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Questionnaires Data: 

• Questionnaire's data can be classified as both, quantitative and 
qualitative method depending on the nature of questions.

• Questionnaires can include the following types of questions
– Open question questionnaires: Open questions differ from other types of 

questions used in questionnaires in a way that open questions may 
produce unexpected results, which can make the research more original 
and valuable. 

– Multiple choice questions:  Respondents are offered a set of answers they 
must choose from. 
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Questionnaires Data: 

– Dichotomous Questions: This type of questions gives two options to 
respondents – yes or no, to choose from. It is the easiest form of 
questionnaire for the respondent in terms of responding it.

– Scaling Questions: Also referred to as ranking questions, they 
present an option for respondents to rank the available answers to 
the questions on the scale of given range of values (for example 
from 1 to 10)
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Mapping missing/logically skipped QRS Responses in 
the SDTM Questionnaires domain

• A Questionnaire may have some items that will be logically skipped per the 
instructions for the Questionnaire.

• Responses for logically skipped items (LSI) should as per the FDA Study Data 
Technical Conformance Guide be included in the submission dataset with 
QSSTAT = “NOT DONE”, QSREASND = “LOGICALLY SKIPPED ITEM”, and 
QSORRES, QSSTRESC, and QSSTRESN all set to null

• In FDA Study Data Technical Conformance Guide version 4.0 (October 
2017), the concept of logically skipped items was introduced for the first 
time. 



www.vitadatasciences.com               8/5/21 58/5/21 5

• Below is one of the example where FDA would expect records for 
the logically skipped items

Mapping missing/logically skipped QRS Responses in the 
SDTM
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• Questions 15a and 15b are related to not driving and can be skipped if a 
subject answered YES to question 15 and can directly go to question 15C.

• Same would apply to question 15C where a subject can skip 15C when they 
answer “NO” for question 15 but then they need to answer 15a and 15b

Mapping missing/logically skipped QRS Responses in the 
SDTM
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• Here is a follow-up example, where a subject can skip question 16 and 16a if 
they answer “NO” to question 15.

Mapping missing/logically skipped QRS Responses in the 
SDTM



www.vitadatasciences.com               8/5/21 88/5/21 8

• Data examples

• As the subject’s response to currently driving is “NO”, questions related to 
driving were skipped and responded only to questions that were not related to 
“Why not driving”

Mapping missing/logically skipped QRS Responses in the 
SDTM
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• It is important and critical to decide which questions qualify for a logically 
skipped method. 

• For example, questions like “If Yes, describe” (If answered No, should the 
Description field be considered in scope for LSI?) 

• For traceability purposes it is important that we adopts methods like LSI 
suggested by FDA technical conference guide to capture the missing 
information to present them in a meaningful way.

Conclusion
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• https://www.lexjansen.com/phuse/2019/pp/PP04.pdf

• http://cdisc-end-to-end.blogspot.com/2019/03/logically-
skipped-items-in-sdtm-qs.html
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Your comments and questions are valued and encouraged. Contact the 
author at: 

Author Name: Mahesh Minnakanti
Company: Vita Data Sciences 
Address: 281 Winter St, suite# 100 
City / Postcode: Waltham, MA, 02451 
Work Phone: 862-220-6786 
Email: mminnakanti@vitadatasciences.com 
Web: www.vitadatasciences.com

Contact Information:

http://www.vitadatasciences.com/
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Thank you!!


