
United States Food and Drug Administration
Adverse Event, Product Experience, and Safety Reporting – 
Electronic Submissions

OMB Control No. 0910-0645

Non-Substantive Change Request for CTP Safety Reporting Portal Questionnaires
The Food and Drug Administration, Center for Tobacco Products (CTP) is seeking OMB approval of non-substantive changes to OMB Control No. 0910-0645. This collection  supports adverse experience (health and product problem) reporting associated with FDA-regulated tobacco products to CTP’s Safety Reporting Portal (SRP) tobacco RQs (i.e., “rational questionnaires”: “TPR[footnoteRef:2]” or “Tobacco product report” and “TIR”[footnoteRef:3] or “Tobacco Investigator Report”).  [2:  The TPR continues to be designed for consumers/concerned citizens and healthcare professionals (who may submit as anonymous or identified guest or as registered account holders) and manufacturers (who must submit as registered account holders). The 2020 version currently in the field is “TPRv4”. The proposed 2021 version is “TPRv5”.]  [3:  The TIR continues to be designed for researchers (as identified account holders). The 2020 version currently in the field is “TIRv3”. The proposed 2021 version is “TIRv4”.] 

The previous set of OMB-approved changes (approval date 5/21/2020, ICR Reference number 202005-910-005) to these SRP tobacco RQs were implemented and released to the field 10/17/2020, with the exception of the mobile version (subset of questions from the TPR questionnaire formatted for mobile devices) which continued in development.
As summarized below, attached are proposed modifications to the SRP’s rational questionnaires for tobacco products. We believe the proposed revisions improve the clarity, internal consistency and utility of the information being collected, thus enhancing CTP’s public health surveillance for new and existing safety signals. Adverse experience reporting to the SRP for tobacco products continues to be voluntary. We believe the changes have a net zero effect on the burden. CTP is planning a potential release date of October 1, 2021.
Summary of the Change Request
In summary there is one new optional question unique to the tobacco industry (on manufacturer type) and one new required question, unique to researchers and manufacturers (on MedDRA version freezing). Two existing optional questions for researchers are planned to become required questions. In both TPR and TIR there are: 
· Five new optional questions plus resurrection of one previously approved/retired question in the problem summary section; four on background health that will present to all types of submitters and two that will present only to submitters of health problems. 
· Ten questions on tobacco product parts have been reduced to one question, now showing for eight tobacco product types. 
· Changes to approximately 15 question stems or response values for clarity and inclusiveness 
· Changes to the format of two questions from free text to search and select.  
· Relocation of two existing questions to decrease the frequency of their display to each submitter. 
· Changes to multiple business rules and changes or additional instructions to prevent or decrease reports bearing internal inconsistencies. 
· Retitled two main sections (one in TPR and one in TIR) and two subsections (in both TPR and TIR)
· Improved instructional language throughout
As in last year’s application, the mobile view of the TPR continues to contain a subset of questions from the desktop TPR that are formatted for display on mobile devices. The mobile view is only available to guest (not registered account holder) submitters and uniquely requires to uploaded at least one image before submission – suggested to be an image of the tobacco product or label.
[bookmark: _Hlk79754721]The two optional two-question evaluation surveys are unchanged.
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Change Request (summarized per section of the RQs):
1. Introduction Section
a. TPR edits to the introductory instructional content reveal new data posted for the pubic at OpenFDA.gov, provide clarifications, and direct acute poisoning events needing urgent medical advice to the Poison Control Centers. [See pp. 3-4/28 in TPR attachment]
b. [bookmark: _Hlk79754941]TIR edits to the introductory instructional content now include a summary of FDA’s regulatory authorities and who should report using the TIR, along with introducing public data available at OpenFDA.gov . It also contains the same table shown in TPR listing where and how to report issues that are not appropriate for the SRP.  The TPR and TIR introductions are now similar in structure. [See pp. 3-6/29 in TIR attachment]
2. Report Information Section (TPR & TIR) 
a. Expands the list of response values for the optional existing question “Where else did you report this problem?” to assist with identifying duplicate reports within and outside of FDA. [See p. 5/28 in TPR attachment and p. 6/29 in TIR attachment]
3. Contact Information Section 
a. Changed business rules and reworded the question “Are you the person who experienced health problems associated with a tobacco product?”  and the dependent question for those who answer no, asking the relationship of the submitter to the person who had the problem, so these will appear and be relevant to those submitting either a health or a product problem to assist FDA’s interpretation of the reliability of the reports. Edits simplify the wording. (TPR, TPRM) [See  p.6/28 in TPR attachment] 
b. In TPR, for manufacturers, there is one new optional question about manufacturer type for consistency with the set of questions for other submitter types and to assist FDA’s understanding of the likely manufacturing processes and resources based on the type of business. [See  p.6/28 in TPR attachment] 
c. No changes for TIR. [See p. 7/29 in TIR attachment]
4. Problem Summary Section 
a.  Affected Person Subsection questions [See pp.7-8/28 in TPR attachment; pp. 8/29 in TIR attachment]
i. Existing required age question – change to business rule that when the unit “years” is selected, the digits value must be 120 or less in whole numbers and cannot be zero 
ii. Existing optional body weight question– change to business rules assures that the question will show to all ages of affected persons.
iii. New optional question collects height, which along with the existing weight question allows CTP to calculate BMI to better understand dose-response relationships
iv. Changes to the question on pre-existing health problems 
1. In the TPR 
a) Added  8 response values, listing problems or damage to 4 major organ systems, Allergies, Surgical implants, and Unknown
b) Removes “Other” from the list of response values
c) The previously dependent optional free text field to explain “other” pre-existing health problems now shows at page load for all submitters and has revised language “Provide details about the pre-existing health problem(s) above or other pre-existing health problems.” 
2. [bookmark: _Hlk79755394]In the TIR – this question was previously an open-ended question with a free text response field. Now it will be identical to the TPR question as described above.
b. Medications and Supplements Subsection [See p. 8/28 in TPR attachment; p.9/29 in TIR attachment]
i. Retitle this subsection to “Medications, Supplements and Substances” 
ii. Redesign the existing optional question on prescription medications, over-the counter medications, vitamins, and/or supplements taken around the time of the health problem – into two optional questions. Each question is designed as a search and select field (like our main symptoms question) where multiple product names can be entered (one at a time) from a standardized list to facilitate accurate reporting. The value “Other” is included in each response list with a dependent optional free-text response field to explain “Other.” Each list of entries allows the submitter to edit or delete products after they have been entered.
1. New stem for the first question: “Please list the vitamins, minerals, supplements and herbal remedies taken around the time of the problem.” The standardized list is provided from CFSAN’s SRP RQ. 
2. New stem for the second question: “Please list the prescription and over-the counter medications taken around the time of the problem”. The standardized list is provided from CDER’s SRP RQ. 
iii. Restore a previously OMB-approved (TPRv1) optional two-part question on alcohol use/#drinks per week 
iv. Move a previously approved optional question on duration of use or exposure to any type of tobacco product, from the (Main) Tobacco Products section, Tobacco Product Use (or Exposure) Details subsection. This prevents the submitter from seeing this question multiple times when they report the use of more than one tobacco product type. 
v. Add an optional question to describe in free text, the use of or exposure to common substances of abuse. This will facilitate CTP’s analysis of potential root cause and other contributors to AEs given the trend for poly substance use/abuse. 
c. Problem Description Subsection [See pp. 8-11/28 in TPR attachment; pp. 9-12/29 in TIR attachment]
i. For the “…main symptoms…” question, in TIR and for TPR (manufacturers only), new informational text explains what MedDRA is, requires to select the desired MedDRA version for the report, and adds one required question asking if the submitter is version freezing MedDRA. This new question helps CTP to support the submitter’s versioning practice if they use MedDRA and facilitates CTP’s downstream data management and analysis. [See pp.10-11 in TIR attachment]
ii. The optional existing seriousness question is reworded for clarity and hidden if the problem type is a product problem only. (TPR, TIR. TPRM)
iii. [bookmark: _Hlk79755724]Two new optional questions on settings of care and testing/results facilitate analysis of the serious health problem reports we have been receiving for safety signals of lung injuries and seizures associated with ENDS use. For each type of testing, submitters are shown a field where they can detail the specific test(s) and any results known. These questions are hidden if the problem type is a product problem only. 
iv. The optional existing question on treatments is revised for clarity (asks treatments rendered or planned) and inclusiveness (for either use or exposure) and presents a completely revised list of values for relevance. This question is hidden if the problem type is a product problem only. 
v. The existing optional outcomes question has a revised and expanded list of response values to capture information on the trajectory of the health problem. This question is hidden if the problem type is a product problem only. (TPR, TIR. TPRM)
5. [bookmark: _Hlk54121218]Research Summary Section (TIR) [See pp. 13-15/29 in TIR attachment]
a. This section will be unchanged from that approved by OMB in 2020 (TIRv3) at the time we release most other changes detailed herein. However, soon thereafter (and before our next OMB application), we request to make two existing optional questions become required questions: Name of Principal Investigator and Clinical Trial Site where problem occurred or was discovered. This information is needed to support the Office of Compliance and Enforcement’s (OCE) Bioresearch Monitoring (BIMO) site inspections program soon to launch.
6. Tobacco Products Section (TPR, TPRM) [See pp. 12-22/28 in TPR attachment] or Study Tobacco Products Section (TIR) [See pp. 16-22 in TIR attachment]
a. In TPR and TPRM the “Tobacco Products” section is retitled to “Main Tobacco Products”. 
b. The TPR and TIR have been divergent and are now more clearly so. The “Main Tobacco Products” section in TPR and mobile is for all accused products, whereas the “Other Tobacco Products” section in TPR and mobile is for lifetime or additional tobacco exposures thought by the submitter not to play a role in the problem being reported.  The “Study Tobacco Products” section in TIR is for reporting all on-study tobacco products, whereas the “Other Tobacco Products” section in TIR is now retitled to “Nonstudy Tobacco Products” consistent with existing instructions. Minor revisions to instructions intend to add clarity on these differences.
7. Main Tobacco Products Section /Tobacco Product Details Subsection (TPR, TIR. TPRM) [See pp. 13-21 in TPR attachment; pp. 18-21 in TIR attachment]
a. The informational link to a description of the various tobacco product types is changed from a link to a custom-designed single-purpose document to the general public link for this purpose at https://www.fda.gov/tobacco-products/products-guidance-regulations/products-ingredients-components 
b. The existing required question on Tobacco Product Types has minor edits to three response value labels (ENDS, Pipe, and Waterpipe) to reflect shifts in consumer vernacular and regulatory product knowledge. 
c. Changes to existing Flavors Questions  – Six tobacco product types previously had one of three different optional flavors questions. We now ask the same optional flavor question with a shortened five-item multiple choice list of responses for all tobacco product types to standardize and simplify the RQs 
d. Informational text alerting submitters that it is possible to upload product images already existed in four tobacco product types and is now added to the rest (n=14) for consistency. 
e. The existing optional question “Where is the tobacco product now?” had been removed from most tobacco product types and now will be removed from the remaining three for consistency. 
f. The existing optional question “How was the product acquired” had a 6-item single choice response list for most tobacco product types but an 8-item list for four tobacco product types. We now standardize the 8-item list for all tobacco product types. 
g. The existing optional question about manufacturers that bears the search and select field with data from the compliance database (TRLM), will now display the full contact information for the manufacturer as editable. This may assist submitters to find information that may not be in product labeling. 
h. [bookmark: _Hlk79755963]A subsection of 10 questions on tobacco product parts that had displayed for each of five tobacco product types is replaced by a single open-ended free text response question.  (The same open-ended free text response question was used for the E-cigarette product type in the 2020 release). The same free-text question is added to three additional tobacco product types. This standardizes and simplifies the query on parts throughout the RQs.  
i. In the Tobacco Product Use Details Subsection (for all tobacco product types and all submitter types), there is new boxed instructional text before the two questions on the duration of use of this brand/label and the duration of use of this tobacco product type, requesting logical temporal consistency between the two questions (duration of use of brand/label is usually the same as or shorter than the duration of use of this type of tobacco product) and some bolded text in each question to visually distinguish between the two questions.
j. Changes to ENDS Tobacco Product Type Questions (n=4) 
i. Response values are expanded for “What contained the e-liquid within the device?” to reflect marketplace changes and to support the Final Enforcement Guidance on ENDS (USDHHS/FDA/CTP, 2020)
ii. Response values are expanded for “Did the e-liquid (as purchased) contain any of the following?” to reflect marketplace changes (e.g., now includes four nicotine values; type unknown, free-base, salts and synthetic) and common product misuse behaviors (e.g., now includes alcohol, street drugs or other substances mixed into the e-liquid).
iii. Hides all but five questions for e-liquids in disposable ENDS devices to decrease reporting burden for this growing market segment of ENDS products.
iv. Moves (out of Tobacco Product Use (or Exposure) Details section to E-liquid details subsection) and rewords a question on product modification to specifically capture if the e-liquid was modified before use or exposure. This replacement is for clarity.
8. Tobacco Product Section or Study Tobacco Product Section / Tobacco Product Use Details subsection [See p. 22 in TPR attachment; pp. 21-22 in TIR attachment] 
a. Minor rewording to most questions to be more inclusive of and logical for nonuser submitters (i.e., changes “use” to “use or exposure”)
b. Retitle the subsection to:“Tobacco Product Use or Exposure Details”
c. Expanded the values for the existing optional question asking about routes/methods of use to capture environmental exposures and product accidental and intentional misuse
d. Bolded some words in two closely worded questions to prevent item misreading
e. Clarified wording of two challenge/rechallenge questions to align with MedWatch 
f. Changed and expanded response values in the frequency of use question to capture both extremes of use and to better discern user trajectories from experimentation to initiation to addiction, drawing from guidance of Pearson et al., 2018, and IARC 2018
g. Added one value to the question on following instructions for product use to capture the common lack of available instructions.
h. Added instructional text to discourage submitting illogical information in the two questions on duration of use for this brand and for this type of tobacco product
9. [bookmark: _Hlk54121119]Other Tobacco Products Used Section (TPR) [See pp. 23-25 in TPR attachment]
a. Section retitled to “Other Tobacco Products”
b. Most questions and instructions now show on page load.
c. Minor edits to instructions for clarity
d. Delete the initial question, “Has the affected person used other tobacco products (either currently or in the past)”
e. Revised list of values for the tobacco product types and subtypes (same as in the Main Tobacco Products section) Replaced the optional question on current use (Yes/No) with an optional trajectory of use question
f. Replaced the optional question on current use (Yes/No) with an optional trajectory of use question
g. Expanded the list of values for the routes of use question to capture environmental exposures, and both intentional and accidental misuse.
h. Replaced the optional frequency of use question with an optional lifetime exposure question
10. Other Tobacco Products Used Section (TIR) [See pp. 23-26 in TIR attachment]
a. Section retitled to “Nonstudy Tobacco Products”
b. Minor rewording of instructions for clarity 
c. Minor rewording of questions throughout this section for inclusiveness and logical reporting about either use or environmental tobacco exposures
d. Revised list of values for the tobacco product types and subtypes (same as in the Study tobacco products section)
e. New list of values for the frequency of product use question (same as in other sections)
11. Additional Information Section [See p. 26/28 in TPR attachment; p. 27/29 in TIR attachment]
a. No changes
12. Attachments Section [See pp.27-28/28 in TPR attachment; pp. 28-29/29 in TIR attachment]
a. Add two values for types of attachments relevant to researchers (TIR only): case report forms and documents from oversight bodies. 
13. Technical, functionality or informational changes to improve the submitter experience in using  the questionnaires 
a. All selectable items can now be unselected if the submitter makes a mistake or changes their mind during initial data entry. 
b. The custom designed informational link showing images and text descriptors of tobacco products (previously posted to https://www.safetyreporting.hhs.gov/srp2/CTP/TobaccoProductTypes.html  ) is retired and replaced by a link to a public webpage for a similar purpose (https://www.fda.gov/tobacco-products/products-guidance-regulations/products-ingredients-components ). The public webpage is designed, maintained, and routinely updated by experts in CTP’s Office of Health Communication and Education (OHCE). 
c. Additional business rules catch more inconsistencies in responses – mocked up in various documents referenced herein. 
14. Mobile TPR (TPRM1) [See Mobile attachment]
a. The mobile version, as OMB-approved and developed (2020), was never released to the public due to technical and formatting issues. Development efforts continued, anticipating release with the rest of the package described herein (2021). The concept of the mobile RQ continues to be a shorter version of the TPR, available only to guest submitters who must include an image with their submission. As before, submitters using a mobile device (phone or tablet, not laptop) must choose if they wish to see the desktop or the mobile version of the questionnaire. Compared to the desktop, the mobile RQ contains two of four Report Information questions, most Contact Information questions (optional), all but three of the Problem Summary questions, roughly half of the Main Tobacco Product Details questions, all of the Tobacco Product Use or Exposure Details questions, none of the “Other Tobacco Products” questions, the one Additional Information question, and the unique requirement to upload at least one attachment. The total number of required questions in the mobile view is the same as in the desktop, plus the one requirement for an attachment.
15. The optional existing exit and submit surveys are unchanged with 2 questions each. [See Evaluation attachment]
Numbers of Required Questions within the Voluntary Reports to each RQ after incorporating the changes above:
· Four questions continue to be required at the SRP level to navigate to the correct RQ out of the ~ 10 RQs hosted by FDA and NIH– this is outside of CTP’s direct control.
· A tobacco-related health problem report can be submitted by answering as few as nine questions inside the TPR for most tobacco product types.
· A report of both a health and a product problem for the ENDS tobacco product type, can be submitted by answering as few as 13 questions inside the TPR.
· To submit a report to the TIR, eleven[footnoteRef:4] research-specific questions are required (one is new) in addition to the 9 or 13 from the above TPR examples (for totals of 20 or 24). [4:  This count of 11 includes the two optional questions to be converted to required questions in a delayed manner (Principal Investigator Name and Clinical trial site).] 


Resources:
The live 2020 versions of both RQs (TPRv4 and TIRv3) can be accessed at https://www.safetyreporting.hhs.gov .
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SFR

Sticky Note

This file shows the existing 2020 released Tobacco Product Report, TPRv4, questionnaire marked up with changes proposed for TPRv5. The file shows questions presented to a guest consumer submitter reporting about an electronic cigarette - the most common TPR report type received by CTP.







 


 



SFR

Sticky Note

Add new first value to Any of the following:

-Tobacco or nicotine poisoning needing urgent medical care







 


 
 
 
Issues to report elsewhere: 
 


Tobacco Related Issues Where to Report 


Potential tobacco-related 
violation of the Food, Drug and 
Cosmetic Act and associated 
regulations 


https://www.accessdata.fda.gov/scripts/ptvr/index.cfm 


Human health problem or 
product problem with a product 
that claims to help with quitting 
tobacco 


https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting  



https://www.accessdata.fda.gov/scripts/ptvr/index.cfm

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home

SFR

Sticky Note

Adding RQ Title: "Tobacco Product Reports (TPR)

The FDA regulates all tobacco products in the U.S. Tobacco products are made or derived from tobacco and include any parts that are needed for their use. For example, both a pipe device and the pipe tobacco are regulated by the FDA.



SFR

Sticky Note

Insert TPR so it reads:

Who can report by using this TPR SRP path?



SFR

Sticky Note

Insert "TPR" so it reads:

How do I use this TPR SRP path to submit a report?



SFR

Sticky Note

Edit to paragraph 1, second sentence now reads: 

After you complete the "Report Information" page, you can fill in the rest of the pages in any order



SFR

Sticky Note

Edit to paragraph 1, last sentence now reads:

If you cannot finish the report in one sitting, create an account and save the draft report to finish later.



SFR

Sticky Note

Edit to paragraph 1, second sentence now reads:

In general, submitters will not get a response from FDA. FDA may contact you if more details are needed, and you give us at least one way to reach you.



SFR

Sticky Note

Edits to second paragraph replace the word users with submitters in the first sentence.

In the second sentence we add the word submitters so it now reads:

Account holder submitters...



SFR

Sticky Note

Edits to the third paragraph remove the reference to the FOIA Reading Room which as been retired. 

In the second sentence we add a reference to the Open FDA webpages so it now reads:

See Tobacco Product Problem Reports or Open FDA for information from reports submitte din 2017 and later.

The Tobacco Product Problem Reports page link is unchanged  at https://www.fda.gov/tobacco-products/tobacco-science-research/tobacco-product-problem-reports

The Open FDA page link is https://open.fda.gov/apis/tobacco/problem/  





SFR

Sticky Note

A new item #1 is titled "Tobacco ro nicotine poisonoing needing urgent medical care.



SFR

Sticky Note

Where to Report for the new item #1 is

If a person has collapsed, had a seizure, has trouble breathing, or can’t be awakened, call 911 right away.
For live medical advice, call the Poison Control Center: 1-800-222-1222

You may later submit an SRP report that includes the final outcome of the problem.




SFR

Sticky Note

Retitle the nagivation menu section from "Tobacco Products" 
to
"Main Tobacco Products"

This change will show on every page.



SFR

Sticky Note

Retitle the section from
"Other Tobacco Products Used"
to
"Other Tobacco Products"

The revised title will show on every page







Tobacco Related Issues Where to Report 


Animal health problem-effect 
of tobacco product on an 
animal 


https://www.fda.gov/animalveterinary/safetyhealth/reportaproblem/ucm05530  


Comment about a proposed 
regulation www.regulations.gov 


Complaint about CTP, an 
existing tobacco law (final 
regulation), or the government 


CTPOmbudsman@fda.hhs.gov 


Information to share about 
tobacco products that is not 
related to a health or product 
problem 


Contact the product's manufacturer or email AskCTP@fda.hhs.gov or 1-877-C
1373 


Other question or concern 
related to tobacco products AskCTP@fda.hhs.gov or 1-877-CTP-1373 


Exit Submit ReportNext > 


PRIVACY POLICY | FREEDOM OF INFORMATION ACT | ACCESSIBILITY | DISCLAIMER 
 


[Under 18 U.S.C. 1001, anyone who makes a materially false, fictitious, or fraudulent statement to the U.S. Government is subject to criminal penalties.] 


 



https://www.fda.gov/animalveterinary/safetyhealth/reportaproblem/ucm055305.htm

https://www.regulations.gov/

mailto:CTPOmbudsman@fda.hhs.gov

mailto:AskCTP@fda.hhs.gov

mailto:AskCTP@fda.hhs.gov

http://www.hhs.gov/Privacy.html

http://www.hhs.gov/foia/

http://www.hhs.gov/Accessibility.html

http://www.hhs.gov/Disclaimer.html

http://frwebgate.access.gpo.gov/cgi-bin/usc.cgi?ACTION=RETRIEVE&FILE=$$xa$$busc18.wais&start=1925859&SIZE=10370&TYPE=TEXT





 


 


 



SFR

Sticky Note

CHANGE: Additional response values for the optional question "Where else did you report this problem..."

FDA Field Office
Local or State Government or Health Department
Centers for Disease Control and Prevention (CDC)
Bureau of Tobacco, Alcohol, and Firearms
Drug Enforcement Agency (DEA)
U.S. Department of Transportation
USDHS, U.S. Fire Administration (USFA)
National Survey (Such as "PATH", National Youth Tobacco Survey, etc.)

No change to existing business rule to show this question only when the submitter answers "yes" that the problem was reported somewhere else.







 


 


 



SFR

Sticky Note

Edit to the optional question stem will read:

Are you the person who had the problem(s) with the tobacco product?

Previous Business rule (BR) presented the question only to those submitting a health problem. BR change to present this question to all submitters - whether reporting a health problem, product problem or both.




SFR

Sticky Note

Edit to the optional dependent (if the answer to the question above is no) question stem for simplicity to read:

Describe your relationship to the person who had the problem



SFR

Sticky Note

As before, manufacturers must be registered account holders to submit a report.

When the Sender Category = Manufacturer (autofilled from the account set up)

Show NEW optional question: Manufacturer Type (select all that apply)


Response values:
Make both the tobacco device and the consumable tobacco product 
Make the tobacco device only 
Make the consumable tobacco product only (includes vape shops or others mixing e-liquids)
Compounding pharmacy
Natural, Integrative, Homeopathic or Herbal Pharmacy
Online-only business 
Factory-based business
Retail-setting-based business (with or without online sales; includes vape shops)
Home-based business
Small Business
Out-of-Business (ex-manufacturer)
Unknown (Business rule for this value: Present only to FDA proxy reporters)
Other [Business Rule: present a free-text box "Describe other Manufacturer type" and allow up to 500 characters]








 


 


 


 



SFR

Sticky Note

NOTE (no change): Submitters of a product problem only will see two additional response values

-Neither
-Unknown



SFR

Sticky Note

NEW Optional question:

Affected person's body height

Response fields for a digit (up to three digits with up to one decimal point) and unit of weight (inches (in.), meters (m), or centimeters (cm))



SFR

Sticky Note



SFR

Sticky Note

For the existing optional body weight question, REMOVE the business rule to hide the question for the age of "unborn child."



SFR

Sticky Note

Add a business rule for the required Age question:

When the age value is years, the digits cannot be "0" and must be less than or equal to 120.







 


 



SFR

Sticky Note

Change to Subsection title:

Medications, Supplements and Substances



SFR

Sticky Note

Additional response values for the optional question about pre-existing health problems:

Heart problem or damage
Lung problem or damage
Liver problem or damage
Kidney problem or damage
History of or current cancer
Allergies to medicines, materials (like nickel or silicone), foods (including dyes), or pollen
Surgically implanted medical device(s)
Unknown

The value "Other" is removed from the list of response values
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Change to existing optional dependent question stem and business rule:

Rather than showing only when Other is selected above - this optional question now shows on page load for all submitters.

Revised wording:
Provide details about the pre-existing health problem(s) above or other pre-existing health problems.
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REDESIGN this open-ended optional question into two optional search and select questions wherein multiple product names can be entered (one at a time) from stardardized lists that include the response value "other", with a dependent optional free-text field to describe "other.

Question 1: Please list the vitamins, minerals, supplements and herbal remedies taken around the time of the problem." [Standardized response list is from CFSAN's SRP RQ]

Question 2: Please list the prescription and over-the-counter medications taken around the time of the problem" [Standardized response list is from CDER's SRP RQ]
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A previously OMB-approved two-part question is RESTORED from the TPRv1 RQ.

Does the affected person drink alcohol?
Response values: Yes/No

If yes, a dependent question shows: How many drinks per week?

Response values: 
< 5 drinks/week
5-6 drinks/week
7+ drinks/week
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RELOCATED existing optional question, (from the TPRv4 Tobacco Products section, Tobacco Product Use Details subsection to this Problem Summary section, Medications, Supplements, and Substances subsection) with minor edit to apply to users and nonusers alike:

How long has the person been using or exposed to any type of tobacco product?
Response value design and business rules unchanged: a digits value and a units value
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NEW optional question:

Describe any use or exposure to common substances of abuse. Thes man include misuse of prescribed durgs (like sedatives, stimulants, or pain killers), "street drugs" (like cocaine or heroin), household items (like inhaling glue), common foot items (like sugar, or caffeing in coffee, colas, energey drinks or mountain dew), or cannabis (THC, CBD, or marijuana, w hether natural or synthetic). The amount, frequency and recency of use with respect to the problem you are reporting may be important.

Response: a large free-text field
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NOTE (no change): as before, Submitters of a health problelm only will not see the question on Product Problem Type.
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As before, Submitters of a product problem only will not see the question on symptoms or health problems
As before,  response values are the standardized  list of MedDRA terms, updated every 6 months per MSSO.

For consumers/concerned citizens and healthcare professionals, the version number of the MedDRA list being presented will either autofill and display or be suppressed from view, but still be sent to the database. No active response is needed or possible.

For manufacturers, see the TIR description, as the design will be the same for researchers and manufacturers.
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Minor edit to the response value for Hospitalization

New language:
Resulted in or prolonged a hospitalization (overnight ro longer)
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REVISED optional question and list of response values.

 BR: Hide question for those submitting a product problem only:

What level(s) of health care has the affected person received so far? (select all that apply) 

None (BR: If none is selected, the only other value that may selected is "Medical care is planned or scheduled")
Medical care is planned or scheduled
Self-care or care by a family member
Urgent care or walk-in clinic (includes school, college, and occupational health)
Ambulance crew care with or without transport
Emergency room
Inpatient care (admitted to the hospital) (BR: If inpatient care is selected but hospitalization is not selected for the seriousness question, show an error message and vice versa)
Outpatient care
General medical care (Hospitalist, Internist, Family medicine, Primary care, Pediatrician)
Mental health care for problems including addiction (Psychiatrist, Psychologist, Counselor, etc.)
Specialty medical care (Neurologist, Pulmonologist, Cardiologist, etc.)
Intensive care (“ICU”, “Critical Care”, “CCU”, “MICU”, “Burn unit”, “Trauma Unit”)
Convalescent care  (rehabilitation center, assisted living, personal care, visiting nurse, etc.)
Long-term skilled nursing care (either at home or in a nursing home)
Hospice or other end-of-life care (either at home or inpatient)
Unknown 
Other [ Business rule: Present a free text box “ Describe other health care setting” allowing up to 1000 characters]
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NEW Optional question (BR: Hide for those submitting a product problem only) with multiple dependent fields:

What testing or “workup” has been done or is planned and what results were found? (select all that apply) ( for each value  except for None, Unknown and Other, present a free-text box up to 500 characters "Results or other details"

Response values:
None
Nicotine or cotinine levels in blood, urine or saliva (spit) 
Breath test (such as for carbon monoxide or alcohol)
Other common drugs of abuse in blood or urine
Other tests of blood, urine, or other body fluids
Imaging (such as Plain X-rays; CT, MRI, MRA or PET Scans, Ultrasounds, etc.)
Lung or breathing tests (such as bronchoscopy, pulmonary function testing, peak flow, etc.)
Heart tests (such as EKG or ECG, echocardiogram, stress test, cardiac catheterization, etc.)
Neurological tests (such as EEG, spinal tap, etc.)
Psychological tests (such as tests of abilities for learning, memory, personality, etc.)
Unknown
Other [Business rule: Present a free-text box 1000 characters “ List all other tests and their results, being as specific as possible “]

Business Rule: For each selected value a free-text field accepting up to 500 characters displays with the label "Results or other details"
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NEW Optional question (BR: Hide for those submitting a product problem only):

What treatments were given or are planned? (select all that apply)

Response values:
None
First aid
Oxygen
Medicine – change to the dose or schedule for a drug taken before the reported health problem
Medicine  - new drug advised
Surgery
Rehabilitation (speech, physical, occupational or vocational therapy)
Acute detoxification or medically managed withdrawal (“detox”)
Addiction treatment – long-term residential (usually 6-12 months)
Addiction treatment – short-term residential (usually 3-6 weeks)
Addiction treatment – outpatient (individual or group)
Counseling for mental health problems other than addiction
Unknown
Other 
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Edited optional open-ended Question: 

BR: Hide for those submitting a product problem only.

Give more details on your choices above or list other treatments, being as specific as possible. The Attachments page will accept uploads of any records, pictures or other information. ”

Response: same free-text field
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NOTE (no change):
As before, those submitted a health problem only do not see the question on settings of use
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REVISED question stem for clarity:

How serious is (or was) the health problem? (select one or more)


NOTE (no change):
As before, those submitting a product problem only will not see the seriousness question.
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REVISED list of response values to the existing optional qusetion (existing BR: hide question for those submitting a product problem only): What is the current status of the health problem?

Summary of changes: editing one existing value (recovered/resolved), deleting one value (Not recovered or unresolved), adding values, and retaining two values (unknown and other) 

The full revised list of values is:
Recovered or resolved to the baseline state of health
Improved or stable with a worsened state of a pre-existing health problem (BR: If this value is selected but no values were selected in the pre-existing health problems question above, a reminder message is presented)
Improved or stable with a new chronic health problem that is not disabling
Improved or stable with a new disabling health problem (BR: If this value is selected but the value on disability/permanent health problem is not selected to the seriousness question above, a reminder message is presented)
Ongoing and unclear – waiting for health care or test results
Ongoing and getting better
Ongoing with some good days and some bad days
Ongoing and getting worse
[BR: if any value beginning with "Ongoing" is selected and the Problem end date question above is populated, show a reminder message requesting rectification]
Unknown
Other [BR: associated large free-text field to explain "other" as shown below]








 


 


 


Information for the OMB Reviewer: 


The general design of this section is unchanged and is the same for the TPR and the TIR. Upon clicking ADD in the table 
above, the Tobacco Products question sets open as below. All submitters see the Tobacco Product Types list. The 
Tobacco Product Type selected determines the full set of questions that display in two to four subsections. Unchanged 
from the 2020 previous release: 


• All product types show the subsections “Tobacco Product Details” and “Tobacco Product Use Details”  
• One product type (Electronic cigarette or vaping product) has four subsections (detailed below; the two unique 


subsections are “Electronic Cigarette or Vaping Device Details” and “E-liquid Details”) 
• Five product types (“Cigarette”, “Snuff…”, “Snus…”, “Chewing Tobacco…”, and “Dissolvable…”) each have three 


subsections including a “Tobacco Product Packaging and Portions” subsection 
• Seven product types (E-cigarette…, Cigar…, Small Cigar…, Snufff…, Snus…, Chewing tobacco…, and Dissolvable…) 


each have a product subtype question. Only the E-cigarette…subtype question is required. 
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Retitle the Section to "Main Tobacco Products"
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REVISED Instructions:

Lifetime use or exposure to tobacco products may have a bearing on some health problems.

This section is for reporting all of the tobacco product(s) you think may have played a direct part in causing the problem(s) you are reporting.

Information and pictures to help you name tobacco product types can be found on the internet at https://www.fda.gov/tobacco-products/products-guidance-regulations/products-ingredients-components

Use the "ADD" button in the table below to enter information for one tobacco product. After submitting information about one tobacco product, the three columns in the table below will show some of the information you submitted. If the affected person used or was exposed to more tobacco product(s) that may  have caused the problem, click "ADD" to enter information about each of them, one at a time. The final version of the table should show a list of all of the tobacco products you think may be at fault. If you need to make changes, click on the circle beside the listed product type in the table to select it, and then click on the "EDIT" button or the "DELETE" button as needed.
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DELETE and REVISE:

This second table about tobacco product parts, which showed for five tobacco product types and accessed an additional list of 10 questions on tobacco product parts (type, name, date of purchase, where acquired, UPC, part codes, country of manufacture, where is part now, how acquired, who manufactured) was supplanted in 2020 (TPRv4) by a single open-ended question about parts with a free-text response field for E-cigarettes only. 

In TPRv5 this parts table and its 10 associated questions are deleted for all tobacco product types and all tobacco product types will show the open-ended question about parts, with a free-text response (same as that for the E-cigarette product type as shown herein at the end of the E-cigarette or Vaping Device Details subsection).
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REVISED Instructions and hyperlink:

Enter information about one tobacco product that may have caused the problem, then click "Save." Click "Add" in the Tobacco Product(s) table to enter a second product that may have caused the problem, click "Save" again, and so on, until you enter a complete list.

Information and pictures to help you name tobacco product types can be found 
on the internet at https://www.fda.gov/tobacco-products/products-guidance-regulations/products-ingredients-components



SFR

Sticky Note



SFR

Sticky Note

REVISED value label:

Electronic cigarette or vaping product (E-cigarette, vape or vape pen, personal vaporizer, cigalilke, e-pen, hookah pen, mod, e-cigar, e-hookah, and e-pipe; E-liquid (also known as "e-juice" or "vape juice"))
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REVISED value label

Waterpipe (also known as hookah, narghile, or goza); Uses tobacco, shisha, or mu'assel
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REVISED value label

Pipe (includes Midwakh) or pipe tobacco (includes Dokha)
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NOTE: The revised labels shown for three product types here are shown throughout both RQs every time and everywhere this list is presented.
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NOTE (no change):

If other is selected, a dependent required question shows: "*Description of other tobacco product type" with a free -text response field.
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REVISED subtype value label:

E-cigarette, vape pen (orvaproizing pen), hookah pen, e-pen, or cigalike
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EXPANDED USE

Instruction text on the ability to upload product image attachments previously showed in four tobacco product types, and will now show for all tobacco product types.
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NEW Business Rules if response to "Describe the overall design of the device is "Entire device is disposable" [Reason is to decrease reporting burden]

1) For the required questions "Full Tobacco product name…", once answered in the Device Details subsection,  autopopulate the name and allow editing the field for tobacco product name in the E-liquid Details subsection

2) Hide all but five of the other E-liquid Details questions.  Show only: 
"How much nicotine was in the e-liquid" 
"What was the amount of the e-liquid in the device chamber?" 
"Did the e-liquid (as purchased) contain any of the following?" (with the same business rule if "other" is selected) 
 "What flavor(s) does the tobacco product contain?" (with the same business rule if "other" is selected)
"Was the e-liquid changed in any way before the person used or was exposed to it (for example, removing a filter from a cigarette)?"
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CHANGE to functionality of optional manufacturer name field:

Upon starting to type a name, a list of near-spelled names will appear from which the submitter can select one. Upon selecting a name the Tobacco Product Manufacturer Information fields below will autopopulate. If the manufacturer name field is left blank. the  address/contact fields below do not show to the submitter.

The source of the manufacturer names is the Compliance database (TRLM-NG) where manufacturers must register with CTP.

If the submitter enters "Other" to the Manufacturer name field, the Tobacco Product Manufacturer Information below shows with all fields blank and editable.
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REVISED response values for "What contained the e-liquid within the device? (select all that apply)" 

Response values to be:
A removable or replaceable cartridge that was prefilled by the manufacturer
A removable or replaceable pod that was prefilled by the manufacturer
A removable or replaceable cartridge meant to be refilled by the user
A removable or replaceable pod meant to be refiled by the user
A built-in cartridge or pod (such as in completely disposable products)
A built-in container or tank meant to be refilled by the user
Unknown
Other [Same BR to show "Describe other way the e-liquid was contained in the device"]
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DELETE:

The Question "Where is the tobacco product now?" had been deleted for most tobacco product types in 2020.

We now delete the question for all tobacco product types (three more; Roll-your-own, Heated tobacco product, and, Waterpipe).
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CHANGE to list of response values for some tobacco product types.

As of the 2020 release, 14 tobacco product types showed a list of 6 response values and the others showed a list of 8 response values. We will now show the approved 8-item list for all tobacco product types. 
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NOTE (no change). 

The Tobacco Product Purchase Location questions are hidden if the response is "no" to "Do you know where the product was purchased?"
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EDITED existing optional question:

(Removed phrase "...and did not come from the device's original equipment manufacturer (OEM),..."

"For any product parts that were involved or seemed to cause the problem, tell us all you can about the part (such as manufacturer name, brand name, place of purchase, identifying marks such as model number, batch number, serial number, universal product code, or "UL" symbol on the product or package, age of the part, and giving a physical description or uploading an image in the last section of this report)."

This edited question shows for all tobacco product types (See also the landing page of the Main Tobacco Products section for related information).
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CHANGE:

Six tobacco product types previously had one of three different optional flavors questions. We now ask the same optional flavor question with a shortened five-item multiple choice list of responses for all tobacco product types to standardize and simplify the RQs.

The simplified standardized flavor-specific question for all tobacco product types is:

What flavors are in the tobacco product" (select all that apply)

Response values:
Tobacco
Menthol
None (not even tobacco flavor)
Unknown
Other [BR: If none is selected, no other value can be selected. If Other is selected, show  free-text response field to explain other]
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REVISED list of values for "Did the e-liquid (as purchased) contain any of hte following? (select all that apply) [deleting 1 and adding 11}.

List of response values to be:

Nicotine (type unknown)
Nicotine (free-base)
Nicotine Salts
Nicotine-synthetic (manufactured)
Flavors
Vegetable glycerin, Glycerin or VG
Propylene glycol or PG
Water
Preservative(s
Stabilizer(s)
Other humectant(s)
Color or dye
Any form of natural or synthetic cannabis (THC, CBD, marijuana, etc.)
Alcohol
Medication (RX or prescription drug, OTC or over-the counter drug)
herbal remedy
Street drug(s) (not including any form of cannabis)
Unknown
Other (No change to business rule associated with the value "Other".)
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RECEIVE the relocated question from the Tobacco Product Use Details subsection for the E-cigarette product type only into this Eliquid Details Subsection

REVISED question language for specificity.

"Was the e-liquid changed in any way before the person used or was exposed to it?"

Response values:
Yes [BR: Show a dependent optional open-ended question: "Describe how the e-liquid was changed" with free-text response field]
No
Unknown
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ACCEPT the RELOCATED  optional question from the Tobacco Product Use Details subsection - for E-cigarettes only.

Customized question:
Was the e-liquid changed in any way before use or exposure?

Response values: 
Yes
No
Unknown

BR: For yes, show a free text box to explain how the e-liquid was changed.
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DELETE:

An existing optional question, "Where is the tobacco product now? had been removed from most tobacco product types in 2020, and will now be deleted for all tobacco product types.
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The response values list for the optional "How was this product acquired?" previously showed 6 values for most tobacco product types and 8 values for four tobacco product types.

CHANGE: We will no show the 8 response values list to all tobacco product types.
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NOTE (no change):

The E-liquid Purchase Location is hidden if the submitter selects "no" to "Do you know where the product was purchased?"
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CHANGE:

The manufacturer name field functionality change described above in the Device Details section applies here and applies for every tobacco product type throughout both RQs.
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REVISED list of response values:

Response Values:
Inhaled (directly smoked or vaped)
Puffed (not inhaled)
Inhaled from surrounding air (also known as secondhand smoke, secondary aerosol exposure, or environmental tobacco exposure)
Touched, mouthed or played with the product by accident (usually young children)
Placed in the mouth (held or parked for a period of time)
Rubbed or swished in the mouth
Placed or sniffed/snorted in the nose
Swallowed
Rubbed onto or applied to the skin
Dropped or applied into the eye or ear
Injected
Placed into a body opening other than the mouth or nose
Used a portion of someone else's tobacco product
Other [same BR to show "Describe other way the tobacco product was used"]
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RELOCATED

"How long has the person been using any type of tobacco product? was relocated to the Problem Summary section, the Medications, Supplements and Substances" Subsection



SFR

Sticky Note

REVISED label for inclusivness:

Please explain how the product was changed.

NOTE (no change): Explanation field only shows if the submitter selects "yes" to "Was the product changed in any way before the person used or was exposed to it (for example, removing a filter from a cigarette)?"
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NOTE (no change)

Explanation field only shows if the submitter selected "Yes, in part" to "Did the affected person follow the instructions for product use?
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NOTE (no change):

Red text throughout shows examples of some error messages and requests
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CHANGE to response values for "On average, how often does the affected person use or get exposed to the tobacco product?"

Current values:
Every Day
Some Days
Rarely
Unknown

Revised values:
Constantly or nearly constantly (such as chain smoking or other "heavy use"' may wake from sleep to use)
Regularly (but not constantly) throughout each day during waking hours
Daily or almost daily
At least once a week
At least once a month
Less often than monthly
Once (tried or sampled it for the first time)
Unknown
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ADDING new instructional text above the question "How long as the person been using this particular brand or label?" (will show for all tobacco product types)

 Instructional text:
 "In the next two questions, please assure the answers make sense. The length of time a brand is used, is usually the same as or less than the length of time this type of tobacco product has been used."
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DELETE the question "Did the person continue to use this tobacco product after the problem started?"

SUBSTITUTE
Did the problem stop after the person reduced use of or exposure to the product?

Response values: 
Yes
No
Unknown
N/A Person did not stop use or exposure
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REVISED question for inclusiveness:

How did the affected person use or become exposed to the tobacco product?
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REVISED question for inclusiveness:

How soon after the last tobacco product use or exposure did the problem start?
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REVISED question for inclusiveness:

On average, how often does the affected person use or get exposed to the tobacco product?
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REVISED question for inclusiveness:

How long as the person been using or exposed to this particular brand or label?

Bolding or italics as shown here to call attention to the differences between similar questions.
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REVISED question for inclusiveness:

How long has the person been using or exposed to this type of tobacco product?

Bolding or italics as shown here to call attention to the differences between similar questions.
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REVISED question for inclusiveness:

Did this same or similar problem happen again after repeat use of or exposure to the tobacco product?
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REVISED Response value for inclusiveness:

N/A Person stopped use or exposure and did not restart
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ADD a response value:

N/A - there were no instructions with the product
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REVISED for inclusiveness:

Describe the other way of use or exposure
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Show this EDITED optiona question in this location for all tobacco product types EXCEPT E-cigarettes...

EDIT for inclusiveness:
"Was the product changed in any way before the person used or was exposed to it (for example, removing a filter from a cigarette)?"

No change to response values or business rules


RELOCATE and customize this question  for the E-cigarette product type only - to the Eliquid Details subsection as shown above.
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Retitle the Subsection

Tobacco Product Use or Exposure Details
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RETITLE this section:

Other Tobacco Products

Business Rule:
Show NO questions in this section to submitters of product problems only.

Show all questions in this section to submitters of health problems or health and product problems.
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NEW instruction to show on page load:

This section is for reporting all of the tobacco product(s) the person has used or been exposed to, whether recently or distantly, that you think may NOT have played a part in causing the problem. 




SFR

Sticky Note

REVISED instruction and hyperlink:

Information and pictures to help you  name tobacco product types can be found on the internet at https://www.fda.gov/tobacco-products/products/guidance-regulations/products-ingredients-components
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DELETE this existing question and its associated business rule to show the Product Type response table only if yes was selected. 
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REVISED instructional text shows on page load:

Use the "ADD" button in the table below to enter information for one tobacco product. After submitting information about one tobacco product, the three columns in the table below should show some of the information you submitted. If the affected person used or was exposed to more tobacco product(s), click "ADD" to enter information about each of them, one at a time.  When completed, the table should show a list of all of the tobacco products you added. To make changes, click on the circle beside the listed product type in the table to select it, and then click on the "EDIT" button or the “DELETE” button as needed.
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RETITLE the table:

Other Tobacco Products
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RETITLE column header from

"Brand Name/Product Name 
to
"Product Subtype"
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RETITLE column header from 

"Current Use?
to
"Brand Name/Product Name"








Upon clicking “Add” in the screen above the content below shows: 
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RETITLE Subsection header to

"Other Tobacco Products Details"
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REVISED informational text and hyperlink to be:

Information and pictures to help you name tobacco product types can be found on the internet at https://www.fda.gov/tobacco-products/products-guidance-regulations/products-ingredients-components  
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The electronic cigarette value is revised here to be identical to the revised value shown in the Main Tobacco Products section.
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The waterpipe value is revised here to be identical to the revised value shown in the Main Tobacco Products section.
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The pipe value is revised here to be identical to the revised value shown in the Main Tobacco Products section.
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NOTE (no change)

For all tobacco product types that have subtype questions in the "Main Tobacco Product" section, the identical subtype question appears in this "Other Tobacco Products"section in this location

The product types that currently have subtype questions are:
Electronic cigarettes...
Cigr (large)
Small cigar...
Snuff...
Snus...
Chewing tobacco...
Dissolvable...
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REPLACE the current use question with an optional trajectory of use question:


What is the status of the affected person with respect to use of or exposure to this tobacco product? (select all that apply, with time frames to be based on the problem start date)

Response values:
Recently tried or not frequently exposed (once or just a few times within the past 3 months)
Formerly tried or past infrequent exposure (once or just a few times over 3 months ago)
Previously used or exposed daily (for any 30-day period)
Current addicted user (i.e., has trouble quitting, gets withdrawal symptoms, goes to great lengths to acquire the product, uses despite negative social or health effects)
Recently quit (no use for 24 hours up to 6 months)
Established quitter (no use for 6 months or more)
Slipped quitter (previously quit but briefly resumed use before quitting again)
Relapsed user (previously quit but resumed regular use)
Unknown
Other [Business rule: present free-text box up to 1000 characters “Give more details on any choices above or describe the other lifetime use or exposure”]
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REVISED list of values to be identical to those used in the Main Tobacco Products section, the Tobacco Product Use Details subsection

Summary: The inhaled value is edited. Five new routes of use are added.
The Other value continues to have a dependent free text field to "describe other"



SFR

Sticky Note

REPLACE the optional question on frequency of product use with an optional question on lifetime exposure.


About how much of this tobacco product did the person use or get exposed to over their lifetime so far? (Please give the amount in units per time frame such as 2 packs a day for 20 years; 10 pouches a week for  3 months, 4 sleeves of cans per quarter for 5 years, 8 hookah bar sessions per month for four years, 2 pods a day for 3 years, etc. or say “unknown”.) 

[ Business Rule: Response is per a free-text box up to 500 characters]
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No change to this section
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No change to this section in TPR







 


Upon Clicking ADD in the table above, the content below shows: 
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This file shows the existing 2020 released Tobacco Investigator Report, TIRv3, questionnaire marked up with changes proposed for TIRv4. The file shows questions presented to an account holder researcher reporting about a cigarette - the most common TIR report type received by CTP.
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This page is not designed or controlled by CTP but represents the user experience for account holder researchers who belong to a reporting group.







 


 


 
Note to OMB Reviewer: The page below shows the edits to the introduction language above in tracked 
changes. 


 


 


 


 







Introduction 


*=Required Field 


Tobacco Investigator Reports (TIR) 
 
The FDA regulates all tobacco products in the U.S. Tobacco products are made or derived from tobacco and include 
any parts that are needed for their use. For example, both a pipe device and the pipe tobacco are regulated by the 
FDA. 
 
Who can report using this tobacco researcherTIR SRP pathway? 
This pathway is for use by anyone involved in sponsoring, overseeing or conducting clinical studies using 
investigational, legally marketed, or other products made or derived from tobacco. 
 
Who may not report using the tobacco researcherthis TIR SRP pathway? 
Research participants or subjects should report issues to the research team or their oversight committee.  Contact 
information should be in your consent form. 
 
How do I use this TIR SRP pathway to submit a report? 
When possible, please submit a separate report for each affected person. After you complete the “Report Information” 
pageAfter this page, you can fill in the rest of the pages of the report in any order. The system will only accept a 
report if you fill in all fields marked: *. The system will save your entries when you click the "Next" button on each 
page. If you cannot finish the report in one sitting, you can save it as a draft and finish it later if you set up an 
account. 
 
What happens when I submit a report? 
FDA staff will review your report.  In general, submitters will not get a response from FDA. FDA may contact you if we 
need more informationmore details are needed and if you give us a way to reach you, but most reporters submitters 
will not hear back from FDA. You will not get health advice or health care from FDA - please call or see your 
local doctor or clinic if neededconsult the medically responsible investigator as needed. 
 
Log into your account to change or cancel a report. See the HHS Privacy Policy Notice to learn more about how we 
guard your privacy and when we share reports. Researchers' reports and data are NOT posted for public viewing (See 
the CTP FOIA Electronic Reading Room and the Tobacco Product Problem Reports  or Open FDA webpages.) 
 
Please note: This report is not considered an admission that a product caused or contributed to the event. This 
report shall be considered to be a report under section 756 of the Food, Drug, and Cosmetic Act [21 U.S.C. 379v]. 
 
What Not to Report using this Safety Reporting Portal (SRP) pathway: 
1. Comments, concerns, advice, or questions to FDA - see the FDA or CTP home pages for contacts. Contact CTP by 
email at AskCTP@fda.hhs.gov or phone at 301-796-9200 or toll-free phone at 1-877-287-1373. 
2. Potential tobacco-related violations of the Food, Drug, and Cosmetic Act and associated regulations, including but 
not limited to unlawful sales of tobacco products, counterfeit tobacco products, product tampering, or false ads - 
Report these to CTP's Potential Tobacco Product Violations Reporting (PTVR) website 
at: https://www.accessdata.fda.gov/scripts/ptvr/index.cfm. 
 


Issues to report elsewhere: 
 


Tobacco Related Issues Where to Report 


Tobacco or nicotine poisoning 
needing urgent medical care  


If a person has collapsed, had a seizure, has trouble breathing, or can’t be awakened, 
call 911 right away. 
For live medical advice, call the Poison Control Center: 1-800-222-1222 
 
You may later submit an SRP report that includes the final outcome of the problem. 
 


Commented [RS1]: Same as previous Privacy policy 
hyperlink to https://www.hhs.gov/web/policies-and-
standards/hhs-web-policies/privacy/index.html  


Commented [RS2]: New Open FDA hyperlink to 
https://open.fda.gov/apis/tobacco/problem/  


Commented [RS3]: Same as previous Public Tobaccco 
Problem Reports hyperlink to 
https://www.fda.gov/tobacco-products/tobacco-science-
research/tobacco-product-problem-reports  



http://www.hhs.gov/privacy.html

https://www.fda.gov/TobaccoProducts/PublicHealthScienceResearch/ucm581911.htm

https://www.hhs.gov/web/policies-and-standards/hhs-web-policies/privacy/index.html

https://www.hhs.gov/web/policies-and-standards/hhs-web-policies/privacy/index.html

https://open.fda.gov/apis/tobacco/problem/

https://www.fda.gov/tobacco-products/tobacco-science-research/tobacco-product-problem-reports

https://www.fda.gov/tobacco-products/tobacco-science-research/tobacco-product-problem-reports
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Sticky Note

CHANGE NOTE: This is the same table to be used in the TPRv5 Introduction section which was not previously shown in the TIR.







Tobacco Related Issues Where to Report 


Potential tobacco-related 
violation of the Food, Drug and 
Cosmetic Act and associated 
regulations 


https://www.accessdata.fda.gov/scripts/ptvr/index.cfm 


Human health problem or 
product problem with a product 
that claims to help with 
quitting tobacco 


https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home 


Animal health problem-effect 
of tobacco product on an 
animal 


https://www.fda.gov/animalveterinary/safetyhealth/reportaproblem/ucm055305.htm 


Comment about a proposed 
regulation www.regulations.gov 


Complaint about CTP, an 
existing tobacco law (final 
regulation), or the government 


CTPOmbudsman@fda.hhs.gov 


Information to share about 
tobacco products that is not 
related to a health or product 
problem 


Contact the product's manufacturer or email AskCTP@fda.hhs.gov or 1-877-CTP-
1373 


Other question or concern 
related to tobacco products AskCTP@fda.hhs.gov or 1-877-CTP-1373 


 


 



https://www.accessdata.fda.gov/scripts/ptvr/index.cfm

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home

https://www.fda.gov/animalveterinary/safetyhealth/reportaproblem/ucm055305.htm

https://www.regulations.gov/

mailto:CTPOmbudsman@fda.hhs.gov

mailto:AskCTP@fda.hhs.gov

mailto:AskCTP@fda.hhs.gov
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CHANGE identical to that in the TPR: 
Additional response values for the optional question "Where else did you report this problem..."

FDA Field Office
Local or State Government or Health Department
Centers for Disease Control and Prevention (CDC)
Bureau of Tobacco, Alcohol, and Firearms
Drug Enforcement Agency (DEA)
U.S. Department of Transportation
USDHS, U.S. Fire Administration (USFA)
National Survey (Such as "PATH", National Youth Tobacco Survey, etc.)

No change to existing business rule to show this question only when the submitter answers "yes" that the problem was reported somewhere else.
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NOTE (No change)

Researchers can only submit reports as registered account holders in SRP/TIR
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VALIDATION RULE identical to TPRv5:
Add a business rule for the required Age question:

When the age value is years, the digits cannot be "0" and must be less than or equal to 120.
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BR change identical to TPRv5

For the existing optional body weight question, REMOVE the business rule to hide the question for the age of "unborn child."




SFR

Sticky Note

NEW Optional question identical to TPRv5:

Affected person's body height

Response fields for a digit (up to three digits with up to one decimal point) and unit of weight (inches (in.), meters (m), or centimeters (cm))
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CHANGE to pre-existing health problem question format to match that in TPRv5:

Please list any known pre-existing health problems for the affected person such as (select all that apply):

Response values:
Deafness or serious difficulty hearing
Blindness or serious difficulty seeing, even when wearing glasses
Serious difficulty concentrating, remembering, or making decisions because of a physical, mental, or emotional condition
Serious difficulty walking or climbing stairs
Difficulty dressing or bathing
Difficulty doing errands alone (such as visiting a doctor's office or shopping) because of a physical, mental, or emotional condition
Difficulty with using your hands and fingers (Trouble with strength or coordination)
Heart problem or damage
Lung problem or damage
Liver problem or damage
Kidney problem or damage
History of or current cancer
Allergies to medicines, materials (like nickel or silicone), foods (including dyes), or pollen
Surgically implanted medical device(s)
Unknown



SFR

Sticky Note

NEW open-ended question shows on page load:

Provide details about the pre-existing health problem(s) above or other pre-existing health problems. 

Response is a large free-text field.
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Change to Subsection title - identical to TPRv5:

Medications, Supplements and Substances
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Identical to TPRv5 REDESIGN this open-ended optional question into two optional search and select questions wherein multiple product names can be entered (one at a time) from stardardized lists that include the response value "other", with a dependent optional free-text field to describe "other.

Question 1: Please list the vitamins, minerals, supplements and herbal remedies taken around the time of the problem." [Standardized response list is from CFSAN's SRP RQ]

Question 2: Please list the prescription and over-the-counter medications taken around the time of the problem" [Standardized response list is from CDER's SRP RQ]
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Identical to TPRv5 
RECEIVE the RELOCATED existing optional question, (from the TPRv4 Tobacco Products section, Tobacco Product Use Details subsection to this Problem Summary section, Medications, Supplements, and Substances subsection) with minor edit to apply to users and nonusers alike:

How long has the person been using or exposed to any type of tobacco product?
Response value design and business rules unchanged: a digits value and a units value
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Identical to TPRv5 - NEW optional question:

Describe any use or exposure to common substances of abuse. Thes man include misuse of prescribed durgs (like sedatives, stimulants, or pain killers), "street drugs" (like cocaine or heroin), household items (like inhaling glue), common foot items (like sugar, or caffeing in coffee, colas, energey drinks or mountain dew), or cannabis (THC, CBD, or marijuana, w hether natural or synthetic). The amount, frequency and recency of use with respect to the problem you are reporting may be important.

Response: a large free-text field
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Identical to TPRv5
RESTORE A previously OMB-approved two-part question from the TPRv1 RQ.

Does the affected person drink alcohol?
Response values: Yes/No

If yes, a dependent question shows: How many drinks per week?

Response values: 
< 5 drinks/week
5-6 drinks/week
7+ drinks/week
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NOTE (no change): as before, Submitters of a health problelm only will not see the question on Product Problem Type.







 


Upon clicking “Add” to the question “What are the main symptoms or health problems?” the content below shows in  a 
pop-up window in the current TIRv3. 


 


 


NOTE to OMB Reviewer: The page below shows the proposed TIRv4 revision to the pop-up window of main symptoms 
or health problems questions and instructions. (This same content and functionality will show to TPRv5 manufacturer 
submitters.) 
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NOTE (no change):
As before, those submitted a health problem only do not see the question on settings of use
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NOTE (no change)
As before, Submitters of a product problem only will not see the question on symptoms or health problems
As before,  response values are the standardized  list of MedDRA terms, updated every 6 months per MSSO.
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This mock up will be released in a delayed manner after additional development work on the functionality - and before CTP's next OMB application.







 


 


 


 


 


 


 


<This space is intentionally blank> 
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NOTE (no change):

This field functions the same way as before. Upon starting to type a term, a list of 100 near terms will show from which a selection can be made.
The specific terms lists utilized depend upon the version of MedDRA selected above.
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Submitters can select from the current or several previous versions of MedDRA.
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CHANGE identical to TPRv5.

While the question stem is customized for the researcher submitter as before, the list of response values for this seriousness question is identical to that proposed for TPRv5.

Minor edit to the response value for Hospitalization

New language:
Resulted in or prolonged a hospitalization (overnight or longer)
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Identical to TPRv5 REVISED optional question and list of response values.

 BR: Hide question for those submitting a product problem only:

What level(s) of health care has the affected person received so far? (select all that apply) 

None (BR: If none is selected, the only other value that may selected is "Medical care is planned or scheduled")
Medical care is planned or scheduled
Self-care or care by a family member
Urgent care or walk-in clinic (includes school, college, and occupational health)
Ambulance crew care with or without transport
Emergency room
Inpatient care (admitted to the hospital) (BR: If inpatient care is selected but hospitalization is not selected for the seriousness question, show an error message and vice versa)
Outpatient care
General medical care (Hospitalist, Internist, Family medicine, Primary care, Pediatrician)
Mental health care for problems including addiction (Psychiatrist, Psychologist, Counselor, etc.)
Specialty medical care (Neurologist, Pulmonologist, Cardiologist, etc.)
Intensive care (“ICU”, “Critical Care”, “CCU”, “MICU”, “Burn unit”, “Trauma Unit”)
Convalescent care  (rehabilitation center, assisted living, personal care, visiting nurse, etc.)
Long-term skilled nursing care (either at home or in a nursing home)
Hospice or other end-of-life care (either at home or inpatient)
Unknown 
Other [ Business rule: Present a free text box “ Describe other health care setting” allowing up to 1000 characters]
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Identical to TPRv5

EDITED optional open-ended question shows at page load.

BR: Hidden for those submitting a product problem only.

 “Give more details on your choices above or list other treatments, being as specific as possible. The Attachments page will accept uploads of any records, pictures or other information. ”

Response: same free text field
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Identical to TPRv5

NEW Optional question (BR: Hide for those submitting a product problem only):

What treatments were given or are planned? (select all that apply)

Response values:
None
First aid
Oxygen
Medicine – change to the dose or schedule for a drug taken before the reported health problem
Medicine  - new drug advised
Surgery
Rehabilitation (speech, physical, occupational or vocational therapy)
Acute detoxification or medically managed withdrawal (“detox”)
Addiction treatment – long-term residential (usually 6-12 months)
Addiction treatment – short-term residential (usually 3-6 weeks)
Addiction treatment – outpatient (individual or group)
Counseling for mental health problems other than addiction
Unknown
Other 
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Identical to TPRv5

NEW Optional question (BR: Hide for those submitting a product problem only) with Multiple dependent fields:

What testing or “workup” has been done or is planned and what results were found? (select all that apply) ( for each value  except for None, Unknown and Other, present a free-text box up to 500 characters "Results or other details"

Response values:
None
Nicotine or cotinine levels in blood, urine or saliva (spit) 
Breath test (such as for carbon monoxide or alcohol)
Other common drugs of abuse in blood or urine
Other tests of blood, urine, or other body fluids
Imaging (such as Plain X-rays; CT, MRI, MRA or PET Scans, Ultrasounds, etc.)
Lung or breathing tests (such as bronchoscopy, pulmonary function testing, peak flow, etc.)
Heart tests (such as EKG or ECG, echocardiogram, stress test, cardiac catheterization, etc.)
Neurological tests (such as EEG, spinal tap, etc.)
Psychological tests (such as tests of abilities for learning, memory, personality, etc.)
Unknown
Other [Business rule: Present a free-text box 1000 characters “ List all other tests and their results, being as specific as possible “]

Business Rule: For each selected value a free-text field accepting up to 500 characters displays with the label "Results or other details"
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REVISED list of response values to the existing optional question (existing BR: hide question for those submitting a product problem only): What is the current status of the health problem?

Summary of changes: editing one existing value (recovered/resolved), deleting one value (Not recovered or unresolved), adding values, and retaining two values (unknown and other) 

The full revised list of values is:
Recovered or resolved to the baseline state of health
Improved or stable with a worsened state of a pre-existing health problem (BR: If this value is selected but no values were selected in the pre-existing health problems question above, a reminder message is presented)
Improved or stable with a new chronic health problem that is not disabling
Improved or stable with a new disabling health problem (BR: If this value is selected but the value on disability/permanent health problem is not selected to the seriousness question above, a reminder message is presented)
Ongoing and unclear – waiting for health care or test results
Ongoing and getting better
Ongoing with some good days and some bad days
Ongoing and getting worse
[BR: if any value beginning with "Ongoing" is selected and the Problem end date question above is populated, show a reminder message requesting rectification]
Unknown
Other [BR: associated large free-text field to explain "other" as shown below]








 


 


NOTE to OMB Reviewer: Upon clicking “add” above the questions below will show. The design is that when these 
optional questions are answered, the table above will show a listing of one or more STNs relevant to any associated 
tobacco product applications submitted. 
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CHANGE

While this change will not go live at exactly the same time, we request to make two existing optional questions into required questions:

Name of Principal Investigator
and
Clinical Trial Site where problem occurred or was discovered.

Rationale:
This information is needed to support the Office of Compliance and Enforcement's BIoresearch Monitoring site inspections program soon to launch.

We would like to make this change during one of our routine maintenance releases before our next OMB application anticipated in FY 2022.
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EDIT to last sentence of the paragraph:

Tobacco products that were used prior to study enrollment or outside of the protocol and consent instructions should be entered in the "Nonstudy Tobacco Products" section.
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Edit to the final instructional sentence:

Information and pictures to help you name tobacco product types can be found on the internet at https://www.fda.gov/tobacco-products/products-guidance-regulations/products-ingredients-components







 


 


NOTE to OMB Reviewer: Upon clicking “Add” in the Study Tobacco Product(s) table above, the content 
below will show, depending on the tobacco product type selected. Below are the questions for the 
tobacco product type =  Cigarette, which is the most common TIR report CTP has been receiving to date. 
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DELETE and REVISE

This second table about tobacco product parts, which showed for five tobacco product types and accessed an additional list of 10 questions on tobacco product parts (type, name, date of purchase, where acquired, UPC, part codes, country of manufacture, where is part now, how acquired, who manufactured) was supplanted in 2020 (TIRv3) by a single open-ended question about parts with a free-text response field for E-cigarettes only. 

In TIRv4 this parts table and its 10 associated questions are deleted for all tobacco product types and all tobacco product types will show the same open-ended question about parts:

For any product parts that were involved or seemed to cause the problem, tell us all you can about the part, such as giving a physical description with the manufacturer name, brand name, place of purchase, any identifying marks such as model number, batch number, serial number, universal product code, whether it had a "UL" symbol, age of the part, and consider uploading an image of the product or part.

The response is a large free-text field.

See the mock up in the TPRv5 document in this application. 
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REVISED INSTRUCTION

Enter information about one tobacco product that may have caused the problem, then click "Save." Click "Add" in the Tobacco Product(s) table to ener a second product that may hae caused the problem, click "Save" again, and so on, until you enter a complete list.
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REVISED INFORMATION STATEMENT

Information and pictures to assist you to name tobacco product types can be found on the internet at https://www.fda.gov/tobacco-products/products-guidance-regulations/products-ingredients-components
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REVISED value label:

Electronic cigarette or vaping product (E-cigarette, vape or vape pen, personal vaporizer, cigalilke, e-pen, hookah pen, mod, e-cigar, e-hookah, and e-pipe; E-liquid (also known as "e-juice" or "vape juice"))
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REVISED value label

Waterpipe (also known as hookah, narghile, or goza); Uses tobacco, shisha, or mu'assel
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REVISED value label

Pipe (includes Midwakh) or pipe tobacco (includes Dokha)
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NOTE (no change):

If other is selected, a dependent required question shows: "*Description of other tobacco product type" with a free -text response field.
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ADDED INSTRUCTION

You can attach a picture or image of hte product or its part or package or label at the end in the Attachments section.







 


 


 


 


 


 


 


<THIS SPACE IS INTENTIONALLY BLANK> 
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REVISED Flavor Question (shows for every tobacco product type)

What flavors are in the tobacco product? (Select all that applyl)

Response values:
Tobacco
Menthol
None (not even tobacco flavor)
Unknown
Other [BR: Show a free-text response field to "describe other flavor"]



SFR

Sticky Note

Shows an 8-item list of response values (select one)



SFR

Sticky Note

NOTE (no change). 

The Tobacco Product Purchase Location questions are hidden if the response is "no" to "Do you know where the product was purchased?"
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CHANGE identical to that for TPRv5 - for new functionality of the optional manufacturer name field:

Upon starting to type a name, a list of near-spelled names will appear from which the submitter can select one. Upon selecting a name the Tobacco Product Manufacturer Information fields below will autopopulate. If the manufacturer name field is left blank. the  address/contact fields below do not show to the submitter.

The source of the manufacturer names is the Compliance database (TRLM-NG) where manufacturers must register with CTP.

If the submitter enters "Other" to the Manufacturer name field, the Tobacco Product Manufacturer Information below shows with all fields blank and editable.
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PARTS question shows here as it does for every tobacco product type:

For any product parts that were involved or seemed to cause the problem, tell us all you can about the part, such as giving a physical description with the manufacturer name, brand name, place of purchase, any identifying marks such as model number, batch number, serial number, universal product code, whether it had a "UL" symbol, age of the part, and consider uploading an image of the product or part.

The response is a large free-text field.
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REVISED question for inclusiveness:

How did the affected person use or become exposed to the tobacco product?
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REVISED list of response values:

Response Values:
Inhaled (directly smoked or vaped)
Puffed (not inhaled)
Inhaled from surrounding air (also known as secondhand smoke, secondary aerosol exposure, or environmental tobacco exposure)
Touched, mouthed or played with the product by accident (usually young children)
Placed in the mouth (held or parked for a period of time)
Rubbed or swished in the mouth
Placed or sniffed/snorted in the nose
Swallowed
Rubbed onto or applied to the skin
Dropped or applied into the eye or ear
Injected
Placed into a body opening other than the mouth or nose
Used a portion of someone else's tobacco product
Other [same BR to show "Describe other way the tobacco product was used"]
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REVISED for inclusiveness:

Describe the other way of use or exposure
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REVISED question for inclusiveness:

How soon after the last tobacco product use or exposure did the problem start?
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REVISED question for inclusiveness:

On average, how often does the affected person use or get exposed to the tobacco product?
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CHANGE to response values for "On average, how often does the affected person use or get exposed to the tobacco product?"

Current values:
Every Day
Some Days
Rarely
Unknown

Revised values:
Constantly or nearly constantly (such as chain smoking or other "heavy use"' may wake from sleep to use)
Regularly (but not constantly) throughout each day during waking hours
Daily or almost daily
At least once a week
At least once a month
Less often than monthly
Once (tried or sampled it for the first time)
Unknown
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REVISED question for inclusiveness:

How long as the person been using or exposed to this particular brand or label?

Bolding or italics as shown here to call attention to the differences between similar questions.
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REVISED question for inclusiveness:

How long has the person been using or exposed to this type of tobacco product?

Bolding or italics as shown here to call attention to the differences between similar questions.
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RELOCATED

"How long has the person been using any type of tobacco product? was relocated to the Problem Summary section, the Medications, Supplements and Substances" Subsection
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DELETE the question "Did the person continue to use this tobacco product after the problem started?"

SUBSTITUTE
Did the problem stop after the person reduced use of or exposure to the product?

Response values: 
Yes
No
Unknown
N/A Person did not stop use or exposure
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RETITLE the Subsection

Tobacco Product Use or Exposure Details
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REVISED question for inclusiveness:

Did this same or similar problem happen again after repeat use of or exposure to the tobacco product?
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REVISED Response value for inclusiveness:

N/A Person stopped use or exposure and did not restart
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Was the product changed in any way before the person used or was exposed to it (for example removing a filter from a cigarette)? (select all that apply)

Response values (as shown with no change)

In TIRv4, for the product type E-cigarette... this question will appear in the Eliquid Details Subsection instead of here and will be cusotmized "Was the e-liquid changed in any way before the person used or was exposed to it?







 


 


 


Note to OMB Reviewer: Upon clicking “Add” in the table above, the section below will show with some variation 
depending on the tobacco product type chosen. 
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Retitle the section to "Nonstudy  Tobacco Products"
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REVISED Instructions:

This section is for reporting tobacco products that were used prior to study enrollment or outside of the protocol and consent instructions (i.e., nonstudy or extra-study tobacco products).

The earlier "Study Tobacco Products" section is for reporting tobacco producst used as part of the study, including those used in a baseline period of usual brand/product use and any control arm(s). 

Information and picture to help you name tobacco product types can be found on the internet at https://www.fda.gov/tobacco-products/products-guidance-regulations/products-ingredients-components 
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Retitle the section in the left navigation menu to "Nonstudy Tobacco Products"
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EDIT to instruction

After submitting information about one tobacco product, the three columns in the table below will show some of the information you submitted. Click on "Add" to enter information about additional tobacco products used outside of the study. To change the information submitted in this table, click on the circle beside the listed product type to select it, and then click on the "Edit" button or the "Delete" button as needed.
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EDIT

Select the Add button below if the person uses nonstudy tobacco products.
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Change to table label:

Nonstudy Tobacco Products: Current or Past Use or Exposure
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Change to column label for inclusiveness.

Current?
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Change to instruction:

Report here the tobacco products used prior to study enrollment or outside of the protocol and consent instructions (i.e., nonstudy or extra-study tobacco products). Information and pictures to help you name tobacco product types can be found on the internet at  https://www.fda.gov/tobacco-products/products-guidance-regulations/products-ingredients-components%3c/a" https://www.fda.gov/tobacco-products/products-guidance-regulations/products-ingredients-components
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Change to section label for inclusiveness

Nonstudy Tobadco Products: Current or Past Use or Exposure
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REVISED value label:

Electronic cigarette or vaping product (E-cigarette, vape or vape pen, personal vaporizer, cigalilke, e-pen, hookah pen, mod, e-cigar, e-hookah, and e-pipe; E-liquid (also known as "e-juice" or "vape juice"))
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REVISED value label

Waterpipe (also known as hookah, narghile, or goza); Uses tobacco, shisha, or mu'assel
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REVISED value label

Pipe (includes Midwakh) or pipe tobacco (includes Dokha)
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CHANGE to response value

"E-cigarette, vape pen (or vaporizing pen), hookah pen, e-pen, or cigalike
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If a tobacco product type associated with a subtype is selected (E-cigarette..., Cigar..., Small Cigar..., Snuff..., Snus..., Chewing tobacco..., Dissolvable...) a subtype list will show here. 
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CHANGE to question label for inclusiveness

Is the person currently using or exposed to the nonstudy tobacco product?



SFR

Sticky Note

CHANGE to question label for inclusiveness

How did the person use or become exposed to the nonstudy tobacco product? (select all that apply)



SFR

Sticky Note

CHANGE to question label for inclusiveness:

On average, how often is the person using or exposed to the nonstudy tobacco product?



SFR

Sticky Note

Identical to TPRv5 and TIRv4 Study tobacco product use details subsection - revised list of response values (select one)  for "On average, how often does the affected person use or get exposed to the tobacco product?"

Current values:
Every Day
Some Days
Rarely
Unknown

Revised values:
Constantly or nearly constantly (such as chain smoking or other "heavy use"' may wake from sleep to use)
Regularly (but not constantly) throughout each day during waking hours
Daily or almost daily
At least once a week
At least once a month
Less often than monthly
Once (tried or sampled it for the first time)
Unknown







SFR

Sticky Note

Change to question label for inclusiveness:

Describe the other way of nonstudy tobacco use or exposure.



SFR

Sticky Note

REVISED list of response values (used in every repetition of the question in both RQs):

Response Values:
Inhaled (directly smoked or vaped)
Puffed (not inhaled)
Inhaled from surrounding air (also known as secondhand smoke, secondary aerosol exposure, or environmental tobacco exposure)
Touched, mouthed or played with the product by accident (usually young children)
Placed in the mouth (held or parked for a period of time)
Rubbed or swished in the mouth
Placed or sniffed/snorted in the nose
Swallowed
Rubbed onto or applied to the skin
Dropped or applied into the eye or ear
Injected
Placed into a body opening other than the mouth or nose
Used a portion of someone else's tobacco product
Other [same BR to show "Describe other way the tobacco product was used"]









 


 







 


 


 


NOTE to OMB Reviewer: Upon clicking Add in the table above, the content below shows. 







 


 


 


 


 


 


<END OF TIR FILE> 



SFR

Sticky Note

Add two response values to the Type of Attachment list of values (select one) [Note: these two additional new  values will show only to TIR submitters]:

-Case Report Form
-Document from Oversight Body (IRB, DSMB, or Sponsor)

The full set of response values for TIR is now:
Certificate of Analysis
Consumer Complaint Record
Death Records
Inspection Report
Investigation Report
Labeling Materials
Laboratory Report
Letter
Medical Record/Medical Diagnostic Image
Photograph/Digital Image
Purchase Receipt
QA Report
Shipping Record
-Case Report Form
-Document from Oversight Body (IRB, DSMB, or Sponsor)
Other [ NO free text field associated with the value other]
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This workbook details the mobile view of the SRP/TPR proposed to release in 2021.

Table of Contents for this Workbook

1. Objectives for the TPRM1 mobile view of TPR

2. Mobile Fields: a line listing of the subset of questions from TPR to show in the TPRM
 Green highlighting of a row denotes that it is a new or revised question compared to that submitted in the 2020 application that was never released to the public.




Objectives



Objectives for TPR mobile view:

1. Mobile friendly layout/screen fit/ performance for most commonly used/largest marketshare devices per DRSI technical requirements
2.  Shorter than TPR but still collects meaningful interpretable information
3. Attachment required - encourage product and label image (a picture is worth a thousand words)
4. Currently there are no questions unique to mobile - it is a subset of the desktop TPR
5. Because per survey science mobile will have its own hit counts, order effects, and response rates, for evaluation purposes CTP regards it as a third RQ and requests documentation as such. Please call it "TPRM1".
6. Hit count and exit survey data should be reported showing mobile TPR separately from desktop TPR.


This workbook was scientifically cleared by DIHS Director 10/22/2020



Mobile Fields

		TPR Section/Subsection		TPRv5 Change to section label?		TPR Question		Optional vs. Required/Conditionally Required		10/21/2020 changes based on CTP requirements for TPRv5 and history of prior mobile development

		Report Information		No		* Create a name to help you find this report in the future (max length: 50 characters)		Required		Unchanged from TPRv4 and already developed for mobile

		Report Information		No		*What type of report are you submitting? (LOV: HP/PP/Both)		Required		Unchanged from TPRv4 and already developed for mobile

		Contact Information		No		Contact information (all questions in that section except "Consumer/Concerned Citizen Type")

Rudy, Susan: Rudy, Susan:
The mobile platform is only available to guest reporters who need the option to give their contact information		Optional		Unchanged from TPRv4 and already developed for mobile

		Contact Information		No		*Sender Category		Required (autofilled)		Unchanged from TPRv4 and already developed for mobile

		Contact Information		No		Are you the person who had the problem(s) with the tobacco product(s)? 		Optional		Now requested for mobile since some business rules are based on this response. Change to BR for question to s how for all problem types.

		Contact Information		No		If no, Describe your relationship to the person who had the problem(s)		Optional		Now requested for mobile.

		Problem Summary/ Affected Person		No		*Who was affected by this tobacco problem? (Select one) (Please submit a separate report for each affected person, if possible.)		Required		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Affected Person		No		*How many users were affected?		Conditionally required if you select User(s) or Both.		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Affected Person		No		*How many nonusers were affected?		Conditionally required if you select Nonuser(s) or Both.		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Affected Person		No		*Age of the affected person when the problem started ( same format and business rules as in 2019 RQ version)

Rudy, Susan: Rudy, Susan:
In 2019 the new LOV for the units of age is:

Year(s)
Monoth(s)
Week(s)
Day(s)
Unknown adult age 18 years or older)
Unknown minor (under age 18 years)
Unborn chilld		Required		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Affected Person		No		Gender		Optional		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Affected Person		No		Pregnant (shows only for gender = female)		Optional		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Affected Person		No		Race		Optional		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Affected Person		No		Ethnicity		Optional		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Affected Person		No		Please list any known pre-existing health problems for the affected person such as... (select all that apply)

Rudy, Susan: Rudy, Susan:
New question in 2019 assessing disability with 7 values + other		

Rudy, Susan: Rudy, Susan:
The mobile platform is only available to guest reporters who need the option to give their contact information		

Rudy, Susan: Rudy, Susan:
In 2019 the new LOV for the units of age is:

Year(s)
Monoth(s)
Week(s)
Day(s)
Unknown adult age 18 years or older)
Unknown minor (under age 18 years)
Unborn chilld		Optional		Developed previously for mobile. Expanded LOV and deleting business rule for "Other" in TPRv5

		Problem Summary/ Affected Person		No		Give more detail about the pre-existing health problem(s)  aboove or list other pre-existing health problems.		Optional		New question in TPRv5

		Problem Summary/ Medications, Supplements and Substances		Yes		Please list the prescription and  over-the-counter medications taken around the time of the problem		Optional		New question in TPRv5 - design to be the same as for desktop

		Problem Summary/ Medications, Supplements and Substances		Yes		Please list the  vitamins, mineral, supplements or herbal remedies taken around the time of the problem		Optional		Revised question from TPRv4

		Problem Summary/ Medications, Supplements and Substances		Yes		Does the affected person drink alcohol? 		Optional		Resurrected question from TPRv1 for TPRv5. Requested also for mobile.

		Problem Summary/ Medications, Supplements and Substances		Yes		If yes Typical number of drinks/week		Optional		Resurrected question from TPRv1 for TPRv5. Requested also for mobile.

		Problem Summary/ Medications, Supplements and Substances		Yes		How long has the person been using or exposed to any type of tobacco product?		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Problem Summary/ Medications, Supplements and Substances		Yes		Describe any use or exposure to common substances of abuse…The amount, frequency and recency of use with respect to the problem you are reporting may be important.		Optional		New question in TPRv5 - to be the same as for desktop

		Problem Summary/ Problem Description		No		Problem start date 		Optional		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Problem Description		No		* Please describe the health problem or product problem. The Attachments page will accept uploads of any records, pictures, or other information.		Required		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Problem Description		No		* Product Problem Type (select all that apply)		Required		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Problem Description		No		*What are the main symptoms or health problems?-Grid

Rudy, Susan: Rudy, Susan:
This is the question asked before the grid. The answer appears as in row 17		Required		Previously developed for mobile. Suppress the MedDRA version in the UI if possible but send the version information to the database for each report

		Problem Summary/ Problem Description		No		*Term describing the health problem

Rudy, Susan: Rudy, Susan:
This should be the answer to the question in row 16 - there is not a separate question asking the term		Required		Unchanged from TPRv4 and already developed for mobile

		Problem Summary/ Problem Description		No		Do any of these apply to the health problem? (Select one or more)

Rudy, Susan: Rudy, Susan:
Seriousness LOV		Optional		Previously developed for mobile. Rewording:" How serious is (or was) the health problem? (select one or more)" and minor revisions to the LOV also to be the same as mocked up for TPRv5

		Problem Summary/ Problem Description		No		Treatment received (select all that apply)		Optional		Retiring this version of this question that was developed for TPRv4 mobile initially.

		Problem Summary/ Problem Description		No		What level(s) of health care has the affected person received so far? (select all that apply)		Optional		New question in TPRv5

		Problem Summary/ Problem Description		No		What testing or "workup"  has been done or is planned and what results were found?" (select all that apply)		Optional		New question in TPRv5

		Problem Summary/ Problem Description		No		What treatments were given or are planned? (select all that apply)		Optional		New question in TPRv5

		Problem Summary/ Problem Description		No		How long did the health problem last (if resolved), or (if ongoing) how long has it lasted so far?		Optional		Same question existed in TPRv4  - now requested to add to mobile.

		Problem Summary/ Problem Description		No		What is the current status of the health problem? (select one)		Optional		Revised LOV for existing question from TPRv4 - this LOV should have 10 values (see mock up for TPRv5) - now requested for adding to mobile

		Main Tobacco Products		Yes		* Tobacco Product(s)-Grid		Required		Unchanged from TPRv4 and already developed for mobile

		Main Tobacco Products / Tobacco Products Details		Yes		* Tobacco Product Type		Required		Previously developed for mobile. Now with edits to three tobacco product type labels in TPRv5

		Main Tobacco Products / Tobacco Products Details / All Tobacco Product Types 		Yes		* Full Tobacco Product Name, including Brand and Sub-Brand (if unknown, please enter "unknown")		Required		Unchanged from TPRv4 and already developed for mobile

		Main Tobacco Products  / Tobacco Products Details/Electronic Cigarette or Vaping Device Details		Yes		*Electronic cigarette or vaping product Subtype		Conditionally required if Tobacco Product Type=Electronic cigarette, electronic nicotine or vaping product		Previously developed for mobile. In TPRv5 there are edits to one response value

		Main Tobacco Products / Tobacco Products Details/Electronic Cigarette or Vaping Device Details		Yes		*Describe the overall design of the device?   (Multiple choice, select one)		Conditionally required if Tobacco Product Type=Electronic cigarette, electronic nicotine or vaping product		Unchanged from TPRv4 and already developed for mobile

		Main Tobacco Products  / Tobacco Products Details/Electronic Cigarette or Vaping Device Details		Yes		What was the operating status and/or location of the product at the time of the problem? (Multiple choice, select all that apply)		Optional if Tobacco Product Type=Electronic cigarette, electronic nicotine or vaping product		Unchanged from TPRv4 and already developed for mobile

		Main Tobacco Products  / Tobacco Products Details/Electronic Cigarette or Vaping Device Details		Yes		What contained the e-liquid within the device? (multiple choice, select all that apply)		Optional if Tobacco Product Type=Electronic cigarette, electronic nicotine or vaping product		Previously developed for mobile. In TPRv5 there are edits to response values

		Main Tobacco Products / Tobacco Products Details/E-liquid Details		Yes		*Full Tobacco Product Name (s), including Brand(s) and Sub-Brand(s) (if unknown, please enter "unknown")		Conditionally required if Tobacco Product Type=Electronic cigarette, electronic nicotine or vaping product		Unchanged from TPRv4 and already developed for mobile

		Main Tobacco Products  / Tobacco Products Details/E-liquid Details		Yes		*How much nicotine was in the e-liquid? 		Conditionally required if Tobacco Product Type=Electronic cigarette, electronic nicotine or vaping product		Unchanged from TPRv4 and already developed for mobile

		Main Tobacco Products  / Tobacco Products Details/E-liquid Details		Yes		Describe how the e-liquid was purchased and mixed: (multiple choice select all that apply).		Optional if Tobacco Product Type=Electronic cigarette, electronic nicotine or vaping product		Unchanged from TPRv4 and already developed for mobile

		Main Tobacco Products  / Tobacco Products Details/E-liquid Details		Yes		Did the e-liquid (as purchased) contain any of the following? (select all that apply).		Optional if Tobacco Product Type=Electronic cigarette, electronic nicotine or vaping product		Previously developed for mobile. In TPRv5 there are edits to response values

		Main Tobacco Products Details / Tobacco Product Type = ALL (For ENDS it is in the E-liquid Details subsection)		Yes		What flavor(s) are in the tobacco product?		Optional		New question for mobile - revised from some TP types in earlier RQs. See "Flavor Qs TPRv5_TIRv4_M_Cleared.xlsx" for LOV and BRs.

		Main Tobacco Products  / Tobacco Products Details / Tobacco Product Type = ALL		Yes		How was this product acquired?		Optional		Now requested for mobile - use the 8-item LOV as for TPRv5

		Main Tobacco Products  / Tobacco Products Details / Tobacco Product Type = ALL		Yes		Do you know where the TP was purchased? If yes,  include name of retailer name, physical address, website if applicable (same fields as main version). 		Optional		Unchanged from TPRv4 and already developed for mobile

		Main Tobacco Products  / Tobacco Products Details / Tobacco Product Type = ALL		Yes		For any product parts that were involved or seemed to cause the problem, tell us all you can about the part (such as manufacturer name, brand name, place of purchase, identifying marks such as model number, batch number, serial number, universal product code, or "UL" symbol on the product or package, age of the part, and giving a physical description or uploading an image in the last section of this report).		Optional		Now requested for mobile. Minor rewording from TPRv4 ENDS-only question

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		How did the affected person use or become exposed to the tobacco product? (select all that apply)		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		(If the response is Other, then) Describe the other way of use or exposure		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		How soon after the last tobacco product use or exposure did the problem start?		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		On average, how often does the affected person use or get exposed to the tobacco product?		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		How long as the person been using or exposed to this particular brand or label?		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		How long has the person been using or exposed to this type of tobacco product?		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		Did the problem stop after the person reduced use of or exposure to the product?		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		Did this same or similar problem happen again after repeat use of or exposure to the tobacco product?		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		Did the person change the product in any way before using it (for example, removing a filter from a cigarette)? (Y/N/Unknown)		Optional		Previously developed for mobile. TPRv5 has minor edits to the wording "Was the product changed in any way before the person used or was exposed to it (for example, removing a filter from a cigarette)?"

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		(If the response is Yes then) Please explain how the product was changed		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		Did the affected person follow the instructions for product use?		Optional		Now requested for mobile. Minor change to LOV from  TPRv4 TP Use Details section. 

		Main Tobacco Products  /Tobacco Products Details/ Tobacco Product Use Details / Tobacco Product Type = ALL		Yes		(If the response is Yes, in part then) Explain how the use differed from the instructions		Optional		Now requested for mobile. Minor rewording from TPRv4 TP Use Details section. 

		Additional Information		No		Please describe anything else you think the FDA should know about this problem. Attachments may be added on the next page. (large free-text box)		Optional		Unchanged from TPRv4 and already developed for mobile

		Attachments		No		* First File to Attach		Required because an attachment is required in mobile		Unchanged from TPRv4 and already developed for mobile

		Attachments		No		*Type of Attachment (Values = Product, Label, Package, Identifying  marks or codes such as UPC code,  - at least one is required) For subsequent uploads they can see the same LOV as desktop		Required because an attachment is required in mobile		Previously developed for mobile
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SRP TPRv4, TPRM1, and TIRv3 Surveys unchanged from 2020 


The optional exit survey shown below presents as a pop-up window to those who start but exit the RQs without 
submitting a report. 


 


 


The optional submit survey shown below presents as a pop-up window after successfully submitting  a report.   


 






