Implementation of Imputation
Rules and Creating Analysis Flags
Following CDISC Guidelines



Topics
Imputation rules (generic) for Partial adverse events

start and end dates.

Flag for first occurrence of an event in a row of
consecutive occurrences.

Conditional Imputations for missing analysis value.

Pick the first response from sustained response (until
end of the study).



Imputation rules (generic) for Partial
adverse events start and end date.

SUBJID | AETERM | AESTDTC |  AEENDTC TRTSDT ASTDT | ASTDTF | AENDT | AENDTF |

1 /001 Nauwea 20180216 20180216 15FEB2018  16FEB2018 1EFEB2018

2 |00 cough  [201802 ] 2018-02:20 15FEB2018  15FEB2018 D 20FEB2018

3 |001  Nawea 20180221 20180222 15FEB2018  21FEB2018 22FEB2018

4 |001  Nawea 20180221 201802 15FEB2018  21FEB2018 2BFEB201E D
5 |00 fever 20180225 2018-02:26 15FEB2018  25FEB2018 2EFEB2018

B |001  fever 20180314 20180316 15FEB2018  14MAR2018 1BMAR2018

7 |00 cough  [201803 20180403 15FEB2018  OIMAR2018 D 034PR2018

8 |001  ache 2018 20180305 15FEB2018  15FEB2018 M OBMAR2018

3 |om  ache 2018 0130215 1SFEB2018  1SFEB2018 M 15FEB2018

10 |002  ache 2018-03 20180315 12MAR2018 12MAR2018 D 1EMAR2018

11 |002  ache 20180317 201803 12MAR2018 17MAR2018 3IMAR201E D
12 |002  ache 20181015 201902 12MéR2018  150CT2018 2BFEB201S D
13 |002 fever 20180330 201804 12MAR2018 30MAR2018 MPR201E D
14002 fever 20180520 2018 12MAR2018  20MAY2018 JDEC201E M
15002  cough [201803 2018 12MAR2018 12MAR2018 D JIDEC2018 M
16003 fever 201804 201804 114PR2018 114PR2018 D 3PR2018 D
17 [003  fever 20180615 20180620 114PR2018 15JUN2018 20JUN2018

18 [003 fever 201807 20180810 114PR2018  OWUL2018 D 104UG2018

19 |004  MNausea  |2018.04 154PR2018  154PR2018 D

20 004  Nausea 2019 156PR2018  O1JAN2013 M

ASTDTF : Analysis Start Date Imputation Flag

AENDTF : Analysis End Date Imputation Flag



Snippet of Code

/*--- Missing day part of Start Date Imputation---*/

if nmiss (st_y,st_m) eq 0 and missing (st_d) then do;
if (st_y eq year (trtsdt)) and (st_m eq month (trtsdt)) and (ifn (length(aeendtc) eq 10,
trtsdt <= aendt_num, ifn(length(AEENDTC) eq 7,year(trtsdt) <= en_y and month(trtsdt)<=en_m,

ifn(length(AEENDTC) eq 4, year(trtsdt) <= en_y ,missing (en_y))) )) then do;

st_d=day(trtsdt); ASTDTF="D";
end;
else do;
st_d=1; ASTDTF="D";
end;

[*--- MissinglMonth and/or |Day part of End date Imputation ---*/

if missing(en_d) and nmiss(en_y, en_m) eq 0 then do;
AENDT=intnx("month", intnx("month", aendt_num, -1, "e"), +1, "e" ) ;
AENDTF ="D",;

end;

else if nmiss (en_m, en_d) eq 2 and *missing (en_y) then do;
AENDT=input(strip(put(en_y,best.))||"-"||"12-31" , yymmdd10.);
AENDTF ="M";

end;



Flag for first occurrence of an event in
a row of consecutive occurrences.

* Consecutive AVAL greater than or equal to 25
in each SUBJID within PARAM

SUBJID| PamaM | wISIT AvalL  |ANLOTFL
{001 PaRaM1  Wisitl 23
{001 PARAM1  Wisit2 3y |
{001 PaRAMT  Wisit3 29
{001 PARAMT  Wisitd 28
{001 PARAMT  Visits 24
{001 PARAMT  Wisits 24
{001 PaRAMT  Wisit7 24




SUBJID| PaRaM |  wISIT AvaL | ANLOTFL|
038  PARAM1  Visitl 20
038  PARAM1  Visit? 29|y
038  PARAM1  Visit3 27
038  PARAM1  Visitd 23
038 PARAMI  Visits 25
038  PARAM1  Visith 23
038 PARAMI  Visit? 27
038  PARAM1  Visits 23
038  PARAM1  Visitd 26
038 PARAM1  Vistl0 26
038 PARAM1  Visitl1 29
038 PARAM1  Vistl2 27



SUBJID| PaRaM | wISIT Aval | ANLOTFL|
002  PARAMT  Visitl 3|y
002  PARAM1  Visit2 30
002  PARAM1  Visit3 28
002  PARAM1  Visitd 76
002  PARAMI  Visits 25
002  PARAM1  Visit 27
002  PARAM1  Visit? 25
002  PARAM1  Visit 27
002  PARAMI  Visitd 25
002  PARAMI  Visit10 25
002  PARAM1  Visitl1 24
002  PARAM1  Visitl2 24
002  PARAM1  Visitl3 20
002  PARAMI  Visitl4 22
002  PARAM1  Visitl5 28]y
002  PARAM1  Visitl6 28
002  PARAM1  Visitl7 29
002  PARAMI  Visitl8 yis
002  PARAM1  Visitl9 21



Conditional Imputations for missing

analysis value.

SUBJID | avISITN | avalL |IMPOTFL|
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AVAL values:

1(= response yes)
and O (= response
no)



Pick the first response from sustained
response (until end of the study).

suBID | avaL | avisITN |
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AVAL values:

1(= response yes)
and O (= response
no)
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CONCLUSION

The examples given in this presentation are helpful for the programmers to
understand the imputation rules (generic) for adverse events (start and end)
partial dates, some of the analysis flags derivations following CDISC guidelines.
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