UNITED STATES FOOD AND DRUG ADMINISTRATION
FDA Adverse Event and Products Experience Reports; Electronic Submissions 
OMB Control Number 0910-0645

Non-Substantive Change Request for CTP Safety Reporting Portal Questionnaire
FDA’s Center for Tobacco Products (CTP) requests OMB approval of this change request under 0910-0645. The ICR package represents a non-substantive change to CTP’s Safety Reporting Portal (SRP) tobacco RQs (i.e., “Rational Questionnaires”: “TPR[footnoteRef:1]” or “Tobacco Product Report” and “TIR”[footnoteRef:2] or “Tobacco Investigator Report”). [1:  The TPR continues to be designed for consumers/concerned citizens (as anonymous guests or identified account holders), healthcare professionals (as anonymous guests or identified account holders) and manufacturers (as identified account holders). The 2018 version currently in the field is “TPRv3”. The proposed 2020 version is “TPRv4”.]  [2:  The TIR continues to be designed for researchers (as identified account holders). The 2018 version currently in the field is “TIRv2”. The proposed 2020 version is “TIRv3”.] 


Specific Aims of Updates to the Questionnaires Proposed to Launch in 2020:
· Identify duplicate reports to more than one entity by converting an existing optional question with free-text response to “Did you report this problem elsewhere?” if yes, asks where else the problem was reported with 9 options (select all that apply) (TPR & TIR). 
· Conditionally require reporting the number of affected users or nonusers when a health problem is reported (TPR & TIR)
· Capture the age of the affected person (previously optional, now required in TPR & TIR) due to the youth epidemic of tobacco product initiation. Two age units are added; unknown adult (age 18 years or older and unknown minor (under age 18 years) (TPR & TIR). 
· The requirement to report age is offset by deleting the optional question on Date of Birth.
· Optionally ask the body weight to align with MedWatch and to assist understanding of potential nicotine toxicities (TPR & TIR)
· Identify vulnerable populations affected, to comply with the minimum OMB disability data standard ( https://minorityhealth.hhs.gov/omh/browse.aspx?lvl=3&lvlid=53 )  as well as the general layout of the SRP questionnaire (adds one new questions on English language mastery in TPR in the Contact Information section and one revised question on specific pre-existing disabilities in TPR & TIR in the Problem Summary section)
· Move the location of one existing question about temporal association of the problem to the tobacco product use, to address order effects observed for all tobacco product types in both RQs. 
· Capture better identifying information for ENDS (“e-cigarettes”) in both RQs, their operating modes, post-market modifications and their companion e-liquid sources and contents to assist understanding of failure modes and potential contributors to reported health effects. There were previously 16 questions that touched on identifiers for the electronic device or the companion e-liquid. We propose now to host 21 device identifier questions (7 are unchanged, 2 are modified) and 15 e-liquid identifier questions. 
· The additional ENDS questions are offset by the deletion of 35 questions (from both RQs) about tobacco product parts, which have been replaced by a single question asking for a free-text identification of involved tobacco product parts.
· Convert three existing optional questions to required questions in the TIR: Seriousness, expectedness and relatedness of the event to the investigational tobacco product. The expectedness question is relocated and reworded to avoid a double negative in the response. The seriousness and relatedness question stems are reworded to make it clear that the responses should be from the Principal Investigator. The relatedness question is also relocated.
· Add optional questions to the “Tobacco Product Use Details” for all tobacco product types:
· How long has the affected person been using this type of tobacco product? (exists in TPRv3, now adding to TIR) to understand potential effects of switching product types
· How long has the affected person been using any type of tobacco product? (both RQs) to understand effects in initiators vs established users
· “Did the affected person follow the instructions for product use?” to assess human factors contributions to the reported AE (TPR)
· Provide an “unknown” and/or “other” option (with a free-text ability to explain a choice of “other”),  as appropriate, to most existing and new multiple choice lists of response values in both RQs since many reports are submitted by parents and other concerned citizens who may not have all desirable details about the affected person (TPR) and to accommodate research reporters who may have an incomplete set of information on subjects who are lost to follow-up (TIR)
· Pilot a mobile-friendly subset of the TPR questions for guest (not account-holding) submitters to begin to accommodate the growing migration from desktop to mobile device use and to inform future RQ revisions. (One unique required question asks if the submitter wants the full (not mobile formatted) or the subset TPR (mobile formatted) RQ.) In the mobile formatted TPR guest RQ, nearly all contact information and problem summary questions are presented, with few product identifier questions, the optional additional information type-in field, and at least one attachment is required that we hope will be a product image (vs. being optional in the full RQ – although the system will accept an image of anything which may or may  not be the desired product image). Note that it has always been possible to submit full reports on mobile devices, but to do so remains unwieldy because screens in the desktop platforms are not formatted for mobile devices.

Added or Revised Response Values to Existing Questions (not mentioned elsewhere):
· Existing required question (in both RQs) “Who was affected by this tobacco problem?” adds values of “Neither” and “Unknown” which displays to those who report a product problem only
· Add one response value to the seriousness question in the TPR Problem Summary section, “Other serious/important medical event” to align with MedWatch and to allow an appropriate seriousness designation for problems that require workup and monitoring but may not require admission or treatment initially (such as new onset of seizure) 
· Update labels to four Tobacco Product types (ENDS, Heated tobacco products, Waterpipe and Cigar) and an updated E-cigarette subtype list of values to reflect shifts in the consumer vernacular and increased scientific product knowledge. These lists are shown identically in two places in each RQ for internal consistency.  
· The existing optional question, “How was the tobacco product used?” adds 1 new and 2 revised response values for a new total of nine choices compared to the previous seven choices. (for all tobacco product types in both RQs)
· The existing optional question, “How was this product acquired?” (TPR only for all tobacco product types) has three new response values and two revised values for a new total of eight values compared to the previous six
· For the existing and new questions on tobacco product contents, when any product in either RQ is said to contain flavor(s) the multiple-choice list of flavors has been expanded from 9 choices to 18 choices to reflect research on this topic and consistent with CTP’s ENDS enforcement priorities recently in effect
· When the value “other” is selected to an existing required question, the free-text field for explaining “other” is also required
·  Conditionally requires two free-text explanations if the DSMB and IRB were not notified of the event for an “other” reason in the TIR
· Conditionally adds two required questions to both RQs to explain the “other” product problem if applicable and to explain the “Other” tobacco product type when applicable.

Deleted Questions and Response Values Specifically Decreasing Public Burden (in addition to deletions mentioned above):
· Removing the optional question: “Where is the tobacco product now?” for all tobacco product types in the TPR and its counterpart “Does the investigator still have access to the study product?” in the TIR
· Removing the question asking for a free-text explanation of the dates/times of study tobacco product administration relative to the problem in the TIR
· Deleting the MedDRA lower level term “other” from the list of available terms from both RQs
· Tobacco Product Use Details Section deletions for all tobacco product types in both RQs
· “Describe what substances are being mixed in with the tobacco product” for all tobacco product types in both RQs.
· “Did the problem occur with first time use of the study tobacco product” for all tobacco product types in the TIR.

Functional Enhancements to Both RQs to Facilitate the Submitter’s Experience:
· Improved instructional and informational content in both RQs
· The existing optional question on manufacturer name (Tobacco Products in TPR or Study Tobacco Products in TIR sections) now has response values selectable from CTP’s registration and listing manufacturer’s database (this will show both active and inactive manufacturers) to facilitate easy and accurate selection 
· The existing optional question on UL certification for electronic tobacco product types now shows an image of the UL symbol to educate and assist recognition (TPR & TIR)
· The existing linked document (for optional viewing) illustrating and defining tobacco product types, bears updated images and descriptors (TPR & TIR) (See the enclosed “Product Type Images Desc for TPRv4_TIRv3 marked up.docx”). 
· Researchers have the ability to designate the version of MedDRA terms they use to accommodate the typical practice of version freezing for long-term studies (TIR)
· A new character count-down tool alerts the user to how many characters a free-text field can accept and when they are nearing the limit, to decrease error message experiences (TPR & TIR)

Numbers of Required Questions within the Voluntary Reports to Each RQ:
· 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 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 (three are new).
· To submit a report to the TIR, eight research-specific questions are required (three are new) in addition to the 9 or 13 from the above TPR examples (for totals of 17 or 21). 
[bookmark: _GoBack]
	List of documents
	Description

	CTP SRP TPRv3 marked up.pdf


	Screen prints of the 12/15/2018 release (“TPRv3”) of 0645 with markups to show the planned changes for release in 2020 (“TPRv4”) (shows the existing questions for all non-ENDS tobacco product types)

	CTP SRP Proxy TIRv2 marked up.pdf


	Screen prints of the 12/15/2018 release (“TIRv2”) of 0645 with markups to show the planned changes for release in 2020 (“TIRv3”) (shows the existing questions for all non-ENDS tobacco product types)

	Revised ENDS Qs for TPRv4 and TIRv3.pdf


	The existing, revised and new questions on the tobacco product type, E-cigarettes… to be used in TPRv4 and TIRv3 proposed for release in 2020

	Product Type Images Desc for TPRv4_TIRv3.docx


	Exact instructional text and images document proposed to be posted to >https://www.safetyreporting.hhs.gov/srp2/CTP/TobaccoProductsParts.html< with TPRv4 and TIRv3 in 2020

	TPR Mobile Screenshots 4-16-2020.pdf


	Screen captures of the mobile formatted subset of the TPRv4 for guest reporters, for first release in 2020



The live 2018 versions of both RQs (TPR and TIR) can be accessed at https://www.safetyreporting.hhs.gov .
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Red arrows indicate content marked for deletion
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Sticky Note

If yes to "Did you report this problem somewhere else?, a revised question displays (replaces the existing "Describe who the problem was reported to): "Where else did you report this problem?" with response values (check all that apply):
Product manufacturer, 
Product part manufacturer,
 Retailer, 
MedWatch, 
Consumer Product Safety Commission, 
Poison Control Center, 
Better Business Bureau,
 Other.
If other: a pop-up free text box asks "Describe other place you reported this problem"
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New question per OMB disability data standard for TPR only (not TIR)
 How well do you speak English? 
Response values: 
Very well, 
Well, 
Not well,  
Not at all
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SFR

Sticky Note

If reporting a product problem without a health problem, values of  "Neither" and "Unknown" are also available.



SFR

Sticky Note

Number of users and number of nonusers affected will become required questions as applicable to the response to "Who was affected by this tobacco problem?"



SFR

Sticky Note

New instructional text inserted after the question on number of nonusers.

"The rest of the questions ask information about one affected person. Please clearly state in the problem description type-in question if the affected person
was a user or a nonuser. Use the Additional Information section to briefly describe the other affected persons if needed. However, we encourage that you
submit a full (separate) report for each affected person if possible."
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SFR

Sticky Note

Delete Date of  Birth question



SFR

Sticky Note

Age of the person will become a required question.
Current units of age retained:
Year(s), Month(s), Week(s), Day(s), Unborn child

Adding units of age:
Unknown adult (age 18 years or older)
Unknown minor (under age 18 years)



SFR

Sticky Note



SFR

Sticky Note

New question for all ages other than unborn child (to align with MedWatch and to understand potential nicotine toxicities).
Affected person's body weight. Response is a free-text number with selectable units of weight in pounds or kilograms



SFR

Line



SFR

Sticky Note

Replace the existing instructional text about the age field.

"For the age question below: If the affected person was an unborn child, or of unknown exact age, leave the number field blank and select the value that
applies from the "Unit of Age" drop-down list (Unknown adult or Unknown minor or Unborn child).
Otherwise, enter a whole number for the age and select the age units from the drop-down list.
Note: Unit of Age is required."







�������� ���	
��
	���
�������
��


�

������������	
��	���
�������������
���	�����	�������� !"  �"#��$ �	�$��#%$&�� $�'������&�"' '�#


()*+,-.�/-01)2342*5()*+,-.�647)4�/74-()*+,-.�859�/74-:(,-70-�9-01)2+-�4;-�;-7,4;�3)*+,-.�*)�3)*9<14�3)*+,-.=�>;-�?4471;.-540�37@-�A2,,�711-34�<3,*790�*B�75C)-1*)90D�3214<)-0D�*)�*4;-)�25B*).742*5=:()*9<14�()*+,-.�>C3-�E0-,-14�7,,�4;74�733,CF
��
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SFR

Sticky Note

The free-text "Describe the other product problem" is to become conditionally required to assure the product problem is identified.
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SFR

Sticky Note

To this seriousness question we add the selectable value "Other serious/important medical event" to align with MedWatch.
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SFR

Sticky Note



SFR

Sticky Note

 No matter which tobacco product type is selected, all reporters to both RQs see the revised labels for the Tobacco products types Electronic cigarette..., Tobacco Heating System, Waterpipe and Cigar.



SFR

Sticky Note

Change to Tobacco Heating System label to show as "Heated Tobacco Product (also known as "Heat not Burn"; heats dry or moist tobacco)"



SFR

Sticky Note

Change to Waterpipe label to show as "“Waterpipe (also known as hookah, narghile, or goza); Uses tobacco or shisha”



SFR

Sticky Note

Change to cigar label to show as "Cigar (large)"



SFR

Sticky Note

As in the previous release, If the value "other" is selected an associated question "Description of other study tobacco product type"" is displayed with a free-text response. This associated question is now to be conditionally required.  



SFR

Sticky Note

The optional instructional images and descriptors for tobacco product types are the same no matter from where the are linked in the RQs.
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SFR

Sticky Note

"NOTE For all non-ENDS Tobacco product types  this section of product identifying questions will remain unchanged from those in the previous release, except as marked.

If the product type ENDS is selected a revised set of questions is presented as in "Revised ENDS Qs for TPRv4 and TIRv3.pdf". For ENDS products resume review within this document in the middle of p. 15 with the Tobacco Product Use Details" section that applies to all Tobacco Product Types.





SFR

Sticky Note

For products said to contain flavors, the revised list of flavors will display for all tobacco product types:
Tobacco 
Cinnamon
Cocoa
Licorice
Mint 
Menthol
Peppermint 
Vanilla
Fruit
Chocolate 
Candy, desserts, or other sweets
An alcoholic drink (such as wine, cognac, margarita, or other cocktails)
Coffee/tea
Other beverages (such as soda or energy drinks)
Clove or spice
Nuts
Unknown
Other

If “Other is selected”  a free text box shows asking to explain "other".
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SFR

Sticky Note

New list of values for "How was this product acquired?"

Old values: 
In a store
Online order
Phone order
From a friend
Vending machine
Other
If other, please describe with free-text response

In a lounge or cafe to use on site 
In a store or shop to take home
Ordered online or by internet
Ordered by phone
From a friend
From a vending machine
Unknown
Other
If Other, Describe other way this product was acquired in free text.




SFR

Sticky Note

Delete the question "Where is the tobacco product now?"



SFR

Line
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SFR

Sticky Note

Change to list of values for "On average, how often is this tobacco product used?
Retain current values:
Every day
Some Days
Rarely

Add the value
Unknown



SFR

Sticky Note

Edits and additions to the list of values will appear for all tobacco product types (select all that apply):
Inhaled (smoked or vaped)
Puffed (not inhaled)
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
Used a portion of someone else's tobacco product
Other




SFR

Sticky Note

Delete the first time use question



SFR

Sticky Note

Delete the question about other substances being mixed in



SFR

Line



SFR

Line
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SFR

Sticky Note

Move this question to show as the second question in the Tobacco Product Use Details section to address observed order effects.



SFR

Sticky Note

New question, "Did the affected person follow the instructions for product use?
Response values (select one):
Yes, in full
Yes, in part
No
Unknown



SFR

Sticky Note

New question: "How long has the person been using any type of tobacco product?"
Response values of 
Second(s)
Minute(s)
Hour(s)
Day(s)
Week(s)
Month(s)
Year(s)
Unknown
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SFR

Sticky Note

In both RQs this section of 35 questions on Tobacco Product Parts has been deleted and replaced by a single question asking for a free-text description of anything known about the involved Tobacco Product parts.



SFR

Line



SFR

Line
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àl
_h
m̂eld
[RLR�hshaf
fth
�dd
_eff̂l
_hŝ�
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iĉdeafu���pf
�e_�pf
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SFR

Sticky Note

The optional instructional link is changed in the same way throughtout both RQs.



SFR

Sticky Note

The four Tobacco Product Type labels for Electronic cigarette..., Tobacco Heating System, Waterpipe and Cigar are changed here in the same way they are changed in the Tobacco Products Section Above for the main accused tobacco product for internal consistency in the RQ.



SFR

Sticky Note

The subtype list of values will be updated here as it is in the Tobacco Products Section above for internal consistency in the RQ.
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SFR

Sticky Note

The selectable values for "How is the tobacco product used?" will be the same here as in the section above for internal consistency.



SFR

Sticky Note

As in the main tobacco product section above, we add the response value "unknown" to the others for the question on frequency of use of the other tobacco product(s).
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SFR

Sticky Note

Red arrows indicate content for deletion.
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SFR

Sticky Note

If yes, to "Did you report this problem somewhere else?, a revised question displays (replaces the existing "Describe who the problem was reported to): "Where else did you report this problem?" with response values (check all that apply) 
Product manufacturer, 
Product part manufacturer,
 Retailer, 
MedWatch, 
Consumer Product Safety Commission, 
Poison Control Center, 
Better Business Bureau,
 Other.
If other: a pop-up free text box asks "Describe other place you reported this problem"
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SFR

Sticky Note

For public reporters, contact information is system populated from their account information. Only account holders may submit information to the TIR RQ.
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SFR

Sticky Note

If reporting a product problem without a health problem, values of  "Neither" and "Unknown" are also available.



SFR

Sticky Note

Number of users and number of nonusers affected will become required questions as applicable to the response to "Who was affected by this tobacco problem?"



SFR

Sticky Note

The page/RQ label will show "Tobacco Investigator Report"



SFR

Sticky Note

New instructional text inserted after the question on number of nonusers.

"The rest of the questions ask information about one affected person. Please clearly state in the problem description type-in question if the affected person
was a user or a nonuser. Use the Additional Information section to briefly describe the other affected persons if needed. However, we encourage that you
submit a full (separate) report for each affected person if possible."
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SFR

Sticky Note

Delete date of birth question



SFR

Sticky Note

Age of the person will become a required question.
Current units of age retained:
Year(s), Month(s), Week(s), Day(s), Unborn child

Adding units of age:
Unknown adult (age 18 years or older)
Unknown minor (under age 18 years)




SFR

Sticky Note

New question for all ages other than unborn child (to align with MedWatch and to understand potential nicotine toxicities).
Affected person's body weight. Response is a free-text number with selectable units of weight in pounds or kilograms




SFR

Line



SFR

Sticky Note

Replace the existing instructional text about the age field.

"For the age question below: If the affected person was an unborn child, or of unknown exact age, leave the number field blank and select the value that
applies from the "Unit of Age" drop-down list (Unknown adult or Unknown minor or Unborn child).
Otherwise, enter a whole number for the age and select the age units from the drop-down list.
Note: Unit of Age is required."
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CDEFG�FHIJKD�EL�MNKIO�MFPQRSQGK TDEUHRN�LQMVKU�ED�UMU�FEN�WEDS�REDDKRNVX�YFEN�MFZEVZMFG�EZKD[KQNMFG\�LMDK\�K]PVEOMEFED�QJFEDIQV�JHDFMFĜCDEFG�PDEUHRN�MF�PQRSQGK _EDKMGF�IQNKDMQV�YOEIKN[MFG�MF�N[K�PDEUHRN�N[QN�UEKO�FEN�JKVEFĜǸ[KD
F̀K�PKDOEF�HOMFG�EFK�ED�IEDK�PDEUHRNYÔ TQDSKU�RQDaWE�ED�IEDK�PKEPVK�O[QDMFG�N[K�HOK�EL�EFK�ED�IEDK�PDEUHRNYÔ bHOcOHJWQXcNDQMFdF�N[K�PVQRK�W[KDK�d�VMZK eMDPVQFKc[KVMREPNKDTHJVMR�MFUEED�VERQNMEF�YELLMRK\�ONEDK\�IQVV\�DKONQHDQFN\�JQD\�OR[EEV\�OPEDNO�QDKFQ̂ bEQNTHJVMR�EHNUEED�VERQNMEF�YPQDS\�ONQUMHI\�[MSMFG�NDQMV̂ fFSFEWFgKQD�IKUMRQV�E]XGKF Ǹ[KDhEZMFG�RQD



SFR

Sticky Note

"Please describe the other product problem" is now conditionally required.







�������� ���	
��
	���
�������
��


�

������������	
��	���
�����������������	�����	�������� !�"�#"$ �%$	& %�� �%�	� %'�()&�(����# "�$


*++ ,+-. /010.0 ��2340�5�67�5��89:;<�;=>�<:>�?;@A�BC?D<E?B�E=�:>;F<:�D=EGF>?BH2I0JK6I-3LE�;AC�EM�<:>B>�;DDFC�<E�<:>�:>;F<:�D=EGF>?H�NO>F>P<EA>�E=�?E=>Q
R=>;<?>A<�S>P>@T>U�NB>F>P<�;FF�<:;<�;DDFCQ
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� `>ULS_�R>=? /03.ab3c.-I4�+-c3d-1-.e�6f�6.a0f�g0fK3I0I.�a031.a�gf6d10Kb-70�.af03.0I-I4*+h0fc0�gf04I3Iie�6J.i6K0�-Ii1J+-I4�d-f.a�+070i.cj6cg-.31-k3.-6I�l6h0fI-4a.�6f�16I40fmn00+0+�.f03.K0I.�.6�gf0h0I.�g0fK3I0I.�a3fKo.a0f�c0f-6Jc�K0+-i31�0h0I.o.a0f�c0f-6Jcp-Kg6f.3I.�K0+-i31�0h0I.n6I0�67�.a0�3d6h0n6I0j031.ai3f0�2f670cc-6I31�q-c-.r017stf03.0+,K0f40Iie�u66K�q-c-.�v-.a6J.�j6cg-.31�*+K-cc-6Io.a0f



SFR

Sticky Note

After clicking the Add command a "MedDRA version" field appears that is system-populated with the current version number. Researchers may select a different version number beginning in Fall 2020 if they optionally choose to use an earlier version in effect at the time their study started. 



SFR

Sticky Note

Change to the wording of the stem "In the opinion of the PI and/or medical advisor, do any of these apply to the health problem? to make it clear that the response should come from the Principal Investigator.



SFR

Sticky Note

Delete the duplicative "Other serious medical event"



SFR

Sticky Note

Move the expectedness question "Was this event unexpected?" from the Research Summary Section to this location in the Problem Summary section. Change the wording "Was this event expected?" (to avoid a dobule negative in the response)  and make it a required question.




SFR

Sticky Note

Move the relatedness question  from the Research Summary section to this location in the Problem Summary Section. The stem is revised to clarify that the answer should be from the PI. and the question will become required.
"In the PI's opinion, how likely is it that the reported health problem is related to the study tobacco product(s)?"
Response values (select one):
Related
Probably related
Possibly related
Unlikely related
Not related




SFR

Line
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T�UVDW�XBYE�ZAV[B�\RVJE�]YHE�Â _LHE�̀BaIREb̀ cdefg�bPhcfg�i�j̀ ]]\Pk�Pj�cXjP̀ keKcPX�efK�i�eff]AAcUchcKg�i�\cAfheck]̀ �lFGmBR�no�FpApfp�nqqnr�VGsIGB�tQI�LVWBu�V�LVEBRHVCCs�JVCuBr�JHDEHEHÎur�IR�JRV̂ m̂ CBGE�uEVEBLBGE�EI�EQB�FpAp�vI[BRGLBGE�Hu�û_wBDE�EI�DRHLHGVC�aBGVCEHBupx







�������� ���	
��
	���
�������
��


�

������������	
��	���
�����������������	�����	�������� !�"�#"$ �%$	& %�� �%�	� %'�()&�(����# &��


*+,-./+�01�2345 6789 :;<= >9?;@9A�?BCD= E7C@;E@�F= :99AG;ED 69?H ?7I7F@ 9C�9=H;J7?
BKLMNOPQLRNKENKLSQL�BKTNMUSLRNKHMNVWXU�=PUUSMY>XZXSMQ[�=PUUSMY=LPOY�@NVSQQNHMNOPQLZ7L[XM�@NVSQQNHMNOPQLZ�FZXO;OORLRNKSWBKTNMUSLRNK;LLSQ[UXKLZ8Y�>X\NML�6RZLNMY


CSUX] _̂̀abb_�cd_efbghij_dgkhiliadbmngfeopqdiagie�̀ornflas�hfeoBA] tutvwx�kypEMXSLXO] wz{wx{twtw |ee }e~g �i�igi �=PVURZZRNK�@MSQ�RK��CPUVXM�Z� q�~b��_s�gmi�;OO�̀fgg_s�g_�aee�as�~gi��:A;�SZZR�KXO�HMNLNQNW�CPUVXM�=LPOY�CSUX�SKO�NM�BOXKLRTRXM�=LPOY�=\NKZNM�CSUX�Z�CSUX�NT�HMRKQR\SW�BK�XZLR�SLNM


>XZXSMQ[�=PUUSMY��>X�PRMXO�:RXWO|ee�di�i�asg���|�all~�sie�lf̀�~ll~_s�gdab�~s��sf� ìdklp�kn̂ �p��_d�iabm�lgfeo�g_̀abb_�jd_efbg�� @MSQ�RK��CPUVXM�@Y\X @MSQ�RK��CPUVXM =@C�
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F8]W/C78�0D[8/�FY+,�E0DCeCW2DC0E�[8/8bc218�d05�E0DCeC8\�D[8�̂E]DCD5DC0E23�_81C8Z�,02/\`̂_,ag
F8]W/C78�0D[8/�̂_,�E0DCeCW2DC0E�[8/8
Y838WD�2Ed�0D[8/�8EDCDC8]�D[2D�[218�788E�E0DCeC8\�0e�D[C]./07386


hPijkl�mnTQ�Sk�QkSopqjkl�RSMOq�OkPi�QkS�rTsP�T�tRKLjkl�mPN�uNkSkvknjkl�JSrPN
hPijkl�mnTQ�Sk�QkSopqjkl�RSMOq�OkPi�QkS�rTsP�T�wxLjkl�mPN�uNkSkvknjkl�JSrPN
jwty�Ryz{xR



SFR

Sticky Note

Describe other DSMB notification here is required if No, Other was selected above.



SFR

Sticky Note

Describe other IRB notification here is required if "No, other" was selected above.
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+,-.-/0�1..�0210�133.45
6.-1,-�3789:;-�1;;:0:8<1.�<80:=:/10:8<�:<=87>10:8<�2-7-
?7:-=�;-,/7:30:8<�8=�,0@;4
A010@,�8=�02-�,0@;4 BCDEFD�FDCDGHI1,�02:,�-9-<0�@<-J3-/0-;KA-7:8@,�1<;�@<-J3-/0-;�-9-<0,�8<.4L�M-,/7:N-�1<4�O<8P<�,:>:.17�87�7-.10-;�378N.->,�37-9:8@,.4�8//@77:<Q�:<�02-/8@7,-�8=�02:,�,0@;4�87�7-.10-;�,0@;:-,R
A010@,�8=�02-�:<9-,0:Q10:8<�8=�02:,�378N.-> BCDEFD�FDCDGHM-,/7:N-�:<9-,0:Q10:8<�87�7-1,8<�=87�<8�:<9-,0:Q10:8<


SHTUV�SWXYFXZBZXUTGH�[EYT\EGHTZDZ]X�DYĤHV�YXĤ\̂DU_H̀DZ


�aDF��� �]X



SFR

Sticky Note

Move the expectedness question to the Problem Summary section as described above
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*+,+-.�./+�0-.1234�./0.�05+�13�652-+44�25�7+138-23419+5+9�04�0�5+4:,.�2;�./+�6527,+<=4>�5+625.+9?=4+,+-.�0,,�./0.�066,@>
A+4-517+�0-.1234�./0.�05+�13�652-+44�25�7+138�-23419+5+9�04�0�5+4:,.�2;�./+�6527,+<=4>�5+625.+9?


B�CDEF�GHIJ�KLDMH�NODPJ�QIRJ�LSTURJ�VHWXOJYVZ[\]̂ �Y_̀ Z]̂ �a�bVQQN_c�_b�ZGb_Vc\dZ_G�\]d�a�\]]QLLZCZ̀Zd̂�a�NZL]̀\ZcQV�efghHO�ij�fkLk]k�illim�DgnXgH�opX�UDFHq�D�UDJHORDrrn�PDrqHm�PREJRJRXSqm�XO�PODShSrHgJ�qJDJHUHgJ�JX�JpH�fkLk�sXMHOgUHgJ�Rq�qSTtHEJ�JX�EORURgDr�WHgDrJRHqku


ZgPXOUHh�EXgqHgJ�UXhRPREDJRXgZgMHqJRvDJXOwq�TOXEpSOH�UXhRPREDJRXgZVC�DEJRXg�JX�HgqSOH�JpH�WOXJHEJRXg�XP�pSUDg�qSTtHEJqLJShn�WOXJXEXr�UXhRPREDJRXgLSqWHgqRXg�XP�JpH�qJShn_JpHO
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*+,-./+�01�2345 6789 :;<= >9?;@9A�?BCD= E7C@;E@�F= :99AG;ED 69?H ?7I7F@ 9C�9=H;J7?
BKLMNOPQLRNKENKLSQL�BKTNMUSLRNKHMNVWXU�=PUUSMY>XZXSMQ[�=PUUSMY=LPOY�@NVSQQNHMNOPQLZ7L[XM�@NVSQQNHMNOPQLZ�FZXO;OORLRNKSWBKTNMUSLRNK;LLSQ[UXKLZ8Y�>X\NML�6RZLNMY


CSUX] _̂̀abb_�cd_efbghij_dgkhiliadbmngfeopqdiagie�̀ornflas�hfeoBA] tutvwx�kypEMXSLXO] z{|}z|tztz ~AN�YNP��KN���[RQ[�ZLPOY�LNVSQQN�\MNOPQL��SZSZZNQRSLXO��RL[�L[X�\MNVWXU�CNLX]�BT�L[X�ZPV�XQL�RZ��SZ�QNKQPMMXKLWY�PZRK�KNKZLPOY�LNVSQQN�\MNOPQL�Z���\MN�ROX�L[RZ�RKTNMUSLRNKNK�L[X�7L[XM�HMNOPQLZ�FZXO�\S�X�
;L�WXSZL�NKX�LNVSQQN�\MNOPQL�UPZL�VX�XKLXMXO�RK�L[XLNVSQQN�\MNOPQLZ��MRO�TNM�L[X�MX\NML�LN�VX��SWRO��[SL�RZ�L[X�USM�XLRK��ZLSLPZ�NT�L[X�ZLPOY�LNVSQQN\MNOPQL�Z��RK�L[X�FKRLXO�=LSLXZ���ZXWXQL�SWW�L[SL�S\\WY��[N�RZ�X�\XMRXKQRK��L[RZ�\MNVWXU�


=LPOY�@NVSQQN�HMNOPQLZ~�>X�PRMXO�:RXWO �il�_��gmi�lf̀�ibg��al�i�j_lie�g_��_di�gmas�_si�lgfeog_̀abb_�jd_efbg�gmag��ao�ma�i�̀iis�all_b�agie���gm�gmijd_̀�i��_���eisg�go�_��gmi�lgfeo�g_̀abb_�jd_efbgklp�g_��m�bm�gmilf̀�ibg��al�i�j_lie��l�fs�s_�s�_��lf̀�ibg��al�s_g�i�j_lie�g_�aso�lgfeo�g_̀abb_jd_efbg�_��_gmid�i�a��o��ad�igie�̂_̀abb_�cd_efbgys�ilg��ag�_sa��̂_̀abb_�cd_efbg�gmidnf̀�ibg �gmid



SFR

Sticky Note

As before, when "No, other" is selected, a question displays "Describe the other reason you do not know which study tobacco product was associated with the problem." Now this question is conditionally required.
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*+,�-../012345678/9 :;<:=:>?@*+,AB.C/2DC0EF2D89 >GH:GI:IIJKL�LMNOPQ�RSTSPUPQS
VOO WOXS YPZPSP �[\D5]̂ �_072̀ 0̀�a/0]5̀ Dbcd eZXfg�hQ�SiP�-]]�jMSShQ�Sh�TOO�TQ�XSPU-D�382cD�0E8�D072̀ 0̀�./0]5̀ D�65cD�78�8ED8/8]�CE�Dk8�D072̀ 0̀�./0]5̀ Dc�l/C]�m0/�Dk8�/8.0/D�D0�78�123C]n


opP�SiP�qVOOq�jMSShQ�XQ�SiP�STjZP�jPZhr�Sh�XQOXsXOMTZZt�PQSPN�XQuhNUTSXhQ�uhN�PTfi�pSMOt�ShjTffh�vNhOMfS�SiTS�SiP�pMjwPfSNPfPXsPO�OMNXQx�SiP�fhMNpP�hu�SiP�pSMOty�zu�thM�TNP�MQfPNSTXQ�riXfi�vNhOMfS{p|�T�pMjwPfS�iTp�NPfPXsPO}�PQSPN�XQuhNUTSXhQ�uhN�TZZhu�SiP�pSMOt�ShjTffh�vNhOMfSp�SiTS�SiP�pMjwPfS�UTt�iTsP�NPfPXsPOy~PsXPr�TZZ�vNhOMfS�TQO�NPZTSPO�vNhOMfS�vTNS�XQuhNUTSXhQ�fTNPuMZZt�jPuhNP�pMjUXSSXQx�SiXp�NPvhNS�Sh�PQpMNP�TffMNTSP�NPvhNSXQxyeZXfgXQx�hQ�T�NTOXh�jMSShQ�TQO�pPZPfSXQx�SiP�WOXS�jMSShQ�rXZZ�TZZhr�thM�Sh�fiTQxP�TQt�TQprPNp�uhN�SiP�pPZPfSPO��NhOMfS��tvP�XQSiXp�pPfSXhQy�iXp�pPfSXhQ�Xp�NP�MXNPO�MQZPpp�thM�XQOXfTSPO�TjhsP�SiTS�SiP�pMjwPfS�rTp�QhS�P�vhpPO�Sh�TQt�pSMOt�ShjTffh�vNhOMfS�V�Y�thMTNP�QhS�NPvhNSXQx�T�vNhOMfS�vNhjZPUy
F0�̂05��E0���kC̀k�cD5]̂ �D072̀ 0̀�./0]5̀ D��2c�2cc0̀ C2D8]��CDk�Dk8�./07386�40D89��m�Dk8�c57�8̀D�Cc��2c0̀È 5//8ED3̂�5cCEl�E0EcD5]̂ �D072̀ 0̀�./0]5̀ Dbcd��./01C]8�DkCc�CEm0/62DC0E�0E�Dk8�*Dk8/�a/0]5̀ Dc��c8]�.2l8n9�-D382cD�0E8�D072̀ 0̀�./0]5̀ D�65cD�78�8ED8/8]�CE�Dk8�D072̀ 0̀�./0]5̀ Dc�l/C]�m0/�Dk8�/8.0/D�D0�78�123C]n\D5]̂ �_072̀ 0̀�a/0]5̀ Dbcd9�-D�382cD�0E8�D072̀ 0̀�./0]5̀ D�65cD�78�8ED8/8]�CE�Dk8�D072̀ 0̀�./0]5̀ Dc�l/C]�m0/�Dk8/8.0/D�D0�78�123C]n ��LTfg��P�S��RTsP�YNTuS�W�XS�RMjUXS�~PvhNS�~z�Ve���J�ze�����~WWYJK�J��z��J~KV�zJ��Ve����VeeWRRzLz�z�����YzRe�VzKW~��oQOPN�<��oyRyey�<::<}�TQthQP�rih�UTgPp�T�UTSPNXTZZt�uTZpP}�uXfSXSXhMp}�hN�uNTMOMZPQS�pSTSPUPQS�Sh�SiP�oyRy��hsPNQUPQS�Xp�pMjwPfS�Sh�fNXUXQTZ�vPQTZSXPpy�


� a/0]5̀ D�_̂ .8 a/0]5̀ D�\57D̂.8 ,/2E]�4268�a/0]5̀ D�4268



SFR

Sticky Note

Revised instructional text:

Use the "Add" button in the table below to enter information for each study tobacco product that the subject used or received as part of the study. If you are uncertain which product(s) a subject has received (because of study product blinding or due to protocol deviations), enter information for all of the study tobacco products that the subject may have received.


After submitting information about one tobacco product, the three columns in the table below will show some of the information you submitted. You can then click "Add" to enter information about additional tobacco products used as part 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.


This section is required unless you indicated above that the subject was not exposed to any study tobacco product AND you are not reporting a product problem.
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CSUX] _̂̀abb_�cd_efbghij_dgkhiliadbmngfeopqdiagie�̀ornflas�hfeoBA] tutvwx�kypEMXSLXO] wz{wx{twtw


78G�;\\MN|SWCPUVXM] wx}w~w�z������fdeis�ngagi�isg


=LPOY�@NVSQQN�HMNOPQLZ��>X�PRMXO�:RXWO=LPOY�@NVSQQN�HMNOPQL�Z�]�;L�WXSZL�NKX�LNVSQQN�\MNOPQL�UPZL�VX�XKLXMXO�RK�L[X�LNVSQQN�\MNOPQLZ��MRO�TNM�L[XMX\NML�LN�VX�|SWRO�na�i��da�g����g�nf̀��g�hij_dg
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SFR

Sticky Note

Changes to this section mirror those made to the  the TPR 



SFR

Sticky Note

 Change to the e-cigarette descriptor  to show as "“Electronic cigarette or vaping product (also known as E-cigarette, vape pen, hookah pen, mod, e-cigar, e-hookah, and e-pipe; E-liquid (also known as “e-juice” or “vape juice”)”



SFR

Sticky Note

Change to Waterpipe label to show as "“Waterpipe (also known as hookah, narghile, or goza); Uses tobacco or shisha”



SFR

Sticky Note

Change to cigar label to show as "Cigar (large)"



SFR

Sticky Note

Change to Tobacco Heating System label to show as "Heated Tobacco Product (also known as "Heat not Burn"; heats dry or moist tobacco)"



SFR

Sticky Note

As in the previous release, If the value "other" is selected an associated question "Description of other study tobacco product type"" is displayed with a free-text response. This associated question is now to be conditionally required.  



SFR

Sticky Note

No matter which tobacco product type is selected, all reporters to both RQs see the revised labels for the Tobacco products types Electronic cigarette..., Tobacco Heating System, Waterpipe and Cigar.




SFR

Sticky Note

The optional instructional images and descriptors for tobacco product types are the same no matter from where they are linked in the RQs.
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SFR

Sticky Note

If flavors is selected, a question shows "What flavor(s) does the product contain?" with multiple choice values of:
Tobacco 
Cinnamon
Cocoa
Licorice
Mint 
Menthol
Peppermint 
Vanilla
Fruit
Chocolate 
Candy, desserts, or other sweets
An alcoholic drink (such as wine, cognac, margarita, or other cocktails)
Coffee/tea
Other beverages (such as soda or energy drinks)
Clove or spice
Nuts
Unknown
Other

If “Other is selected”  a free text box shows asking to explain "other".




SFR

Sticky Note

"NOTE For all non-ENDS Tobacco product types  this section of product identifying questions will remain unchanged from those in the previous release, except as marked.

If the product type ENDS is selected a revised set of questions is presented as in "Revised ENDS Qs for TPRv4 and TIRv3.pdf". For ENDS products resume review within this document in the middle of p. 20 with the Tobacco Product Use Details" section that applies to all Tobacco Product Types.
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SFR

Line



SFR

Line



SFR

Sticky Note

Delete the question on PI access to the study product.



SFR

Sticky Note

Delete the question on times/dates of study tobacco product administration relative to the problem.
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SFR

Sticky Note

Delete the question on other substances being mixed in.



SFR

Sticky Note

Delete the question on first time use



SFR

Sticky Note

TPR question to appear in TIR also as as the second question in the use details section:
How soon after the study tobacco product was last used did the problem start? Response values (select one) of 
Second(s)
Minute(s)
Hour(s)
Day(s)
Week(s)
Month(s)
Year(s)
Unknown



SFR

Sticky Note

Existing question: "On average, how often is the study tobacco product used? is unchanged and retains the response values Every day, Some days, Rarely

Add the response value: Unknown



SFR

Sticky Note

Add the response value: Unknown



SFR

Sticky Note

 Two TPR questions to appear in TIR:
How long as the person been using this type of tobacco product? 
AND
How long has the person been using any type of tobacco product?

Both questions have the same response values of:

Second(s)
Minute(s)
Hour(s)
Day(s)
Week(s)
Month(s)
Year(s)
Unknown






SFR

Sticky Note

Edits and additions to the list of values will appear for all tobacco product types (select all that apply):
Inhaled (smoked or vaped)
Puffed (not inhaled)
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
Used a portion of someone else's tobacco product
Other




SFR

Line



SFR

Line
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SFR

Sticky Note

This relatedness question was moved to the Problem Summary section and reworded as described above.



SFR

Sticky Note

Change the location of this question" Did the same or similar health problem happen again after repeat use of the study tobacco product?" with response values of Yes/No/Unknown/N/A - Person did not restart use" to show above after "Did the subject continue to use the study tobacco product after the problem started?" 



SFR

Sticky Note

Remove the subheader "Reaction and Study Tobacco Product Relatedness"
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SFR

Sticky Note

As in the TPR, this study tobacco product parts section (pp. 24 & 25 in this document) has been deleted.
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SFR

Sticky Note

The optional instructional images and text are the same throughout both RQs.



SFR

Sticky Note

Changes to four product type labels here (E-cigarette..., Tobacco  Heating System, Waterpipe, and Cigar) will be the same as in the Study Tobacco Products section (and the same as those in the mirror parts of the TPR) for internal consistency.



SFR

Sticky Note

ENDS subtype values will be the same here as they are when ENDS is selected in the Study Tobacco Products section above (and the same as in the mirror parts of TPR) for internal consistency.
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SFR

Sticky Note

The list of values for how the nonstudy tobacco product is used will match that for how the study tobacco product is used above and be the same as both similarly placed lists in the TPR for internal consistency.



SFR

Sticky Note

As in the Study Tobacco Products section above, we add the response value "Unknown" to the others for the question on frequency of use of the nonstudy tobacco product.
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Revised ENDS Qs for TPRv4 and TIRv3.pdf
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SFR

Sticky Note

Red arrows below mark fields we had planned to launch but are retracting and deleting from the TPRv4/TIRv3 launch.



SFR

Sticky Note

Change to the e-cigarette descriptor  to show as "“Electronic cigarette or vaping product (also known as E-cigarette, vape pen, hookah pen, mod, e-cigar, e-hookah, and e-pipe; E-liquid (also known as “e-juice” or “vape juice”)”



SFR

Sticky Note

 No matter which tobacco product type is selected, all reporters to both RQs see the revised labels for the Tobacco products types Electronic cigarette..., Tobacco Heating System, Waterpipe and Cigar.



SFR

Sticky Note

The optional instructional text and images for tobacco product types are the same throughout both RQs no matter from where the link appears and is accessed.



SFR

Sticky Note

Red arrows indicate content for deletion.
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GHIJ�KLJMH�NK�OM�PQ�RLSSNMT�OJ�NMUVWNMTGHIJ�KLJMH�NK�OM�XNKU�V�PLKKOMYHZ�OJ�HXNK[UYIHZGM\MOXM]KUIJ
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cSc]]dS�XRQTUe[ULOI�MQ]]LSW�RJ�LSUVOLSWfULOI�UROKLSW�̀SRT�LS�XRQTUbgILSW�[RJS�̀LS�V�MRẐIT�RJ�RTUIJ[LHI�VTTVZUIK�TRZORTULSW�RJ�MIJHRSbdS�HTRJVWI�̀HQZU�VH�V�MQJHIh�\VWh�KJV[IJh�ZV\LSIT�RJOQWWVWIbfULOI�ORVKLSW�V�ZVJTJLKWI�RJ�MRK�RJ�JI]LOOLSW�V�TVŜiUVJWLSWfULOI�MOQWWIK�LSTR�V�[VOO�RQTOITgVTTIJ_�LSHLKI�TUI�KIjLZIfULOI�ZUVSWLSW�TUI�\VTTIJ_gVTTIJ_�RQTHLKI�TUI�KIjLZIGŜSR[ScTUIJ
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Line



SFR

Sticky Note

If flavors is selected, a question shows "What flavor(s) does the e-liquid contain?" with multiple choice values of
Tobacco 
Cinnamon
Cocoa
Licorice
Mint 
Menthol
Peppermint 
Vanilla
Fruit
Chocolate 
Candy, desserts, or other sweets
An alcoholic drink (such as wine, cognac, margarita, or other cocktails)
Coffee/tea
Other beverages (such as soda or energy drinks)
Clove or spice
Nuts
Unknown
Other

If “Other is selected”  a free text box shows asking to explain "other".
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Product Type Images_Desc for TPRv4_TIRv3 marked up.docx
Product Type Images and Descriptions

Cigarette

Roll-your-own cigarette
Bidis, Cloves, Herbal Cigarettes with tobacco


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



Heated Tobacco Product (also known as “Heat not Burn”; heats dry or moist tobacco)


Waterpipe (also known as hookah, narghile,  or goza)


Cigar ( large)
Small Cigar, Little Cigar or Cigarillo	Comment by Rudy, Susan: SRP C ontractor – Cigarillo, this word,  is currently misspelled on the web posting as Cigarello


Pipe or pipe tobacco


Snuff (dry or moist for use in nose or mouth)
Snus (pouches or loose)
Chewing tobacco (loose leaf chew, plug, twist/ roll) 
Gutka (or Gutkha), Betel Quid with Tobacco
Mixture of tobacco with spices, herbs, nuts, fruit, plant leaves, etc. (used for chewing)  
Dissolvable (for example, strips, sticks, orbs)


Nicotine Lotions or Gels (applied to the skin)
Tobacco Powder, gel or paste applied to the teeth, gums, or mouth
	Comment by Rudy, Susan: FYI There are still no images for the product types of Nicotine Lotions or Gels and Tobacco Powder, gel or paste.

Other	Comment by Rudy, Susan: FYI There are no images and no text description for the category “other”.




Cigarette 

The basic components of most cigarettes are tobacco, a filter, and paper wrapping. Cigarettes can have various lengths (such as King, 100, or 120) and diameters (such as slim or ultra slim) as pictured.

[image: ]

Pictured from left to right: King (this is the standard length of most conventional cigarettes), 100 (normal diameter and ultra slim diameter), and 120 (slim diameter)



Bidis, Cloves, Herbal Cigarettes with Tobacco

Clove cigarettes, also referred to as kreteks, are imported from Indonesia and typically contain a mixture of tobacco, cloves, and other additives. Bidis are small, thin hand-rolled cigarettes imported to the U.S., primarily from India and other Southeast Asian countries. Bidis are comprised of tobacco wrapped in a tendu or temburni leaf (plants native to Asia) and are tied with a string.

[image: ]

Pictured from left to right: Clove Cigarette (tipped), Clove Cigarettes (filtered), and Bidis 






Electronic cigarette or vaping product (also known as E-cigarette, vape pen, hookah pen, mod,  e-cigar, e-hookah, and e-pipe)	Comment by Rudy, Susan [2]: 3/4/2020 Please show the 2nd of the 3 images below as the first image  (i.e., the current order, 1,2,3 should become 2,1,3).  Image 2 is new, not shown in the previous release.



Vaping products usually use a battery to heat a liquid ( “e-liquid”) into an aerosol that is inhaled by the user. E-liquids usually contain nicotine and flavorings.



Electronic Cigarettes and Vaping Products



[image: C:\Users\Ashley.Roberts\AppData\Local\Microsoft\Windows\Temporary Internet Files\Content.Outlook\O3QCHLKX\VapeDevices_TWcard_091718 (002).jpg]





[image: C:\Users\Ashley.Roberts\AppData\Local\Microsoft\Windows\Temporary Internet Files\Content.Outlook\O3QCHLKX\VapeDevices_TWcard_091718 (002).jpg]Electronic Cigarettes or Vaping Products
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Heated Tobacco Product (also known as “Heat not Burn”)	Comment by Rudy, Susan: SRP Contractor: Delete the existing image labeled ”Tobacco Heating System” and replace it with the new grouped image shown.

Heated tobacco products heat a specially prepared form of tobacco to create an aerosol that is inhaled by the user.	Comment by Rudy, Susan: SRP contractor: Please note the change to descriptive text here.

[image: ]

Heated Tobacco Products







Waterpipe (also known as Hookah, Narghile, or Goza): 	Comment by Rudy, Susan: Note that we have deleted the existing image and replaced it with an image that does not label parts of the product.

Waterpipes are used to smoke specially made tobacco that is usually flavored.

                           [image: ]



Traditional waterpipe    

Cigar (Large)	Comment by Rudy, Susan [2]: SRP contractor – note the change in text here and within the image

Small Cigar, Little Cigar or Cigarillo: 

Generally, cigars are cured tobacco wrapped in leaf tobacco or a substance containing tobacco. Cigars vary in size — with smaller sizes sometimes referred to as little cigars or cigarillos. They can be filtered (little cigar) or unfiltered (cigarillo).

Little Cigar

Cigarillo 

(Untipped)

Cigarillo 

(Tipped)

Large 

Cigar



















Pictured from left to right: Little Cigars, Cigarillos (untipped), Cigarillos (tipped), Large Cigar 











This page intentionally blank in this file, but not on the internet posting

Snuff (Dry or Moist for use in Nose or Mouth)

Snuff is a type of smokeless tobacco. Snuff is finely cut or powdered, cured tobacco that can be dry, moist, or packaged/portioned in sachets. 



[image: ]

Pictured from left to right: Moist Snuff (portioned) and Moist Snuff (loose).











Snus (pouches or loose)

Snus is a type of smokeless tobacco. Snus is a finely ground moist snuff that can be loose or packaged/portioned. 



[image: ]

Pictured from left to right: Snus (portioned) and Snus (loose).











Chewing Tobacco (loose leaf chew, plug, twist/roll): 

Chewing tobacco is cured tobacco in the form of loose leaf, plug, or twist.  Most smokeless tobacco use involves placing the product between the cheek or lip and the gum.

[image: ]



Pictured from left to right: Loose Leaf Chewing Tobacco, Plug, and Twist	Comment by Rudy, Susan [2]: SRP contractor – note this addition











Gutka (or Gutkha), Betel Quid with Tobacco: 



Gutkha is a dry, commercial preparation containing areca nut, slaked lime, tobacco and often other condiments (such as catechu, sweeteners, or spices). The same

mixture with Betel leak is called betel quid with tobacco. Some variants without tobacco are pan masala and betel quid. Typicaly, gutka and betel quid with tobacco are not chewed, but are held in the mouth between the gum and cheek.  Saliva is generally spit out, but sometimes swallowed. 



[image: ]







Mixture of tobacco with spices, herbs, nuts, fruit, plant leaves, etc. (used for chewing)

Qiwam (Kiwa) is a thick tobacco paste; it is also available as granules or pellets. To prepare qiwam, the midribs and veins of tobacco leaves are removed, and the remaining matter is boiled in water. Powdered spices (saffron, cardamom, aniseed and musk) are added, and the mixture is stirred and allowed to soak and soften until it becomes a paste, from which granules and pellets are made. The paste is placed in the mouth and chewed. It is used in India, Bangladesh, and Nepal. 



[image: ]







Zarda is prepared by cutting tobacco leaves into small pieces and boiling them in water with slaked lime and spices until the water evaporates. It is then dried, and coloring and flavoring agents are added. Zarda may be chewed by itself, with areca nut or in betel quid. It is available in small packets or tins. 



[image: ]













Dissolvables: 

Use of most smokeless tobacco products involves spitting or discarding the product remains. Dissolvable tobacco products, such as orbs, pellets, sticks or strips are not smoked, chewed or spit out.	Comment by Rudy, Susan [2]: SRP contractor – note the change in texxt

[image: ]

Pictured from left to right: Dissolvable Orbs/Pellets, Sticks, and Strips.
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*=Required Field


Who can report by using this SRP path?


People who use tobacco products


People affected by someone else's tobacco use


Concerned members of the public


Healthcare workers


Companies involved in making, shipping, and selling tobacco products


How do I use this SRP path to submit a report?
When possible, please submit a separate report for each affected person. After 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 and finish it later if you set up an account.


What happens when I submit a report?
FDA staff will review your report.  FDA may contact you if we need more information and if you give us a way to reach you, but most reporters 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 needed.


Once the report is submitted, Guest users will see a report key which will be needed in order to change a report. Account holders can log into their account
to change a report. See the HHS Privacy Policy Notice to learn more about how we guard your privacy and when we share reports.


Some reports are posted for public viewing after removing personal and confidential information (see FOIA Reading Room). See also Tobacco Product
Problem Reports for information from reports submitted in 2017 and later.


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].


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.home


Animal health problem-effect of tobacco product on an animal
https://www.fda.gov/animalveterinary/safetyhealth/reportaproblem/ucm05
5305.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


Back Menu Next


Introduction


Introduction
Back Menu Next



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

http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/AbouttheCenterforTobaccoProducts/ucm221165.htm

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

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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*=Required Field


Report Information


*Create a name to help you find this report in the future (max length: 50 characters)


OMB Screenshots


*What type of report are you submitting? 


Back Menu Next


Report Information


Report Information
Back Menu Next


Health Problem associated with a tobacco product (not associated with a product problem or defect)


Product Problem or Defect (not associated with a health problem)


Both (health problem that is also associated with a product problem or defect)







4/15/2020 Safety Reporting Portal


https://www.staging2.safetyreporting.hhs.gov/SRP2/en/Home.aspx?sid=a50e8578-b27c-4219-91af-47830575e586 1/2


*=Required Field


Please note: Your contact information will be used by the FDA only in reference to this report, and in accordance with the Department of Health and
Human Services privacy policy. There is a link to this policy on the bottom of this page for your reference.


For registered users, this section is pre-filled from your registered account. Changes made in this section are for this report only, and will not change the
information on the My Account page.


Your Contact Information


First Name


Last Name


Email
(If prefilled, changing this email address will not change your Login email ID)


Confirm Email


Country


Please select


Phone


Street Address Line 1


Street Address Line 2


City/Town


State


Please select


ZIP/Postal Code


*Sender Category


Consumer/Concerned Citizen (FdaTPR)


Organization Name


Job Title


Are you the person who experienced health problems associated with a tobacco product?


How well do you speak English?


Back Menu Next


Contact Information


 Yes   No


Very well


Well


Not well


Not at all
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Contact Information
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*=Required Field


Affected Person


Changing who was affected by this tobacco problem may cause other selected data to be deleted.


*Who was affected by this tobacco problem? (Select one) (Please submit a separate report for each affected person, if possible.)


*How many users were affected? 


1


*How many nonusers were affected? 


1


The rest of the questions ask information about one affected person. Please clearly state in the problem description type-in question if the affected person
was a user or a nonuser. Use the Additional Information section to briefly describe the other affected persons if needed. However, we encourage that you
submit a full (separate) report for each affected person if possible.


Gender


Ethnicity


Race (Select all that apply)


For the age question below: If the affected person was an unborn child, or of unknown exact age, leave the number field blank and select the value that
applies from the "Unit of Age" drop-down list (Unknown adult or Unknown minor or Unborn child). 


Otherwise, enter a whole number for the age and select the age units from the drop-down list.


Note: Unit of Age is required.


*Age of the affected person when the problem started


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


Back Menu Next


Problem Summary


User(s)


Nonuser(s)


Both


Male Female Other


Hispanic or Latino


Not Hispanic or Latino


Unknown


American Indian or Alaskan Native


Asian


Black or African American


Native Hawaiian or Other Pacific Islander


White


Unknown


25 Year(s)


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
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Medications and Supplements


Please list the prescription medications, over-the-counter medications, vitamins, and/or supplements taken around the time of the health
problem.


Problem Description


Problem Start Date 


Problem End Date 


*Please describe the health problem or product problem and state if the affected person was a user or a nonuser. The Attachments section
will accept uploads of any records, pictures, or other information.


*Product Problem Type (select all that apply)


Add Edit Delete
  Page 1 of 1  


*What are the main symptoms or health problems?


Product taste abnormal


Do any of these apply to the health problem? (Select one or more)


OMB Screenshots


Difficulty with using your hands and fingers (trouble with strength or coordination)


Other


Appearance or look issue Child safety hazard


Smell issue Hard to open


Taste issue Hard to use


Damaged, broken, or defective product Leaked


Damaged, broken or defective part Spilled


Damaged, broken or defective accessory Overheated


Damaged, broken or defective package Exploded


Label issue Caught on fire when it wasn't supposed to


Instruction issue Burned abnormally after being lit


Wrong number of items in package
Product failed or did not work correctly (not involving overheating, fire, explosion or abnormal
burning)


Wrong product in package Foreign material (something in the product that does not belong)


Other


 Term describing the health problem


Death


Lasting disability or other permanent health problem
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Treatment Received (select all that apply)


Problem Summary
Back Menu Next


Life threatening


Adverse pregnancy outcome including birth defects


Hospitalization (overnight or longer)


Needed treatment to prevent permanent harm


None of the above


None


Healthcare Professional Visit


Self-Treated


Emergency Room Visit Without Hospital Admission


Other
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Save Cancel


What are the main symptoms or health problems?


*MedDRA version


22.1


Type all or part of the word(s) that describe your health problem to see
a list of possible terms.  If you cannot find a good match, use a different
search word or select "Other."


If you select a different MedDRA version, your previous selection will be
cleared.


*Term describing the health problem


Product taste abnormal
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*=Required Field


Add Edit Delete
  Page 1 of 1  


*Tobacco Product(s)


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


Use the "Add" button in the table below to enter information for each tobacco product that may have caused the problem. Information and pictures to help
you to identify tobacco products can be found here. 


After submitting information about one tobacco product, the three columns in the table below will show some of the information you submitted. You can
then click "Add" to enter information about any other tobacco products used at or around the time of the problem.  To make changes in the information you
submitted in this table, click on the circle that will show beside the listed product type to select it, and then click on the "Edit" button.


Back Menu Next


Tobacco Products


Tobacco Products
Back Menu Next


 


Tobacco
Product
Type


Product
Subtype


Brand
Name/Product
Name



https://www.staging2.safetyreporting.hhs.gov/srp2/CTP/TobaccoProductsParts.html
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This page is intentionally left blank in the mobile version.
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Other Tobacco Products Used


Other Tobacco Products Used
Back Menu Next
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Please describe anything else you think the FDA should know about this problem. Attachments may be added on the next page.


Back Menu Next


Additional Information


Additional Information
Back Menu Next
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*=Required Field


Please attach pictures of the product and any other supporting documentation. You may upload up to 5 (10 MB each) attachments per submission. The
following file extensions are permitted: 
.doc,.docx,.pdf,.bmp,.gif,.jpg,.jpeg,.png,.tif,.tiff,.txt,.rtf,.xls,.xlsx,.wpd


Audio and video files cannot be uploaded.


Click on the Add button to add an item


Add
 


Back Menu


Attachments


Attachments
Back Menu


Next


 File Name Type Description


Edit Delete


Next
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Report Submission Confirmation


Your initial Tobacco Product Report (Manufacturer, Concerned Citizen or Healthcare Professional), ID FPSR19862, was successfully submitted on 4/15/2020
9:50:53 AM EST to the FDA, and it was issued an Individual Case Safety Report Number (ICSR) of 2111433.


Since you submitted this report as a Guest user of the Portal, you will also need the following key to link this report to any subsequent follow up reports
you may want to associate with this report in the future. 
Report Key: 650C2BE2-7CB89FCB-B586B517-308CDE30-4EE486ED-D57DC976-5A389DC2-49235B5F.


Thank you for using the Safety Reporting Portal.


View Report
View Report


PDF
Return to


Portal Home
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