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Introduction 
 

This guide has been provided because your agreement 
with Pfizer specifies the Investigator-Initiated Research 
Serious Adverse Event (IIR SAE) Form as the means by 
which you will report SAEs to Pfizer. 

For Oncology Studies 
Reporting rules may differ slightly 
for studies of oncology products. 
These differences are highlighted in 
pale red boxes like this one. 

 
In order to understand your reporting responsibilities 
more fully, you should also review the Safety Reporting 
Reference Manual for Investigator-Initiated Research 
With Pfizer Products. 
 

Note: Refer to your contract or your Pfizer contact for SAE reporting telephone or fax numbers 
if needed. There is a panel for recording these numbers on the front cover of this guide. 
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Case Example 
 

This case example will be used to illustrate completion of the IIR SAE Form. 
 

A female subject was enrolled in an open-label study to investigate the Pfizer investigational 
compound PF-3512676 as add-on therapy to the combination of paclitaxel and carboplatin in the  
first-line treatment of advanced non-small cell lung cancer. Following completion of cycle 2 of study 
medication, routine lab tests conducted on 18Nov2006 found extremely elevated creatinine levels, 
revealing acute renal insufficiency. Cycle 3 of study medication was postponed to permit recalculation 
of carboplatin dose, based on her current glomerular filtration rate, and the subject was transferred to 
an acute medical unit for treatment with IV fluids and furosemide. 

 
Form completion is illustrated as follows: 
 

 

 
 

The information entered in each field is highlighted for easier identification. Certain basic information may be preprinted on the 
forms provided to you by Pfizer (e.g., the Pfizer protocol tracking number, protocol title, and study drugs), and for training 
purposes this is differentiated with non-italicized type (which appears in red on color copies or gray on black-and-white copies of 
this manual). 
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Header Block 
 

The field for the AER Number should be left blank for initial reports. If an AER number is 
subsequently provided by Pfizer, it should be entered in the header block for all follow-up report 
pages. Clinical study investigators do NOT enter any information in the Date Reported to 
Pfizer field. 
 

Study ID number and 
Protocol Title may be 

preprinted by Pfizer. (If you 
have a protocol number for 

your site, include it in 
the Narrative.) 

If you have a 
study Center 
ID, you may 

provide it here. 

Specify the 
subject 

identification 
number and/or 
randomization 

number. 

Leave this field 
blank for initial 

reports. For follow-
up reports, enter 
the AER Number 

if known. 

Investigators 
should not 
complete  
this field. 

 
 

 
 

 
 

Report Sequence: Check “Initial Report” for 
the first report of the case. Check “Follow Up 
Report” to report new, updated, or corrected 
data for a case that has been submitted in a 

previous IIR SAE Form. 

 Country where event occurred: Specify the country 
as appropriate. (This may be different from the 

location of a study site if, for example, the subject 
was on vacation in another country when the  

AE first started.) 

In the case example, the Pfizer protocol tracking number and protocol title have been preprinted by Pfizer. The form indicates 
that this is an “Initial Report” of an SAE. 
 

Note for all Follow-up Reports: The subject ID/randomization number must always be provided 
in order to facilitate retrieval of the corresponding initial report. If known, the AER Number 
should also be entered. 
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Patient Data 
 

Record demographic information about the individual study subject. 
 

Record the subject’s 
Initials. Do not 

indicate full name. 

 Use the international date 
format. If the subject’s date  

of birth is not available,  
provide the subject’s age  

in the Event Narrative. 

 Record the subject’s Weight and 
Height at the time of onset of the 
first SAE if known (or nearest date 

for which weight and/or height 
measurements available). 

 
 

 
 
 
If the subject died, 

record the  
Date of Death. 

 If Cause of Death is  
not available, record 

“Unknown.” 

 Indicate (“Yes” or “No”) whether an 
autopsy was performed, or leave these 

boxes unchecked if not known. 

 
Note for all Follow-up Reports: Always enter the subject’s initials. Complete other Patient Data 
fields when forwarding new or revised information (i.e., information not provided in the initial 
report). 
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Patient History 
 

Record any medical conditions that occurred prior to, or were present at, the time of last 
observation during, or at the end of, the SAE in addition to any relevant medical history. List 
past or ongoing illnesses/conditions/syndromes (including any history of substance abuse or 
known allergies) and any pertinent history relevant to the study drug or the indication under 
study. Be sure to include any conditions for which products listed in the Concomitant Drugs 
block of the form are taken. 
 

If you are 
including a copy 
of the Medical 
History page of 
the case report 
form, check the 

box here. 

Enter Onset Date and 
Stop Date (or 

approximate duration,  
if actual dates are not 
known). If subject has 
died and disease was 
still ongoing at death, 

leave Stop Date blank. 

If the illness is still Ongoing at the time of  
last observation during or at the end of the  
event(s),* check the “Ongoing” box. If the  

subject has died, leave this box unchecked. 

*End of event(s) is date of death if due to  
event, date of recovery, or recovery with  

sequelae (of last event if multiple events),  
or date patient’s condition stabilized. 

 

 
 

If there are more than 4 relevant concurrent 
illnesses/syndromes/conditions, use additional 

copies of this page of the IIR SAE Form to 
record the information, and number the pages 

appropriately (e.g., page 2 of 4). 

 Record Pertinent Details (if known) for each 
illness, such as symptoms, diagnosis, 

therapy/treatment given, surgical procedures, 
and outcome. Dates should be given, if known. 

In this case, the course of treatment given for the patient’s pulmonary tuberculosis is entered under “Pertinent Details.” The only 
information known about the liver, lymph node, and bone metastases are the date diagnosed (entered under “Onset Date”) and 
that these conditions were ongoing at the time of onset of the reported SAE. 
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Study Drug, Formulation, Route 
 

Record information about the Pfizer product (or Pfizer background drug, or blinded therapy) 
involved in the study. If you know that the patient was NOT receiving Pfizer drug (e.g., for an 
open-label study or if the blind is broken) do NOT submit an IIR SAE Form to Pfizer. 
 

Provide Study Drug 
information if not 

preprinted here by Pfizer. 
For blinded studies, 
record study drug as 

“Drug name” and 
“(blinded therapy),” 
unless the blind has 

been broken. 

Indicate 
whether or not 

each study drug 
is a Pfizer 

Drug. If blinded 
medication was 

given, check 
this box. 

Check the “Ongoing” box if the drug has not been 
stopped or temporarily discontinued at any time during  

the event(s). If there is a temporary discontinuation 
of treatment, enter the date of first discontinuation in the 
Stop Date field. If the treatment is then readministered, 

provide details of the treatment history, including 
temporary discontinuation, in the Narrative. If the  

subject died while receiving the study drug, leave the 
“Ongoing” box unchecked.  

 

 

If there are more 
than 5 suspect 

study drugs, use 
additional copies 
of this page of the 
IIR SAE Form to 

record this 
information, and 

number them 
appropriately 
(e.g., 2 of 4). 

Enter Dose, Units, and Frequency for each 
study drug. For dosages dependent on body 
weight or surface area, the total daily dose 

may be included in the Event Narrative. 
Where known, the drug dose recorded must 
be the dose at the time of the SAE, which 
may be different from the starting dose. 

Leave the dosing fields blank if the subject  
is receiving blinded therapy. 

Enter the Start Date as the date the 
subject first received the study drug. 
If Start or Stop dates are unknown, 
the Duration may be entered as text 
in the Start Date field. The precise 

Start Date can be provided in a 
follow-up report, but do not delay 

an initial report because this 
information is missing. If the subject 
died while receiving the study drug, 

leave the Stop Date blank. 

 

 

 

 

In the case example, neither paclitaxel nor carboplatin is a Pfizer drug, so this box is left unchecked for both. “Dose” for each 
drug is entered as the dose administered. For all 3 drugs, each cycle lasted 21 days (entered as “every 21 days”). Paclitaxel and 
carboplatin were administered once per cycle (entered as “Day 1 each cycle”) and PF-3512676 was administered twice each 
cycle (“Days 8 and 15”). 

For Oncology Studies 
Include under Frequency the day or 
days within a medication cycle on 
which the drug was administered 
(Day 1, Day 15, etc.) and the 
number of days in each cycle. 

For Oncology Studies 
Do not enter the starting date for 
the current cycle as the Start Date 
(unless C1D1). 

 

Note for all Follow-up Reports: Always enter drug name(s). Complete other Study Drug fields 
only for new or revised information (i.e., information not in the initial report). 
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Concomitant Drugs 
 

Record medication(s) being taken at the time of SAE onset or within 2 weeks before onset. 
Concomitant drugs may include: 

 Background drugs 
 Over the counter as well as prescription drugs 
 Herbal/homeopathic treatments 
 Vitamins 
 Topical products 
 Illicit drugs 

 

Concomitant drugs exclude: 
 Any study drug (i.e., listed in the “Study Drug, Formulation, Route” block) 
 Any drug used to treat the SAE 
 Any other drug therapy taken only after SAE onset 

 

Drugs used to treat an SAE should be included in the Event Narrative section. 
 

What If an SAE Is Causally Related to a Concomitant Drug? 
If you suspect a causal relationship to an SAE for a concomitant drug, you should also: 
 Specify the Concomitant Drug in the Serious Adverse Events block, in the field labeled “If related to 

a Concomitant Drug, specify.” 
 Explain this information more fully in the Event Narrative section 

Note: Background drugs are considered concomitant drugs. 
 

 

If you are including a copy of the  
Concomitant Drugs page of the case  

report form, check this box. 

Approximate durations (e.g., “6 months”)  
may be entered in the Start Date field if  

exact dates are not known. 

 
If more than 5 concomitant medications 

were being taken at the time of SAE onset 
or within 2 weeks before onset, continue 
the information on an additional copy of 

this page of the IIR SAE Form and number 
the pages appropriately (e.g., page 2 of 4). 

Check the “Ongoing” box 
 if the drug has not been stopped or 

temporarily discontinued 
 at any time during the event(s).. 

In the case example, the concomitant lansoprazole and oxycodone medications were not stopped as of the time of this report, so 
the “Ongoing” box is checked for these drugs; the indicated “Stop Date” is entered for the other drugs, with the “Ongoing” box left 
unchecked. 
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Relevant Tests 
 

Only record test results that are relevant to the SAE(s). 
 

 

 
 

If more than 4 confirmatory test results that are relevant 
to the SAEs are available, use additional copies of this 

page of the IIR SAE Form to record the information, and 
number the pages appropriately (e.g., page 2 of 4). 

Enter all reference ranges from the 
testing facility in the Normal Range 
fields (Low and High), when known. 

For this case, the creatinine test result on 18Nov2006 revealed an elevated reading that indicated acute renal failure, which is 
entered under “Comments.” 
 
Serious Adverse Events 

 

Record each SAE for up to 2 study drugs per page. If there are more than 2 SAEs and/or more 
than 2 study drugs, use additional copies of this page of the IIR SAE Form. Number the 
additional pages appropriately (e.g., page 3 of 3). 
 

Record the Onset Date as the date the AE first started. 
A partial date (e.g., month/year) is acceptable if the full date is 
not known. If an event began as non-serious after the subject 
had received the Pfizer drug (or blinded therapy) and became 
serious later (i.e., did not meet any seriousness criteria until 
later), record the onset date as the date the non-serious 
AE began. If, however, the event began before receiving 

the drug and worsened after receiving the drug, record the 
onset date as the date the AE worsened (and list 

“worsening of <event>” as the SAE term. 

 Record only one SAE per column 
using lower case letters. Enter 

only AEs meeting the 
seriousness criteria. Use 

diagnoses, if available, rather 
than individual symptoms. For 
example, if a subject suffered 

acute respiratory distress 
syndrome, do not list “dyspnea” 

as an additional SAE. 
 

 
The subject in the case example was diagnosed with acute renal insufficiency on 18Nov2006, which is recorded as “Onset Date.” 
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Serious Adverse Events (cont’d) 
 

Note for all Follow-up Reports: Complete the Serious Adverse Event Term field. If there is no 
change from the previously submitted SAE(s), enter “No new serious adverse event” in the 
field. 

 

Status and Seriousness Criteria 
 

Check Not Recovered if the SAE 
is still present at the time of the 
report, or is the same or worse 

than at onset. 

 Check Recovering if the 
SAE was still present 
but improved or better 

than at onset. 

 If the subject is 
Recovered or Recovered 
with sequelae, enter the 

Date of Recovery. 

 

 
 

 
 

Check the Seriousness Criteria 
box(es) for each SAE listed. Check all 
that apply, since an individual AE may 

meet multiple seriousness criteria. 

  

Acute renal insufficiency is serious because the patient was admitted to hospital and this is recorded as the seriousness criterion 
for this event. In the case example, the outcome of the SAE is not known at the time of this report, and therefore “Unknown” is 
checked in the “Status at date of report or at death” field. 
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Serious Adverse Events (cont’d) 
 

Investigator Causality 
 
As a clinical study investigator, you must complete an assessment of whether or not there is a 
reasonable possibility of a causal relationship of each SAE to each of the study drug(s) listed 
on page 1 of the IIR SAE Form. When multiple SAEs are reported, causality must be addressed 
for each drug and each SAE. 
 

If you respond YES to the possibility of a causal 
relationship, record your reason(s) in the Narrative. 
If there are additional causes (e.g., disease under 

study), record these in the Narrative. 

 If your response to the possibility 
of a causal relationship was NO, 
record the most likely cause of 

the SAE in the Narrative. 
 
 

 
 

Indicate the name of the study drug 
if not preprinted here by Pfizer. 

If there is a reasonable possibility that the SAE is related 
to a concomitant medication, indicate the name of the  

Concomitant Drug in this field. 

 

In the case example, the investigator considered that the SAE (acute renal insufficiency) was not related to paclitaxel, but there 
was a reasonable possibility of a causal relationship for both of the other 2 drugs, so “Yes” is checked for both carboplatin and 
PF-3512676. 
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 Adverse Events (cont’d) 
 

Last Drug Action Taken During Event(s) 
As with the Investigator Causality section, the Drug Action section must be completed for each 
study drug if multiple study drugs are listed. If more than 2 drugs, fill out an additional copy of 
this IIR SAE page, as shown in the second form block below. 
 

Indicate the name of the 
study drug(s) if not 

preprinted here by Pfizer. 

In the Last Drug Action Taken During Event(s) field, indicate 
the action taken with each study drug during the event(s). Enter 

specifics regarding the action taken in the narrative. 
 
 

 
 
 

Check Dose not changed if study drug 
was continued at the same dose. 

Check Not applicable if study drug treatment had 
already been completed at the time of event onset. 

 
In this case example, the third cycle of study medication was postponed due to the SAE, and the “Withdrawn” box is checked for 
all 3 study drugs. 
 
If there has been a study drug challenge, rechallenge, or interruption (i.e., temporary 
discontinuation of therapy), this should be specified in the Event Narrative section, along with 
the results of any rechallenge. 
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Event Narrative 
 

Provide any information regarding the circumstances, sequence, diagnosis, and treatment of the 
SAE(s) not otherwise reported on the IIR SAE Form. Include details of previous treatments with 
the study drug. 
 

 If needed, use additional copies of this page of the IIR SAE Form to complete the narrative 
(as shown in the second form block below), and number the pages appropriately. 

 

 

 
 

 

 
 

The completed narrative for the case example is shown above. 
 

Overview of Narrative Style 
 
To ensure consistency and avoid potential confusion, you should follow some general, uniform 
conventions when writing a narrative: 

 Use DDMmmYYYY format for dates 
 Use the trade name with the appropriate generic 

name for all drugs/products (to enable 
identification of the Pfizer product or other suspect 
products in the case) 

 Avoid abbreviations (except very common terms  
such as “CAT scan” or “mg”) as much as possible,  
and spell out any abbreviation at first mention—“forced expiratory volume (FEV),” 
“hepatitis B virus (HBV),” and so forth 

For Oncology Studies: 
For cyclical treatments, include 
treatment cycle number and date 
of first dose of current cycle. 

 Do not duplicate information provided in other sections of the form; include only 
additional information that is critically relevant to the description of the SAE 
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Event Narrative (cont’d) 
 

Narrative Example 
 
This is a completed narrative for the case example. Keep in mind that data and information that 
are clearly recorded elsewhere in the IIR SAE Form do not need to be repeated in the narrative. 
 
Key Information Narrative Text 

• Subject’s data 
• Study drug therapy data 

The subject completed 2 cycles of randomized therapy, 
receiving cumulative doses of 556 mg IV paclitaxel, 1059 mg IV 
carboplatin, and 35.2 mg PF-3512676. Cycle 2 started on 
25Oct2006 with the same treatment schedule as cycle 1. 

• Relevant medical history 

• Relevant laboratory data 

On 18Nov2006, the subject underwent routine evaluations, and 
laboratory tests showed a creatinine level of 353 µmol/L. 

• Action taken with study 
medication 

 

The start of cycle 3 was postponed, pending the reevaluation of 
glomerular filtration rate and recalculation of carboplatin dose. 
Last doses of study drugs were given on 25Oct2006 (paclitaxel 
and carboplatin) and 08Nov2006 (PF-3512676) of cycle 2. 

• Treatment received for the SAE 
• Outcome of the SAE 

The subject was transferred to an acute medical bed and IV 
fluids and furosemide were started. The subject’s outcome was 
unknown at the time of this report. 

• Investigator’s causality 
assessment 

There is a reasonable possibility that the acute renal 
insufficiency was related to PF-3512676 and/or carboplatin. 
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Reporter Comments 
 

 

Record the date on which you, the clinical study investigator, first 
observed or became aware of the SAE. Include any pertinent 

information not appropriate for recording elsewhere on the IIR SAE 
Form. Other comments might include information such as a reference 
to another IIR SAE Form for the same subject, or an explanation of a 

delay in notifying Pfizer of the SAE. 
 
 

 
 

 
This block should NOT be used for the continuation of information from any other block or field 
of the IIR SAE Form. Additional copies of the relevant page(s) of the IIR SAE Form, as 
discussed previously, must be used for that purpose. 
 

Note for Follow-up Reports: You must always indicate in this block that this is a follow-up to 
a previously submitted IIR SAE Form. 
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Study Site Reporter 
 

Complete the contact information in the Study Site Reporter block on the final page each IIR 
SAE Form that you submit. 
 

 Complete the Study Site Reporter, Signature, and Date fields  
 to confirm that the information recorded is accurate. 

 

 
 

 
 

 

The full mailing Address and Telephone number will 
expedite contact by the Pfizer safety group, if necessary, 

to obtain further information about the case. 

Always include your Country. 

In this case example, the reporter is the Principal Investigator, Jorge Esposito, and he signed this page on “18Nov2006.” 
 
An authorized signature is required for an IIR SAE Form—usually the Principal Investigator or 
Sub-Investigator. However, do not delay submitting the report if one of these individuals is not 
available. Another medically qualified individual (e.g., the physician treating the patient) may 
sign so that the report can be forwarded in the appropriate time frame. A study investigator can 
confirm the submitted information and provide additional information (e.g., causality 
assessment) in a follow-up report. 
 

Note for all Follow-up Reports: All the information in this block must be completed. 
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Follow-up Information for IIR SAEs 
 

Your institution will assist Pfizer in investigating any SAE and will provide any follow-up 
information reasonably requested by Pfizer. When responding to queries from Pfizer, always use 
a new, blank IIR SAE Form. Do not cross out or add to the previously submitted form. 

 

 
Follow-up IIR SAE Forms: Summary of Completion Requirements 

 

In addition to new, updated, or corrected information, the following blocks of the IIR SAE Form 
should be completed for follow-up reports: 

 Header block 
⎯ Enter AER Number (on all pages of the form), if provided by Pfizer 
⎯ Check Follow-Up Report box 
⎯ Enter the Subject ID/Randomization Number 
⎯ Enter country where event occurred 

 Patient Data 
⎯ Subject initials field 

 Study Drug 
⎯ Drug name field (if not preprinted) 

 Serious Adverse Events 
⎯ Complete adverse event name field. If there is no change from the previously 

submitted SAE(s), enter “No new serious adverse event” in the field 
 Study Site Reporter 
⎯ Signature and contact information 

 Reporter Comments 
⎯ Add a notation indicating that the follow-up IIR SAE Form is subsequent to a serious 

report previously submitted 
 
Information previously provided, except as noted above, should not be duplicated and 
resubmitted. 
 
 
Sample IIR SAE Form 

 

The completed IIR SAE Form for the case example is presented in the final pages of this 
section. 
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