10 to 15 business days.Rental companies in other countries might let you rent a car with just an American driver's license, Neugarten says. "If you get pulled over by the police in places like Italy, you'll get fined and get a ticket" if you don't have an
international driver's license, he says. That will most likely cost you more than the price of just getting the license.Starting October 1, 2020, if you want to use your driver's license as identification to get you onto a commercial domestic flight, you'll need one that's Real ID compliant. That
means it's in line with new government-mandated security measures and has a "REAL ID compliant star marking," according to the Homeland Security FAQ page.Almost all states are already issuing security-compliant Real ID cards, Corwin says. "You'll have the option of renewing [your
driver's license] as a driver's license or a Real ID, which is a driver's license. You should get it as a Real ID now because in less than a year's time, that's the ID you're gonna need."You can get a Real ID online or at the DMV, and costs will vary based on what state you live in. In
Pennsylvania, a Real ID is $30. In Georgia, it is $20.You should get it as a Real ID now because in less than a year's time, that's the ID you're gonna need.If you're traveling with your minor children, many airlines require some form of ID for them, depending on how old they are and the
airline. For example, if you are traveling with someone under the age of 2, Southwest Airlines requires that you present the child's birth certificate.For most airlines, a birth certificate, school ID, or Social Security card should suffice, Neugarten says."If you are traveling with your child and you
don't have the same last name as them, you may be required to have a document from your partner who has the same last name as your child, saying it's OK to travel,"” Corwin says.And if you are a single parent and don't have the same last name as your child, it's smart to bring
documentation that proves you are their parent, like a birth certificate, just in case.If you're lacking any of the documentation you need, don't panic, Corwin says. Often, you can expedite whatever documents you need, if you're willing to pay additional fees: "There are ways to fix it."More
from Grow: A passport is an official document that is used for travel purposes. In the majority of cases, passports are issued by governments, and serve to certify an individual’s identity and nationality. Passports are typically used for international travel, and allow customs agents to grant or
deny entry to the passport holder. They provide information such as the holder’s name(s), date and place of birth, a photograph, signature, and other identifying details, such as weight, height, and eye color. Most passports include a sequence of numbers or letters which is used to quickly
identify and/or communicate data about the passport holder.Passport technology is moving towards including biometric data, with a chip embedded in the document that would make passports more difficult to replicate illegally.Passport holders are entitled to enter the country which issued
the passport. However, in a small number of cases, holders of passports to a given country may be citizens who do not have the right to residency. A passport is a document and does not necessarily indicate a strict set of rights. Some passports may indicate diplomatic or official status,
entitling the individual protection from the country’s consulate or political immunity.Passports are used in international travel to allow holders to enter different countries. In many cases, they must be accompanied by a visa, depending on the length and nature of the trip. A country that does
not recognize another country or is embroiled in a political dispute with another country may choose to prohibit the use of their own passport for travel to that country, and in addition may prohibit holders of passports from that country to enter their own country. Standard passports are not
the only travel document recognized internationally. Other documents may enable the holder to travel to countries that recognize such documents. For instance, stateless individuals may not possess a passport, but they may possess a travel document indicating refugee status or a “Nansen
passport,” which was once used to enable the holder to travel to countries that recognized that passport and potentially return to the country where the passport was issued. Non-nationals may also be holders of passports.Passports are also an accepted form of proof of identity in the home
country.Types of Passports:Regular passport: This is the most common type of passport. It may also be referred to as a tourist passport. It is typically issued to a citizen or another national. In some cases, children are registered on their parent’s passport.Official passport: An official passport
may be issued to members of government for official travel purposes.Diplomatic passport: These passports are issued to diplomats of a particular country, as well as any dependents they may have, for the purpose of international travel and/or residency. Diplomats may also be granted
diplomatic immunity by their host country; however, this is not an automatic condition of holding a diplomatic passport.Emergency passport: An emergency passport, which may be referred to as a temporary passport or a laissez-passer passport, is used for emergency purposes, when other
documents have been stolen or lost and there is no time to find a replacement. The document needs list is a list of key forms and documents a person taking out a mortgage needs to have on hand so that the lender can determine whether it will extend a mortgage to her. Typical items
include paycheck stubs, tax returns, bank statements, and other data proving financial worth and creditworthiness.Deeper definitionMortgage lenders require documentation that proves an individual is capable of making his or her loan payments on time. Underwriters have the job of
verifying each detail and document. They need to look at how much income an individual has, how much debt is present, and how the individual manages money.To do this, the underwriters need a significant amount of actual documentation to prove the claims made by the borrower. They
provide a document needs list that outlines which documents a potential borrower needs to obtain and submit to them in order to process the loan.Common types of documents include paycheck stubs, tax returns and most recent W-2s, bank and retirement account statements, insurance
policies, and stock options. But every borrower has a different financial background, and every item on the document needs list might not be relevant in every case.To get started in purchasing a home, visit Bankrate’s mortgage calculator and learn how much you can expect to pay.
Document needs list exampleThe Jacobs hope to purchase a home. They find one they like and submit a bid on it. They find a mortgage lender to pay for their home, who gives them a document needs list that illustrates all the documents the lender will accept as proof of their ability to pay
back the loan.The Jacobs submit only the documents that are relevant to them, so they can safely ignore the lender’s request for stock options, of which they have none, and pension benefits, which they don’t receive. Once the relevant documents are submitted, they need to wait for their
mortgage lender to approve them. In this section: Guidances (Drugs) Center For Drug Evaluation and Research List of Guidance Documents Guidance documents represent the Agency's current thinking on a particular subject. They do not create or confer any rights for or on any person
and do not operate to bind FDA or the public. An alternative approach may be used if such approach satisfies the requirements of the applicable statutes, regulations, or both. For information on a specific guidance document, please contact the originating office (see footnote 1 in recent
guidances), or contact the Division of Drug Information in the Office of Training and Communications.Office of Training and Communications Division of Drug Information10903 New Hampshire Avenue Silver Spring, MD 20993 Table of Contents (by Subject
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Reviews; Dispute Resolution (1)5/4/2004Coronary Drug-Eluting Stents-Nonclinical and Clinical Studies (1)3/27/2008Current Good Manufacturing Practices/Compliancelssued DateA Review of FDA's Implementation of the Drug Export Amendments of 1986 (1)5/1/1990Bar Code Label
Requirements - Questions and Answers (Revised) (1)10/5/2006Compressed Medical Gases (1)12/1/1989Computerized Systems Used in Clinical Trials (1)5/10/1999Current Good Manufacturing Practice for Phase 1 Investigational Drugs (1)7/15/2008Current Good Manufacturing Practice for
Positron Emission Tomography Drug Products (1)12/10/2009Dosage Delivery Devices for Orally Ingested OTC Liquid Drug Products5/5/2011Expiration Dating and Stability Testing of Solid Oral Dosage Form Drugs Containing Iron (1)6/27/1997Formal Dispute Resolution: Scientific and
Technical Issues Related to Pharmaceutical Current Good Manufacturing Practices (1)1/12/2006General Principles of Process Validation (1)5/1/1987Good Laboratory Practice Regulations -- Questions and Answers (1)6/1/1981Guidance for Hospitals, Nursing Homes, and Other Health Care
Facilities (1)4/6/2001Investigating Out of Specification (OOS) Test Results for Pharmaceutical Production (1)10/12/2006Marketed Unapproved Drugs;Compliance Policy Guide (1)9/19/2011Media Fills for Validation of Aseptic Preparations for Positron Emission
Tomography4/11/2012Monitoring of Clinical Investigations (1)1/1/1988Nuclear Pharmacy Guideline Criteria for Determining When to Register as a Drug Establishment (1)5/1/1984Part 11, Electronic Records, Electronic Signatures - Scope and Application9/5/2003PET Drugs — Current Good
Manufacturing Practice (CGMP)8/4/2011Pharmaceutical Components at Risk for Melamine Contamination (1)8/7/2009Pharmacy Compounding --Compliance Policy Guide (1)6/7/2002Possible Dioxin/PCB Contamination of Drug and Biological Products (1)8/23/1999Prescription Drug
Marketing Act Regulations for Donation of Prescription Drug Samples to Free Clinics (1)3/14/2006Process Analytical Technology -- A Framework for Innovative Pharmaceutical Manufacturing and Quality Assurance (1)10/4/2004Process Validation: General Principles and
Practices1/25/2011Pyrogen and Endotoxins Testing: Questions and Answers6/28/2012Quality Systems Approach to Pharmaceutical Current Good Manufacturing Practice Regulations (1)10/2/2006Sterile Drug Products Produced by Aseptic Processing (1)10/4/2004Street Drug Alternatives
(N4/3/2000Testing of Glycerin for Diethylene Glycol (1)5/2/2007The Use of Mechanical Calibration of Dissolution Apparatus 1 and 2 - Good Manufacturing Practice (CGMP) (1)1/27/2010Current Good Manufacturing Practices/Compliance Draftlssued DateComparability Protocols -- Protein
Drug Products and Biological Products -- Chemistry, Manufacturing, and Controls Information (1)9/5/2003Current Good Manufacturing Practices for Combination Products (1)10/4/2004Current Good Manufacturing Practices for Medical Gases (3rd Revision) (1)5/6/2003Expiration Dating of
Unit-Dose Repackaged Drugs: Compliance Policy Guide5/31/2005Guidance for IRBs, Clinical Investigators, and Sponsors: Exception from Informed Consent Requirements for Emergency Research (1)5/12/2000Heparin for Drug and Medical Device Use: Monitoring Crude Heparin for
Quality2/13/2012Incorporation of Physical-Chemical Identifiers into Solid Oral Dosage Form Drug Products for Anticounterfeiting, Availability (1)7/14/2009Manufacturing, Processing or Holding of Active Pharmaceutical Ingredients (1)4/17/1998Powder Blends and Finished Dosage Units--
Stratified In-Process Dosage Unit Sampling and Assessment (1)11/7/2003Repackaging of Solid Oral Dosage Form Drug Products2/1/1992Drug Safetylssued DateDrug Safety Information--Food and Drug Administration's Communication to the Public (1)3/7/2007Drug-Induced Liver Injury:
Premarketing Clinical Evaluation (1)7/30/2009Medication Guides--Distribution Requirements and Inclusion of Medication Guides in Risk Evaluation and Mitigation Strategies11/17/2011Postmarketing Adverse Event Reporting for Medical Products and Dietary Supplements During an
Influenza Pandemic2/24/2012Postmarketing Studies and Clinical Trials--Implementation of Section 505(0)(3) of the Federal Food, Drug, and Cosmetic Act4/1/2011Drug Safety Draftlssued DateBest Practices for Conducting and Reporting Pharmacoepidemiologic Safety Studies Using
Electronic Healthcare Data Sets2/16/2011Classifying Significant Posmarketing Drug Safety Issues3/9/2012Drug Safety Information -- FDA's Communication to the Public3/9/2012Format and Content of Proposed Risk Evaluation and Mitigation Strategies (REMS), REMS Assessments, and
Proposed REMS Moadifications (1)10/1/2009Safety Labeling Changes; Implementation of the Federal Food, Drug, and Cosmetic Act4/13/2011Safety Reporting Requirements for INDs (Investigational New Drug Applications) and BA/BE (Bioavailability/Bioequivalence) Studies
(D9/29/2010Electronic Submissionsissued Datelndexing Structured Product Labeling (1)6/2/2008Providing Electronic Submissions in Electronic Format - ANDAs (1)6/27/2002Providing Regulatory Submissions in Electronic Format -- Content of Labeling (1)4/21/2005Providing Regulatory
Submissions in Electronic Format -- Human Pharmaceutical Product Applications and Related Submissions (1)10/19/2005Regulatory Submissions in Electronic Format; General Considerations (1)1/28/1999Regulatory Submissions in Electronic Format; NDAs (1)1/28/1999SPL Standard for
Content of Labeling Technical Qs & As (1)10/28/2009Electronic Submissions Draftlssued DateCompliance Policy on Reporting Drug Sample Distribution Information4/3/2012Providing Regulatory Submissions in Electronic Format -- Annual Reports for New DrugApplications and Abbreviated
New Drug Applications (1)8/28/2003Providing Regulatory Submissions in Electronic Format--General Considerations (1)10/22/2003Providing Regulatory Submissions in Electronic Format - Postmarketing Expedited Safety Reports (1)5/4/2001Providing Regulatory Submissions in Electronic
Format - Postmarketing Individual Case Safety Reports (1)6/12/2008Providing Regulatory Submissions in Electronic Format -- Postmarketing Periodic Adverse Drug Experience Reports (1)6/24/2003Providing Regulatory Submissions in Electronic Format - Prescription Drug Advertising and
Promotional Labeling (1)1/31/2001Providing Regulatory Submissions in Electronic Format--Receipt Date (1)6/5/2007Providing Submissions in Electronic Format -- Standardized Study Data2/21/2012Generic Druglssued Date180-Day Exclusivity When Multiple Abbreviated New Drug
Applications Are Submitted on the Same Day (1)8/1/2003Abbreviated New Drug Applications: Impurities in Drug Products11/29/2010Alternate Source of Active Pharmaceutical Ingredients in Pending ANDASs (1)12/12/2000ANDAs: Impurities in Drug Substances; Chemistry, Manufacturing and
Controls Information (1)7/15/2009ANDAs: Pharmaceutical Solid Polymorphism; Chemistry, Manufacturing and Controls Information (1)7/9/2007Court Decisions, ANDA Approvals, and 180-Day Exclusivity Under the Hatch-Waxman Amendments to the Federal Food, Drug, and Cosmetic Act
(3/30/2000Handling and Retention of Bioavailability and Bioequivalence Testing Samples (1)5/26/2004Individual Product Bioequivalence Recommendations - List of Product Bioequivalence Recommendations (1)6/11/2010Letter announcing that the OGD will now accept the ICH long-term
storage conditions as well as the stability studies conducted in the past (1)8/18/1995Letter describing efforts by the CDER & the ORA to clarify the responsibilities of CDER chemistry review scientists and ORA field investigators in the new & abbreviated drug approval process in order to
reduce duplication or redundancy in the process (1)10/14/1994Letter on incomplete Abbreviated Applications, Convictions Under GDEA, Multiple Supplements, Annual Reports for Bulk Antibiotics, Batch Size for Transdermal Drugs, Bioequivalence Protocols, Research, Deviations from OGD
Policy (1)4/8/1994Letter on the provision of new information pertaining to new bioequivalence guidelines and refuse-to-file letters (1)7/1/1992Letter on the provision of new procedures and policies affecting the generic drug review process (1)3/15/1989Letter on the request for cooperation of
regulated industry to improve the efficiency and effectiveness of the generic drug review process, by assuring the completeness and accuracy of required information and data submissions (1)11/8/1991L etter on the response to 12/20/84 letter from the Pharmaceutical Manufacturers
Association about the Drug Price Competition and Patent Term Restoration Act (1)3/26/1985Letter to all ANDA and AADA applicants about the Generic Drug Enforcement Act of 1992 (GDEA), and the Office of Generic Drugs intention to refuse-to-file incomplete submissions as required by



the new law (1)1/15/1993L etter to regulated industry notifying interested parties about important detailed information regarding labeling, scale-up, packaging, minor/major amendment criteria, and bioequivalence requirements (1)8/4/1993Major, Minor, and Telephone Amendments to
Abbreviated New Drug Applications (1)12/21/2001Potassium Chloride Modified-Release Tablets and Capsules: In Vivo Bioequivalence and In Vitro Dissolution Testing (1)10/26/2005Revising ANDA Labeling Following Revision of the RLD Labeling (1)4/25/2000Submission of Summary
Bioequivalence Data for Abbreviated New Drug Applications (1)5/6/2011Variations in Drug Products that May Be Included in a Single ANDA (1)1/27/1999Generic Drug Draftlssued DateListed Drugs, 30-Month Stays, and Approval of ANDAs and 505 (b)(2) Applications Under Hatch Waxman,
as Amended by the Medicare Prescription Drug Improvement, and Modernization Act of 2003 - Questions and Answers (1)11/4/2004Generic Drug User Fee Amendments of 2012: Questions and Answers8/27/2012Self-Identification of Generic Drug Facilities, Sites, and
Organizations8/27/2012ANDAs: Stability Testing of Drug Substances and Products9/24/2012Good Review Practiceslssued DateGood Review Management Principles for Prescription Drug User Fee Act Products (1)3/31/2005Pharmacology/Toxicology Review Format (1)5/10/2001I1CH -
Efficacylssued DateE1A - The Extent of Population Exposure to Assess Clinical Safety: for Drugs Intended for Long Term Treatment of Non-Life-Threatening Conditions (1)3/1/1995E2A - Clinical Safety Data Management: Definitions and Standards for Expedited Reporting (1)3/1/1995E2B -
Data Elements for Transmission of Individual Case Safety Reports (1)1/15/1998E2B(M) - Data Elements for Transmission of Individual Case Safety Reports (Revised) (1)4/3/2002E2B(M): Data Elements for Transmission of Individual Case Safety Reports -- Questions and Answers (Revision
2) (1)3/9/2005E2C - Clinical Safety Data Management: Periodic Safety Update Reports for Marketed Drugs (1)5/19/1997E2C Addendum - Clinical Safety Data Management: Periodic Safety Update Reports for Marketed Drugs (1)2/5/2004E2E - Pharmacovigilance Planning (1)4/1/2005E2F
Development Safety Update Report (1)8/22/2011E3 - Structure and Content of Clinical Study Reports (1)7/17/1996E4 - Dose-Response Information to Support Drug Registration (1)11/9/1994ES5 - Ethnic Factors in the Acceptability of Foreign Clinical Data (1)6/10/1998E5 - Ethnic Factors in the
Acceptability of Foreign Clinical Data, Questions and Answers (1)9/27/2006E6 - Good Clinical Practice: Consolidated Guideline (1)5/9/1997E7 - Studies in Support of Special Populations: Geriatrics (1)8/2/1994E7 Studies in Support of Special Populations; Geriatrics; Questions and
Answers2/21/2012E8 - General Considerations for Clinical Trials (1)12/24/1997E9 - Statistical Principles for Clinical Trials (1)9/16/1998E10 - Choice of Control Group and Related Issues in Clinical Trials (1)5/14/2001E11 - Clinical Investigation of Medicinal Products in the Pediatric Population
(N12/15/2000E14 - Clinical Evaluation of QT/QTc Interval Prolongation and Proarrhythmic Potential for Non Antiarrhythmic Drugs (1)10/20/2005E14 Clinical Evaluation of QT/QTc Interval Prolongation and Proarrhythmic Potential for Non Antiarrhythmic Drugs. Q&As (1)11/18/2008E15 -
Pharmacogenomics Definitions and Sample Coding (1)4/8/2008E16 Biomarkers Related to Drug or Biotechnology Product Development: Context, Structure, and Format of Qualification Submissions8/10/2011ICH - Joint Safety/Efficacy (Multidisciplinary)lssued DateCompanion Document for
M2: eCTD Specification Questions & Answers and Change Requests (1)8/1/2006M2 - Electronic Common Technical Document Specification (eCTD) (1)4/2/2003M3 - Nonclinical Safety Studies for the Conduct of Human Clinical Trials for Pharmaceuticals (1)11/25/1997M3(R2) - Nonclinical
Safety Studies for the Conduct of Human Clinical Trials and Marketing Authorization for Pharmaceuticals (1)1/21/2010M3(R2)Nonclinical Safety Studies for the Conduct of Human Clinical Trials and Marketing Authorization for Pharmaceuticals: Questions and Answers2/17/2012M4 -
Common Technical Document for the Registration of Pharmaceuticals for Human Use - Granularity Annex (1)10/17/2005M4 - Organization of the Common Technical Document (CTD) (1)10/16/2001M4 - The CTD -- Efficacy Questions and Answers (Revised) (1)12/22/2004M4 - The CTD --
General Questions and Answers (Revised) (1)12/22/2004M4 - The CTD - Quality Questions and Answers/Location Issues (1)6/9/2004M4 - The CTD -- Safety Questions and Answers (1)2/4/2003ICH - Qualitylssued DateFinal Recommendation for the Revision of the Permitted Daily Exposure
for Cumene According to the Maintenance Procedures for Q3C Impurities: Residual Solvents2/23/2012Q10 Pharmaceutical Quality System (1)4/8/2009Q1A(R2) - Stability Testing of New Drug Substances and Products (1)11/21/2003Q1B - Photostability Testing of New Drug Substances and
Products (1)5/16/1997Q1C - Stability Testing for New Dosage Forms (1)5/9/1997Q1D - Bracketing and Matrixing Designs for Stability Testing of New Drug Substances and Products (1)1/16/2003Q1E - Evaluation of Stability Data (1)6/8/2004Q2A - Text on Validation of Analytical Procedures
(N3/1/1995Q2B - Validation of Analytical Procedures: Methodology (1)5/9/1997Q3A(R) - Impurities in New Drug Substances (1)6/6/2008Q3B(R) - Impurities in New Drug Products (1)7/31/2006Q3C - Impurities: Residual Solvents (1)12/24/1997Q3C - Tables and Lists (Revised)
Recommendations for Methylpyrrolidone and Tetrahydrofuran (1)11/13/2003Q3C Tables and List2/22/2012Q4B Evaluation and Recommendation of Pharmacopoeial Texts for Use in the ICH Regions -Annex 8: Sterility Test General Chapter (1)12/22/2009Q4B Evaluation and
Recommendation of Pharmacopoeial Texts for Use in the ICH Regions; Annex 2 on Test for Extractable Volume of Parenteral Preparations General Chapter (1)1/9/2009Q4B Evaluation and Recommendation of Pharmacopoeial Texts for Use in the ICH Regions; Annex 3 on Test for
Particulate Contamination: Subvisible Particles General Chapter (1)1/9/2009Q4B Evaluation and Recommendation of Pharmacopoeial Texts for Use in the ICH Regions; Annex 4A: Microbiological Examination of Non-Sterile Products: Microbial Enumeration Tests General Chapter
(D4/8/2009Q4B Evaluation and Recommendation of Pharmacopoeial Texts for Use in the ICH Regions; Annex 4B: Microbiological Examination of Non-Sterile Products: Tests for Specified Micro-organisms General Chapter (1)4/8/2009Q4B Evaluation and Recommendation of
Pharmacopoeial Texts for Use in the ICH Regions-Annex 5: Disintegration Test General Chapter (1)12/23/2009Q4B Evaluation and Recommendation of Pharmacopoeial Texts for Use in the ICH Regions Annex 7(R2) Dissolution Test General Chapter6/23/2011Q4B Evaluation and
Recommendation of Pharmacopoeial Texts for Use in the International Conference on Harmonisation Regions; Annex 11: Capillary Electrophoresis General Chapter (1)9/3/2010Q4B Evaluation and Recommendation of Pharmacopoeial Texts for Use in the International Conference on
Harmonisation Regions; Annex 12 on Analytical Sieving General Chapter (1)9/2/2010Q4B Evaluation and Recommendation of Pharmacopoeial Texts; Annex 4C: Microbiological Examination of Non-Sterile Products: Acceptance Criteria for Pharmaceutical Preparations and Substances for
Pharmaceutical Use General Chapter(1)4/8/2009Q4B: Annex 1: Residue on Ignition/Sulphated Ash General Chapter (1)2/21/2008Q4B: Evaluation and Recommendation of Pharmacopoeial Texts for Use in the International Conference on Harmonisation Regions (1)2/21/2008Q5A - Viral
Safety Evaluation of Biotechnology Products Derived From Cell Lines of Human or Animal Origin (1)9/24/1998Q5B - Quality of Biotechnology Products: Analysis of the Expression Construct in Cells Used for Production of r-DNA Derived Protein Products (1)2/23/1996Q5C - Quality of
Biotechnological Products: Stability Testing of Biotechnology/Biological Products (1)7/10/1996Q5D - Quality of Biotechnological/Biological Products: Derivation and Characterization of Cell Substrates Used for Production of Biotechnological/Biological Products (1)9/21/1998Q5E -
Comparability of Biotechnological/Biological Products Subject to Changes in Their Manufacturing Process (1)6/30/2005Q6A - Specifications: Test Procedures and Acceptance Criteria for New Drug Substances and New Drug Products: Chemical Substances (1)12/29/2000Q6B - Test
Procedures and Acceptance Criteria for Biotechnological/Biological Products (1)8/18/1999Q7A - Good Manufacturing Practice for Active Pharmaceutical Ingredients (1)9/25/2001Q8 (R2) - Pharmaceutical Development (1)11/19/2009Q8, Q9, and Q10 Questions and Answers (1)11/1/2011ICH
Q8, Q9, & Q10 Questions and Answers -- Appendix: Q&As from Training Sessions (Q8, Q9, & Q10 Points to Consider)7/25/2012Q9 - Quality Risk Management (1)6/2/2006ICH - Safetylssued DateS1A - The Need for Long-Term Rodent Carcinogenicity Studies of Pharmaceuticals
(N3/1/1996S1B - Testing for Carcinogenicity in Pharmaceuticals (1)2/23/1998S1C - Dose Selection for Carcinogenicity Studies of Pharmaceuticals (1)3/1/1995S1C(R2) - Dose Selection for Carcinogenicity Studies of Pharmaceuticals: Addendum on a Limit Dose and Related Notes
(D9/17/2008S2A - Specific Aspects of Regulatory Genotoxicity Tests for Pharmaceuticals (1)4/24/1996S2B - Genotoxicity: Standard Battery Testing (1)11/21/1997S2(R1) Genotoxicity Testing and Data Interpretation for Pharmaceuticals Intended for Human Use6/7/2012S3A - Toxicokinetics:
The Assessment of Systemic Exposure in Toxicity Studies (1)3/1/1995S3B - Pharmacokinetics: Repeated Dose Tissue Distribution Studies (1)3/1/1995S4A - Duration of Chronic Toxicity Testing in Animals (Rodent and Nonrodent Toxicity Testing) (1)6/25/1999S5A - Detection of Toxicity to
Reproduction for Medicinal Products (1)9/22/1994S5B - Detection of Toxicity to Reproduction for Medicinal Products: Addendum on Toxicity to Male Fertility (1)4/5/1996S6(R1) Preclinical Safety Evaluation of Biotechnology-Derived Pharmaceuticals5/18/2012S7A - Safety Pharmacology
Studies for Human Pharmaceuticals (1)7/13/2001S7B - Nonclinical Evaluation of the Potential for Delayed Ventricular Repolarization (QT Interval Prolongation) by Human Pharmaceuticals (1)210/20/2005S8 - Immunotoxicity Studies for Human Pharmaceuticals (1)4/13/2006ICH Draft -
Efficacylssued DateE12A Principles for Clinical Evaluation of New Antihypertensive Drugs (1)8/9/2000E2B(R) - Clinical Safety Data Management: Data Elements for Transmission of Individual Case Safety Reports (1)10/3/2005E2B(R3) Electronic Transmission of Individual Case Safety
Reports Implementation Guide — Data Elements and Message Specification; and Appendix to the Implementation Guide — Backwards and Forwards Compatibility10/19/2011E2C(R2) Periodic Benefit-Risk Evaluation Report 4/11/2012E2D - Postapproval Safety Data Management:
Definitions and Standards for Expedited Reporting (1)9/15/2003ICH Draft - Joint Safety/Efficacy (Multidisciplinary)lssued DateM5 - Data Elements and Standards for Drug Dictionaries (I)Submitting Marketing Applications According to the ICH/CTD Format: General Considerations (I)ICH
Draft - Qualitylssued DatelCH Q3C Maintenance Procedures for the Guidance for Industry Q3C Impurities: Residual Solvents - Draft Recommendation for the Revision of the Permitted Daily Exposure for Cumene (1)7/20/2010Q4B Evaluation and Recommendation of Pharmacopoeial Texts
for Use in the ICH Regions -Annex 13: Bulk Density and Tapped Density of Powders General Chapter (1)7/14/2010Q4B Evaluation and Recommendation of Pharmacopoeial Texts for Use in the ICH Regions -Annex 14: Bacterial Endotoxins Test General Chapter (1)7/19/2010Q4B Evaluation
and Recommendation of Pharmacopoeial Texts for Use in the ICH Regions -Annex 6: Uniformity of Dosage Units General Chapter (1)2/17/2009Q4B Evaluation and Recommendation of Pharmacopoeial Texts for Use in the ICH Regions-Annex 9: Tablet Friability General Chapter
()8/14/2009Q4B Evaluation and Recommendation of Pharmacopoeial Texts for Use in the ICH Regions; Annex 10: Polyacrylamide Gel Electrophoresis General Chapter (1)8/14/2009Q11 Development and Manufacture of Drug Substances6/28/2011ICH Draft - Safetylssued DateAddendum
to ICH S6; Preclinical Safety Evaluation of Biotechnology-Derived Pharmaceuticals S6(R1) (1)12/17/2009S9 Nonclinical Evaluation for Anticancer Pharmaceuticals (1)2/17/2009INDslssued DateContent and Format of INDs for Phase 1 Studies of Drugs Including Well-Characterized,
Therapeutic, Biotechnology-Derived Products (1)10/4/2000Industry Lettersissued DateA Revision in Sample Collection Under the Compliance Program Pertaining to Pre-Approval Inspections7/15/1996Certification Requirements for Debarred Individuals in Drug
Applications6/1/1990Continuation of a series of letters communicating interim and informal generic drug policy and guidance. Availability of Policy and Procedure Guides, and further operational changes to the generic drug review program (1)3/2/1998Fifth of a series of letters providing
informal notice about the Act, discussing the statutory mechanism by which ANDA applicants may make modifications in approved drugs where clinical data is required (1)4/10/1987Fourth of a series of letters providing informal notice to all affected parties about policy developments and
interpretations regarding the Act. Three year exclusivity provisions of Title | (1)10/31/1986Implementation of the Drug Price Competition and Patent Term Restoration Act. Preliminary Guidance (1)10/11/1984Implementation Plan USP injection nomenclature (1)10/2/1995Instructions for Filing
Supplements Under the Provisions of SUPAC-IR4/11/1996Seventh of a series of letters about the Act providing guidance on the "180-day exclusivity" provision of section 505(j)(4)(B)(iv) of the FD&C (1)7/29/1988Sixth of a series of informal notice letters about the Act discussing 3- and 5-
year exclusivity provisions of sections 505(c)(3)(D) and 505(j)(4)(D) of the FD&C Act (1)4/28/1988Streamlining Initiatives12/24/1996Supplement to 10/11/84 letter about policies, procedures and implementation of the Act (Q & A format) (1)11/16/1984Third of a series of letters regarding the
implementation of the Act (1)5/1/1985Year 2000 Letter from Dr. Janet Woodcock (1)10/19/1998Labelinglssued DateAdverse Reactions Section of Labeling for Human Prescription Drug and Biological Products; Content and Format (1)1/24/2006Barbiturate, Single Entity-Class
Labeling3/1/1981Clinical Studies Section of Labeling for Human Prescription Drug and Biological Products; Content and Format (1)1/24/2006Content and Format for Geriatric Labeling (1)10/5/2001Hypoglycemic Oral Agents - Federal Register4/1/1984Hypertension Indication: Drug Labeling
for Cardiovascular Outcome Claims3/15/2011Labeling for Human Prescription Drug and Biological Products - Determining Established Pharmacologic Class for Use in the Highlights of Prescribing Information (1)10/19/2009Labeling Over-the-Counter Human Drug Products; Updating
Labeling In Reference Listed Drugs and Abbreviated New Drug Applications (1)10/18/2002Local Anesthetics - Class Labeling9/1/1982Updating Labeling for Susceptibility Test Information in Systemic Antibacterial Drug Produts and Antimicrobial Susceptibility Testing Devices
(N7/2/2009Warnings and Precautions, Contraindications, and Boxed Warning Sections of Labeling for Human Prescription Drug and Biological Products - Content and Format (1)10/11/2011Labeling Draftlssued DateClinical Pharmacology Section of Labeling for Human Prescription Drug and
Biological Products—Content and Format (1)3/3/2009Content and Format of the Dosage and Administration Section of Labeling for Human Prescription Drug and Biological Products (1)4/9/2007Contents of a Complete Submission for the Evaluation of Proprietary Names
(11/24/2008Labeling for Combined Oral Contraceptives (1)3/5/2004Labeling for Human Prescripstion Drug and Biological Products - Implementing the New Content and Format Requirements (1)1/24/2006Noncontraceptive Estrogen Drug Products for the Treatment of Vasomotor Symptoms
and Vulvar and Vaginal Atrophy Symptoms — Recommended Prescribing Information for Health Care Providers and Patient Labeling (1)11/16/2005Public Availability of Labeling Changes in "Changes Being Effected" Supplements (1)9/20/2006Referencing Discontinued Labeling for Listed
Drugs in Abbreviated New Drug Applications (1)10/26/2000Modernization Actlssued DateChanges to an Approved NDA or ANDA4/2004Classifying Resubmissions in Response to Action Letters 5/14/1998Fast Track Drug Development Programs - Designation, Development, and Application
Review & Appendix 27/22/2004Formal Dispute Resolution: Appeals Above the Division Leve2/2000Formal Meetings With Sponsors and Applicants for PDUFA Products5/19/2009Implementation of Section 120 of the Food and Drug Administration Modernization Act of 1997-Advisory
Committees10/1998Implementation of Section 126 of the Food and Drug Administration Modernization Act of 1997 - Elimination of Certain Labeling Requirements7/1998Information Program on Clinical Trials for Serious or Life-Threatening Diseases and Conditions3/2002National Uniformity
for Nonpresciption Drugs - Ingredient Listing for OTC Drugs4/1998Providing Clinical Evidence of Effectiveness for Human Drug and Biological Products5/14/1998Qualifying for Pediatric Exclusivity Under Section 505A of the Federal Food, Drug, and Cosmetic Act9/1999Qualifying for
Pediatric Exclusivity Under Section 505A of the Federal Food, Drug, and Cosmetic Act - 17 Frequently Asked Questions on Pediatric Exclusivity (505A), The Pediatric "Rule,” and Their Interaction7/27/1999Reports on the Status of Postmarketing Study Commitments — Implementation of
Section 130 of the Food and Drug Administration Modernization Act of 1997 2/15/2006Standards for Prompt Review of Efficacy Supplements5/15/1998Submission of Abbreviated Reports and Synopses in Support of Marketing Applications8/1998Submitting and Reviewing Complete
Responses to Clinical Holds10/2000Modernization Act Draftlssued Datelnformation Program on Clinical Trials for Serious or Life-Threatening Diseases and Conditions1/2004Repeal of Section 507 of the Federal Food, Drug and Cosmetic Act5/19980TClssued DateEnforcement Policy on
Marketing OTC Combination Products (CPG 71320.16) (1)5/1/1984General Guidelines for OTC Combination Products (1)11/28/1978Label Comprehension Studies for Nonprescription Drug Products (1)8/3/2010Labeling OTC Human Drug Products -- Updating Labeling in ANDAs
(N2/22/2001Labeling OTC Human Drug Products Using a Column Format (1)12/19/2000Labeling OTC Human Drug Products; Small Entity Compliance Guide (1)5/13/2009Labeling Over-the-Counter Human Drug Products; Questions and Answers1/5/20090rgan-Specific Warnings: Internal
Analgesic, Antipyretic, and Antirheumatic Drug Products for Over-the-Counter Human Use -Small Entity Compliance Guide (1)8/17/2010Postmarketing Adverse Event Reporting for Nonprescription Human Drug Products Marketed without an Approved Application (1)7/14/2009Questions and
Answers Regarding the Labeling of Nonprescription Human Drug Products Marketed Without an Approved Application as Required by the Dietary Supplement and Nonprescription Drug Consumer Protection Act (1)9/1/2009Time and Extent Applications (1)9/28/2011Topical Acne Drug
Products for Over-the-Counter Human Use--Revision of Labeling and Classification of Benzoyl Peroxide as Safe and Effective; Small Entity Compliance Guide6/22/2011Upgrading Category Ill Antiperspirants to Category | (43 FR 46728 - 46731) (1)10/10/19780TC Draftlssued DatelLabeling
OTC Human Drug Products - Submitting Requests for Exemptions and Deferrals (1)12/19/20000rgan-Specific Warnings: Internal Analgesic, Antipyretic, and Antirheumatic Drug Products for Over-the-Counter Human Use — Labeling for Products That Contain Acetaminophen7/5/20120TC
Actual Use Studies7/22/19940TC Nicotine Substitutes3/1/1994Self-Selection Studies for Nonprescription Drug Products9/16/2011Pharmacology/Toxicologylssued DateCarcinogenicity Study Protocol Submissions (1)5/23/2002Estimating the Maximum Safe Starting Dose in Initial Clinical
Trials for Therapeutics in Adult Healthy Volunteers (1)7/22/2005Exploratory IND Studies (1)1/17/2006Format and Content of the Nonclinical Pharmacology/ Toxicology Section of an Application (1)2/1/1987Immunotoxicology Evaluation of Investigational New Drugs (1)11/1/2002Nonclinical
Pharmacology/Toxicology Department of Topical Drugs Intended to Prevent the Transmission of Sexually Transmitted Diseases (STD) and/or the Development of Drugs Intended to Act as Vaginal Contraceptives (1)10/16/1996Nonclinical Evaluation of Late Radiation Toxicity of Therapeutic
Radiopharmaceuticals11/25/2011Nonclinical Safety Evaluation of Drug or Biologic Combinations (1)3/15/2006Nonclinical Safety Evaluation of Pediatric Drug Products (1)2/15/2006Nonclinical Studies for the Safety Evaluation of Pharmaceutical Excipients5/19/2005Photosafety Testing
(N5/7/2003Recommended Approaches to Integration of Genetic Toxicology Study Results (1)1/4/2006Reference Guide for the Nonclinical Toxicity Studies of Antiviral Drugs Indicated for the Treatment of N/A Non-Life Threatening Disease: Evaluation of Drug Toxicity Prior to Phase | Clinical
Studies (1)2/1/1989Reproductive and Developmental Toxicities -- Integrating Study Results to Assess Concerns9/22/2011Safety Testing of Drug Metabolites (1)2/15/2008Single Dose Acute Toxicity Testing for Pharmaceuticals - Revised (1)8/26/1996Pharmacology/Toxicology Draftlssued
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