
Ａ 研究報告（概要一覧表）

平成２５年１０月２日

（平成２５年５月～平成２５年７月受理分）

研究報告のまとめ方について

１ 平成２５年５月１日～平成２５年７月３０日までに提出された

感染症定期報告に含まれる研究報告（論文等）について、重複して

いる分を除いた報告概要一覧表を作成した。

２ 一覧表の後に、個別の研究報告の詳細を添付した。
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感染症定期報告の報告状況（2013/5/1～2013/7/31）

血対課ID
感染症
（PT）

出典 概要 新規文
献番号

＜肝炎ウイルス＞

1E+05
E型肝
炎

Vox Sang
103(2012):184

米国におけるE型肝炎ウイルス（HEV）のプール血漿を介した感染の報告。2001年から2003年までの間に
プール血漿を大量投与された血栓性血小板減少性紫斑病患者38例を対象にレトロスペクティブに調査を
実施した。38例のうち17例はSD（solvent detergent）処理血漿で、19例はクリオ上清血漿で治療を受けて
いた。SD処理血漿で治療を受けたうち、4例において治療6カ月後に抗HEV IgGが陽転し、そのうちの2例
では抗HEV IgMの陽転も認められた。一方、クリオ上清血漿で治療を受けた19例では血清学的にHEV感
染は認められなかった。これはプール血漿によるHEV感染を示唆する抄録であり、更なる調査が必要で
ある。

1

＜その他のウイルス＞

1E+05
パルボ
ウイル
ス感染

Pediatr Infect
Dis J.
32(2013):178-
179

ヒトボカウイルス（HBoV）に関する総説。2005年に呼吸器感染症の患児から未知のDNAウイルスが検出
され、分析の結果、ウシ及びイヌのパルボウイルスと類似したウイルスが同定され、HBoV1と命名され
た。これまでに3種類の新たなHBoVが同定されている（HBoV2～4）。HBoVはパルボウイルス同様、エン
ベロープをもたない微小なDNAウイルスであり、5kbの直鎖一本鎖DNAを有する。HBoV1は呼吸器及び血
清から検出され、HBoV2～4は主に糞便から検出される。呼吸器感染症に罹患している低年齢の小児に
おいて、HBoV1のDNAの保有率は10～33%である。糞便検体におけるHBoV2の検出率は小児で26%（成
人では4%）であるが、HBoV3及び4の検出率は小児・成人ともに5%未満である。これまでに、HBoV1と上下
気道感染症を関連付ける十分なデータが得られ、HBoV2と胃腸炎を関連付けるいくつかのデータが得ら
れている。

2

1E+05
鳥イン
フルエ
ンザ

http://www.wh
o.int/influenza
/human_animal
_interface/influ
enza_h7n9/Ris
kAssessment_
H7N9_07Jun13.
pdf

中国における鳥インフルエンザA（H7N9）型（以下、H7N9）感染の報告。2013年6月7日時点で、WHOへ報
告されたH7N9感染症例は合計132例である。既に37例の感染者が死亡し、他の感染者についても症状
は重篤である。感染源や感染経路については調査が進められているが、これまでの情報からは、生鮮市
場の家禽からヒトへ感染したと推察されている。H7N9感染者の小規模なヒト-ヒト感染は4件確認されてい
るが、継続的なヒト-ヒト感染は確認されていない。H7N9感染者と接触した2000名以上を対象にモニタリ
ング及び検査が実施されたが、H7N9感染例は少数確認されたのみであった。WHOは関係国に対して状
況の監視を継続するよう求めている。

3

1E+05
鳥イン
フルエ
ンザ

WHO/GAR
April 1, 2013

中国における鳥インフルエンザA（H7N9）型（以下、H7N9）感染の報告。中国国家衛生・計画出産委員会
は、2013年3月31日、WHOに対してH7N9のヒト感染症例3例を報告した。これらの症例は、中国疾病予防
管理センターによる検査で3月29日に感染が確定した。患者は上海で2例、安徽省で1例が確認され、2月
19日から3月5日までの間に、呼吸困難を伴う重症の肺炎を発症した。2例は死亡し、1例は現在重篤な状
態である。患者の間に疫学的関連は認められておらず、感染源及び感染経路の調査が進められている。

4

1E+05
ウイル
ス感染

ProMED-mail
20130215.1544
940

英国における新型コロナウイルス（NCoV）感染の報告。2013年2月15日、英国健康保護局（HPA）は、
NCoV感染が既に確定している患者の家族内に新たにNCoV感染が確認されたことを発表した。この家族
内におけるNCoV感染者はこれで3例目である。この患者は、英国在住者で、最近の海外渡航歴はない。
HPA担当者によると、本事例はヒト-ヒト感染によるものとみられるが、通常の接触による感染リスクは依
然低いと考えられている。HPAは国内外の関係機関と協力しながら、医療従事者や国民に対して最新の
情報を提供することとしている。

5

1E+05
ウイル
ス感染

Int J Infect
Dis.
17(2013):e206-
e208

中国において重症熱性血小板減少症候群（SFTS）がヒトからヒトへ感染した事例の報告。湖北省の63歳
の発端患者は、2012年5月6日、発熱、血小板減少及び白血球減少の臨床症状を示し、5月12日に死亡し
た。この患者は典型的なSFTSの臨床症状を示したものの、SFTSの診断はなされなかった。発端患者の
死後、その血液や血性分泌物に触れた2名、並びに血まみれの服をきれいにするのを手伝った1名が、曝
露から7-12日に発熱、血小板減少及び白血球減少を含む臨床症状を発症した。3名は、RT-PCR法及び
ウイルス分離によりSFTSと診断された。発端患者の発症から死後までに曝露された他の58名について
は、患者の分泌物に直接触れておらず発症した者はいない。以上より、SFTSウイルスは患者の死体血
液や血性分泌物との接触を介して、ヒトからヒトへ感染することができると結論付けられた。
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【血液製剤、輸血の安全性に関する報告】



1E+05
ウイル
ス感染

WHO/GAR
May 17, 2013

中東及び欧州で流行する新規コロナウイルス（NCoV）に関する報告。2012年4月から2013年5月10日まで
の間に、中東諸国及び欧州3カ国（仏、独及び英）で確認されたNCoV感染例は計40例である。2013年4月
6日以降、サウジアラビアAl-Ahsa地区において21例のNCoV感染が新たに確認され、この中には家族内
で伝播したケースや感染者と接触した後に発症したケースなどが含まれていた。このアウトブレイクの感
染源については現在調査中である。また、フランスにおいて、ドバイからの帰国後にNCoV感染が確認さ
れた症例と病室をともにしていた症例1例でNCoV感染が確認された。NCoVのヒト-ヒト感染は、これまで
医療機関内や家族内において確認されているが、コミュニティ内で継続的に感染拡大する可能性がある
か、関係者は関心を寄せている。
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1E+05
ウイル
ス感染

Eurosurveillanc
e. 18(2013):1-7

中東で流行する新規コロナウイルス（MERS-CoV）の感染拡大のシナリオに関する報告。2013年5月30日
時点でMERS-CoVの感染者は全世界で50例が確定しており、30例が死亡している（死亡率60%）。感染源
や感染経路に関しては不明であり、宿主動物についても特定されていないが、ヒト‐ヒト感染の事例が確
認されている。本報告では、ヒト-ヒト感染の起こりやすさの大小に応じて大きく3通りの感染拡大のシナリ
オが想定されることを示し、必要となる疫学的調査や流行抑止策について提案している。
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1E+05
ウイル
ス感染

http://www.wh
o.int/csr/disea
se/coronavirus
_infections/upd
ate_20130709/
en/index.html

中東で流行する新規コロナウイルス（MERS-CoV）感染に関する報告。2013年7月9日時点でMERS-CoV
の感染確定例は全世界で80例が報告されており、45例が死亡している（死亡率は56%）。ヒト‐ヒト感染の
事例が確認されているが、継続的なヒト‐ヒト感染による感染拡大は認められていない。しかし、今回新た
に報告された16例のMERS-CoV感染確定例のうち、8例は無症候性の感染者であった。これは、他にも
報告されていないMERS-CoV感染者が存在している可能性を示しており、既に継続的なヒト‐ヒト感染が
起きている可能性も示唆している。継続したモニタリングと徹底した疫学的分析が求められる。
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1E+05
ウイル
ス感染

Transbound
Emerg Dis.
60(2013):193-
196

中国におけるテンブスウイルス（TMUV）感染の報告。中国では、アヒル、ガチョウ及びイエスズメのTMUV
感染が報告されている。今回、ヒトにおけるTMUV感染について調査した。山東省においてアヒルを扱う業
務の従事者から採取された血清サンプル132本のうち、95本（71.9%）が抗TMUV抗体陽性であり、63本
（47.7%）がTMUVのRNA陽性であった。アヒルの産卵低下に関連することが知られている遺伝子につい
て、今回分離されたTMUVはアヒル由来TMUVと95.5%の相同性を示した。これらの結果は、中国において
TMUVが人獣共通感染症として見落とされてきた可能性があることを示唆している。
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＜クロイトフェルト・ヤコブ病＞

1E+05

異型ク
ロイツ
フェル
ト・ヤコ
ブ病

http://www.fda
.gov/Advisory
Committees/C
ommitteesMeet
ingMaterials/Bl
oodVaccinesan
dOtherBiologic
s/Transmissibl
eSpongiformEn
cephalopathies
AdvisoryComm
ittee/ucm3399
20.htm

米国における変異型クロイツフェルト・ヤコブ病（vCJD）の感染リスクに関する予備的評価。食品医薬品
局（FDA）は、米国での赤血球製剤輸血を介したvCJD感染の確率を推定するためリスク評価を実施した。
英国におけるvCJDの想定有病率が低い（100万人当たり約1.7人の感染）又は高い（100万人当たり約493
人の感染）場合の2通りを仮定した。その結果、赤血球製剤 1単位の輸血による予測リスクは、想定有病
率を高く仮定した場合に48万分の1であり、低く仮定した場合に134万分の1であった。FDAは、リスク評価
の手法やリスクに対する解釈が妥当であるかについて、伝達性海綿状脳症諮問委員会に助言を求めて
いる。

11

1E+05

クロイ
トフェ
ルト・
ヤコブ
病

http://ansm.sa
nte.fr/S-
informer/Infor
mations-de-
securite-
Retraits-de-
lots-et-de-
produits/Medic
aments-
Derives-du-
Sang-LFB-
Biomedicament
s-Rappel-de-
lots2

フランスにおける弧発性クロイツフェルト・ヤコブ病（CJD）に起因するアルブミン製剤の回収の報告。LFB
Biomedicament社は、仏医薬品・保健製品安全庁との合意のもと、弧発性CJDを発症した可能性のある
患者の血漿から製造されたアルブミン製剤Vialebexの2ロットの回収を実施した。この回収は予防的措置
であり、本件によるCJDの感染の報告はない。当該製剤の製造工程においては、プリオン除去に効果の
ある処理が含まれている。血液製剤によるCJD感染は理論上のリスクではあるが、証明され、特定された
リスクではないとされている。
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＜その他＞

1E+05
バベシ
ア症

Transfusion
2013 Feb 27.
[Article in
press]

米国におけるBabesia microtiの陽性率に関する報告。コネチカット州において2009年8月から10月までに
供血者から採取された血液サンプルを対象に、リアルタイムPCRによりB. microtiのDNAの陽性率を調
べ、同時に蛍光抗体検査（IFA）の結果と比較した。対象となった1,002例の供血者のうち25例（2.5%）がIFA
陽性であり、3例（0.3%）がPCR陽性であった。PCR陽性の3例のうち、1例はIFA陰性であり、ウィンドウ期で
あった可能性が考えられた。この結果は、B. microtiを媒介するダニが増える時期においては、ウィンドウ
期の感染を検出する核酸検査を含めた検査アルゴリズムが必要であることを示している。

13

1E+05
リケッ
チア症

Clin Infect Dis.
56(2013):e105-
e107

輸血によるエールリッヒア症伝播の可能性に関する報告。2011年夏、ジョージア州の9歳の小児が発熱、
疲労、不安感、嘔吐、下痢及び点状出血発疹の症状を呈し、検査の結果、エールリッヒア症と診断され
た。患児は急性リンパ性白血病のため屋外で活動することはなく、家族によればダニから感染する可能
性は思いつかないとのことであった。発症の前に複数回の輸血を受けていたことから、輸血による感染の
可能性があるとして調査が行われたところ、輸血製剤のドナーのうちの1人がEhrlichia種に対する抗体を
保有していた。当該ドナー由来の血液製剤を投与された8名の患者のうち、3名はエールリッヒア症とは無
関係な原因で死亡しており、残る5名はエールリッヒア症の検査は陰性であった。本事例に関連する血液
製剤はすべて白血球除去及び放射線照射の処理を受けており、今回の報告は、こうした血液製剤がリ
ケッチア症の感染源となる可能性を示した初めての報告である。

14

1E+05 梅毒

http://www.fda
.gov/download
s/BiologicsBlo
odVaccines/G
uidanceCompli
anceRegulator
yInformation/G
uidances/UCM
340993.pdf

米国食品医薬品局（FDA）は、全血又は血液成分（原料血漿を含む。）を採取する施設に対する、梅毒の
スクリーニング試験に基づいたドナーのスクリーニング及びその試験法、並びにドナーの管理に関する勧
告事項を改訂し、ドラフトガイダンスとして公表した。このドラフトガイダンスは、2003年6月付けの「梅毒の
スクリーニング試験に基づいたドナーと製品の管理のための勧告事項（改訂版）」と換わるものとなり、問
診における梅毒の病歴を有するドナーの同定方法、及び梅毒のスクリーニング試験（トレポーマ試験ある
いは非トレポーマ試験）に基づくドナースクリーニング方法が示されている。また、本ドラフトが最終版と
なった場合には、1991年12月付けのメモランダム「梅毒試験の結果に基づくドナーの不適格判定と製品
の出荷に関するFDA勧告事項の説明」と換わるものとなる。

15

1E+05 感染

http://www.fda
.gov/download
s/BiologicsBlo
odVaccines/Bl
oodBloodProdu
cts/ApprovedP
roducts/Licens
edProductsBL
As/BloodDono
rScreening/UC
M341088.pdf

米国食品医薬品局（FDA）は、原料血漿ドナーのスクリーニングに用いる病歴問診票及び付属資料（以
下、SPDHQ文書）についてガイダンスを公表した。ガイダンスには以下の点が含まれる。 ①FDAは、血漿
タンパク質製剤協会が作成したSPDHQ文書について、FDAの要件及び勧告に則るものであると認める。
②FDAは、すべての許可予定のSPDHQ文書をウェブサイトで公開する予定である
（http://www.fda.gov/BiologicsBloodVaccines/BloodBloodProducts/ApprovedProducts/LicensedProduc
tsBLAs/BloodDonorScreening/ucm255235.htm）。これらのSPDHQ文書は、ドナー適格者の病歴情報を
得るための手段を提供するものとして、FDAが認めたものである。 ③公開予定のSPDHQ文書に基づいて
原料血漿製造業者が製法変更を行う場合のFDAへの報告方法について提示する。
（SPDHQ文書は、米国血漿蛋白製剤協会が作成にたものであり、ドナーの病歴（HIV、肝炎等）や健康状
態等に関する問診票、当該問診票使用の手引き、ドナー教育用ポスター（リスク基準、血液感染症の流
行地域）から構成される。）
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B R I E F R E P O R T

AConfirmed Ehrlichia ewingii
Infection Likely Acquired Through
Platelet Transfusion

Joanna Regan,1 James Matthias,2 Audrey Green-Murphy,3

Danielle Stanek,2 Marsha Bertholf,4 Bobbi S. Pritt,5 Lynne M. Sloan,5

Aubree J. Kelly,1 Joseph Singleton,1 Jennifer H. McQuiston,1

Susan N. Hocevar,6 and John P. Whittle7

1Rickettsial Zoonoses Branch, Division of Vector-Borne Diseases, National Center
for Emerging and Zoonotic Infectious Diseases, Centers for Disease Control and
Prevention, Atlanta, Georgia; 2Division of Disease Control and Health Protection,
Florida Department of Health, Tallahassee; 3Memorial University Medical Center,
Savannah, Georgia; 4The Blood Alliance, Jacksonville, Florida; 5Mayo Clinic,
Rochester, Minnesota; 6Division of Healthcare Quality Promotion, Centers for
Disease Control and Prevention, Atlanta, Georgia; and 7Mercer University School of
Medicine, Savannah Campus at the Memorial University Medical Center,
Savannah, Georgia

Ehrlichiosis is a tick-borne disease that ranges in severity from
asymptomatic infection to fatal sepsis. Ehrlichiosis acquired
from transfusion of blood products has not been documented
in the literature to date. A case of Ehrlichia ewingii infection
likely transmitted by transfusion of leukoreduced platelets is
described, and public health implications are discussed.

Keywords. ehrlichiosis; transfusion; tick-borne; leukore-
duction.

In mid-July 2011, a 9-year-old Georgia boy with a history of
acute lymphoblastic leukemia and anemia secondary to chemo-
therapy presented to his oncologist complaining of fever,
fatigue, malaise, vomiting, diarrhea, and petechial rash. He was
admitted to the hospital, where cultures were performed and
broad-spectrum antibiotics started to cover potential causes of
sepsis. Despite antibiotic therapy, the patient’s clinical status
deteriorated with worsening neutropenia, thrombocytopenia,
and elevated liver enzymes. On the 11th day of symptoms, the
hospital laboratory identified morulae in granulocytes on a pe-
ripheral blood smear. The patient was immediately started on

doxycycline and samples were sent to Mayo Clinic for testing.
Real-time polymerase chain reaction (PCR) at Mayo Clinic was
positive for Ehrlichia ewingii [1], which was confirmed by
further PCR testing and sequence analysis at the Centers for
Disease Control and Prevention (CDC) [2]. The boy became
afebrile within 48 hours of doxycycline initiation, rapidly im-
proved, and was discharged.

Although about 32% of patients with ehrlichiosis do not
recall a recent tick bite [3], this case was unusual in that the pa-
tient’s family also denied recent outdoor activity or animal
contact due to the child’s illness. In addition, the patient had
multiple transfusions in the month preceding symptom onset.
Therefore, a possible transfusion-acquired infection was sus-
pected, prompting the physician to contact the blood bank and
the CDC. When the products the child had received were deter-
mined to come from Florida, the Florida Department of Health
was notified and the Florida blood bank involved conducted
trace-back investigations on the 3 donors.

The 3 transfusion products that the patient received in the
month prior to onset of his illness are documented in Figure 1.
All products were leukoreduced and irradiated. All 3 donors
denied any symptoms of illness during the time of donation.
However, 1 donor reported frequent tick attachment at his
home in Florida and a wooded property in South Carolina in
the month prior to donation. All 3 donors were tested by indi-
rect immunofluorescence assay serology at the CDC, and only
the donor that had reported tick exposure was positive, with an
Ehrlichia species immunoglobulin G (IgG) titer of 1:512. This
donor is considered the most likely source of the boy’s Erhlichia
ewingii infection.

The Ehrlichia-positive donor had regularly donated platelets
or plasma collected by apheresis 1–2 times per month. He re-
ported no febrile illnesses in the 2 months prior to and follow-
ing the suspect donation. Routine complete blood counts
performed by the blood bank at the time of each donation were
normal. Trace-backs of other recipients receiving blood prod-
ucts from the positive donor between 12 May 2011 and 27 July
2011 were performed to assess if any additional recipients had
symptoms relating to E. ewingii. Five recipients received leu-
koreduced platelets and 3 recipients received plasma from the
donor (Figure 1). Three of the recipients died within 1–2 days
of transfusion due to unrelated causes. The remaining 5 recipi-
ents reported no symptoms of illness associated with E. ewingii;
4 of the 5 patients agreed to be tested and were negative by Ehr-
lichia species serology. It should be noted that none of the 4
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recipients who tested negative received products from the same
donation date as the infected child.

There were no samples remaining from the incident dona-
tion, so confirmation of the donor’s diagnosis through PCR
was not possible. However, a significantly elevated Ehrlichia
species IgG titer, such as the one found in the donor (1:512), is
an uncommon finding [4, 5]. This, in addition to the child’s re-
ported lack of possible tick exposure, make transfusion the
likely source of E. ewingii infection.

There are several unique aspects of this case that have public
health importance. Ehrlichia ewingii belongs to a group of or-
ganisms in the family Anaplasmataceae, a group that also in-
cludes the tick-borne pathogens Ehrlichia chaffeensis and
Anaplasma phagocytophilum. These organisms reside in leuko-
cytes, where they form clusters of organisms known as morulae
that are sometimes visible by microscopy. Although it has been
previously demonstrated that transfusion transmission of Ehrli-
chia species is scientifically plausible [6], this case report is the
first documentation of likely occurrence in the literature. In
contrast, there have been 5 published reports of A. phagocyto-
philum transmitted by transfusion of blood products [7–11].

The first 2 transfusion-transmitted A. phagocytophilum infec-
tions involved nonleukoreduced red blood cell transfusions [7, 11].
These initial reports, and the fact that these intracellular patho-
gens are typically found in leukocytes, encouraged speculation
that leukoreduction may reduce the risk of transmission of
pathogens in the family Anaplasmataceae. However, in 2012, 3
cases of transfusion-acquired anaplasmosis from leukoreduced
blood products were reported [9, 10].

This is the first report of ehrlichiosis that was likely to have
been acquired by transfusion, and the first to implicate leukore-
duced platelets as the probable source of a tick-borne rickettsial
pathogen. This suggests that, much like red blood cells, transfu-
sion of platelets, even when leukoreduced, can transmit patho-
gens that are typically found in leukocytes. It should also be
noted that the donation that was likely responsible for the
transfusion-related infection was irradiated. Irradiation is not

likely to kill the pathogen, or the leukocytes, but rather limits
leukocyte reproduction. Physicians should be aware that irradi-
ation or leukoreduction does not eliminate the risk of transfu-
sion-acquired infection with this pathogen.

An additional unique aspect of this case is that the infection
was confirmed to be due to a rarely reported species, E. ewingii,
and not the more commonly reported E. chaffeensis. This path-
ogen was first documented as a cause of human disease in a
1999 publication by Buller et al [2].Although E. ewingii infections
may be symptomatic in immunocompetent individuals [12], a
majority of published reports have occurred in people with
some form of immune compromise [2, 13]. The most common
symptoms in reported E. ewingii infections include fever, head-
ache, and malaise, and thrombocytopenia and leukopenia may
also be present [2].

Despite the relatively low number of reported cases, E.
ewingii is likely widely distributed throughout the central and
southeastern United States [14]. Given that serology does not
distinguish between E. ewingii and E. chaffeensis, it is likely that
some cases of E. ewingii infection are missed or misclassified as
E. chaffeensis infections [2].

It is unclear at this time why both A. phagocytophilum and E.
ewingii have now been implicated in transfusion infections,
whereas E. chaffeensis has not. Unlike E. chaffeensis, which
targets human monocytes, E. ewingii and A. phagocytophilum
are usually found in granulocytes. There is no clear evidence
that this affinity for granulocytes increases transfusion risk;
however, granulocytes are typically more numerous in human
blood than monocytes. It may be possible that granulocytes
release more pathogen into the plasma prior to leukoreduction,
or remain more prevalent in postleukoreduction products than
monocytes. Another possible explanation is the relative severity
of symptoms caused by the various pathogens. Ehrlichia
ewingii ehrlichiosis, like anaplasmosis, has been documented to
be less likely than ehrlichiosis caused by E. chaffeensis to result
in severe or fatal outcome [13]. It may be possible that people
who are infected with E. chaffeensis are less likely to remain

Figure 1. A timeline of the important case and donor events associated with the Ehrlichia ewingii transfusion-associated infection. The timeline begins
with the donor’s suspected tick exposure in May 2011 and ends with the completion of additional case trace-back investigations, October 2011. Abbrevia-
tions: CDC, Centers for Disease Control and Prevention; FL DOH, Florida Department of Health; GA, Georgia; PCR, polymerase chain reaction; RBCs, red
blood cells; SC, South Carolina.
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asymptomatic and present as donors than people infected with
the more benign pathogens.

The previous reports of transfusion-transmitted anaplasmo-
sis have described asymptomatic donors, and it appears from
this case that it is also possible to remain asymptomatic during
E. ewingii infection. This finding highlights the difficulty of pre-
venting these pathogens from entering the blood supply. Even
though our donor did recall extensive tick exposure, many
people with tick-borne disease do not, and using tick exposure
questions to screen potential donors is not only likely to miss
cases, but also may substantially decrease the number of avail-
able donors in some regions [15]. At the present, screening all
donated blood products by PCR for Ehrlichia species is cost
prohibitive and of unknown utility [9]. Screening donors for
symptoms of illness or abnormal laboratory findings such as
thrombocytopenia would not have been useful in excluding this
donor either. Therefore, at the present there is no screening
method that can be practically implemented to prevent an
asymptomatic infected donor from donating blood products.
Early reporting of suspected transfusion-related infections to
the blood collection agency and public health authorities is of
key importance so that potentially infectious co-components
may be tracked and quarantined and the infected donor and re-
cipients can be treated.

Although in this case identification of morulae aided in
making the initial diagnosis, the sensitivity of morulae detec-
tion in ehrlichiosis and anaplasmosis is low, and physicians
usually need to treat the patient without confirmation of diag-
nosis. The recommended treatment for ehrlichiosis is doxycy-
cline; other broad-spectrum antibiotics are not likely to be
effective, and treatment delay can lead to adverse outcome or
death [16]. Therefore physicians will need to consider this
pathogen as a possibility early during treatment of possible
transfusion-related infections and begin doxycycline treatment
as soon as the disease is suspected. Given the challenges in con-
firmation of diagnosis, rapid empiric treatment is essential, and
an astute physician is a patient’s best defense.
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This document is one component of the full-length PPTA donor 
history questionnaire documents to be used by source plasma 

organizations that use an approved test for antibodies to HIV that 
detect HIV-1 Group O.  The full-length PPTA donor history 

questionnaire documents must be used collectively.  
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 Yes No  
Are you    

1. Feeling healthy and well today?    
2. Currently taking an antibiotic or other medication for infection?    
3. Currently taking any other medications?    

    
Please read the medication list.    

4. Are you now taking or have you ever taken any medications on 
the medication list? 

   

    
Please review the Risk Poster    

5. Did you review the Risk Poster?    
6. Do you have any questions about anything mentioned on the 

Risk Poster? 
  

 
 

    
In the past six weeks    

7. Female donors:  Have you been pregnant or are you pregnant 
now?  (Males: check ”I am male.”) 

   I am 
male   

    
In the past two months    

8. Have you had any vaccinations or other shots?    
9. Have you had contact with someone who had a smallpox 

vaccination? 
 
 

 
 

 

10. Have you donated whole blood, platelets or plasma at another 
center? 

   

    
In the past four months    

11.  Have you donated a double unit of red cells using an apheresis 
machine? 

   

    
In the past 12 months, have you    

12. Had a blood transfusion?    
13. Received during surgery bone, tissue or skin?    
14. Come into contact with someone else’s blood?    
15. Had an accidental needle-stick?    
16. Had sexual contact with anyone who has HIV/AIDS or has had a 
positive test for the HIV/AIDS virus? 

   

17. Had sexual contact with a prostitute or anyone else who takes 
money or drugs or other payment for sex? 

   

 18. Had sexual contact with anyone who has ever used needles to 
take drugs or steroids, or anything not prescribed by their doctor? 

   

19. Had sexual contact with anyone who has hemophilia or has used 
clotting factor concentrates? 

   

20. Female donors: had sexual contact with a male who has ever    I am 
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had sexual contact with another male?  (Males: check “I am male.”) male 
21. Had sexual contact with a person who has hepatitis?    
22. Lived with a person who has hepatitis?      
23. Gotten a tattoo or had one touched-up?    
24. Had an ear or body piercing?    
25. Had or been treated for syphilis or gonorrhea?    
26. Been in juvenile detention, lockup, jail, or prison for more than 72 
hours? 

   

    
From 1980 through 1996    

27. Did you spend time that adds up to three months or more in the 
United Kingdom? (Review map of UK Countries on the travel poster) 

   

28. Were you a member of the U.S. military, a civilian military 
employee, or a dependent of a member of the U.S. military? 

   

    
From 1980 to the present, did you     

29. Spend time that adds up to four years or more in France?     
30. Receive a blood transfusion in the United Kingdom or France? 
(Review map of UK Countries on the travel poster) 

   

    
From 1977 to the present, have you    

31. Received money, drugs, or other payment for sex?    
32. Male donors: had sexual contact with another male, even once? 
(Females: check “I am female.”) 

   I am 
female 

    
Have you EVER    

33. Had a positive test for the HIV/AIDS virus?    
34. Used needles to take drugs, steroids, or anything not prescribed 
by your doctor? 

   

35. Used clotting factor concentrates?    
36. Had hepatitis?    
37. Had a transplant such as organ or bone marrow?    
38. Received a dura mater (or brain covering) graft?    
39. Had any type of cancer, including leukemia?    
40. Had any problem with your heart or lungs?    
41. Had any problem with your liver or kidneys?    
42. Had a bleeding condition or a blood disease?    
43. Have any of your relatives had Creutzfeldt-Jakob disease?    

 
Additional Questions: 
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 Yes No  
Are you    

1. Feeling healthy and well today?    
2. Currently taking an antibiotic or other medication for infection?    
3. Currently taking any other medications?    

    
Please read the medication list.    

4. Are you now taking or have you ever taken any medications on 
the medication list? 

   

    
Please review the Risk Poster 

5. Did you review the Risk Poster? 
 
 

 
 

 

6. Do you have any questions about anything mentioned on the 
Risk Poster? 

   

    
In the past six weeks    

7. Female donors:  Have you been pregnant or are you pregnant 
now?  (Males: check ”I am male.”) 

   I am 
male   

    
In the past two months    

8. Have you had any vaccinations or other shots?    
9. Have you had contact with someone who had a smallpox 

vaccination? 
   

10. Have you donated whole blood, platelets or plasma at another 
center? 

   

    
In the past four months    

11.  Have you donated a double unit of red cells using an apheresis 
machine? 

   

    
In the past 12 months, have you    

12. Had a blood transfusion?    
13. Received during surgery bone, tissue or skin?    
14. Come into contact with someone else’s blood?    
15. Had an accidental needle-stick?    
16. Had sexual contact with anyone who has HIV/AIDS or has had a 
positive test for the HIV/AIDS virus? 

   

17. Had sexual contact with a prostitute or anyone else who takes 
money or drugs or other payment for sex? 

   

 18. Had sexual contact with anyone who has ever used needles to 
take drugs or steroids, or anything not prescribed by their doctor? 

   

19. Had sexual contact with anyone who has hemophilia or has used 
clotting factor concentrates? 

   

20. Female donors: had sexual contact with a male who has ever    I am 
male 
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had sexual contact with another male?  (Males: check “I am male.”) 
 21. Had sexual contact with a person who has hepatitis?    
22.  Lived with a person who has hepatitis?      
23. Gotten a tattoo or had one touched-up?    
24. Had an ear or body piercing?    
25. Had or been treated for syphilis or gonorrhea?    
26. Been in juvenile detention, lockup, jail, or prison for more than 72 
hours? 

   

    
From 1980 through 1996    

27. Did you spend time that adds up to three months or more in the 
United Kingdom? (Review map of UK Countries on the travel poster) 

   

28. Were you a member of the U.S. military, a civilian military 
employee, or a dependent of a member of the U.S. military? 

   

    
From 1980 to the present, did you     

29. Spend time that adds up to four years or more in France?     
30. Receive a blood transfusion in the United Kingdom or France? 
(Review map of UK Countries on the travel poster) 

   

    
From 1977 to the present, have you    

31. Received money, drugs, or other payment for sex?    
32. Male donors: had sexual contact with another male, even once? 
(Females: check “I am female.”) 

   I am 
female 

    
Have you EVER    

33. Had a positive test for the HIV/AIDS virus?    
34. Used needles to take drugs, steroids, or anything not prescribed 
by your doctor? 

   

35. Used clotting factor concentrates?    
36. Had hepatitis?    
37. Had a transplant such as organ or bone marrow?    
38. Received a dura mater (or brain covering) graft?    
39. Had sexual contact with anyone who was born in or lived in 
Africa? (review map of Africa on the travel poster) 

   

40. Been in Africa? (review map of Africa on the travel poster)    
41. Had any type of cancer, including leukemia?    
42. Had any problem with your heart or lungs?    
43. Had any problem with your liver or kidneys?    
44. Had a bleeding condition or a blood disease?    
45. Have any of your relatives had Creutzfeldt-Jakob disease?    
 
 
Additional Questions:  
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history questionnaire documents.  This full length directions 
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collectively.  
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Source Plasma Full-Length PPTA Donor History Questionnaire 
Directions for Use 

 
Purpose:  The PPTA Donor History Questionnaire (PPTA DHQ) Directions for Use is a 
guideline designed as an aid for the plasma sourcing organizations to use in the 
development of specific company policies and training materials related to donor 
eligibility.  The PPTA DHQ Directions for Use does not replace the company policy for 
determining donor suitability. Each source plasma collection organization must have a 
standard operating procedure (SOP) related to donor suitability to be used in 
conjunction with the Directions for Use. The Directions for Use does not replace an SOP 
for determining donor suitability. Both the Directions for Use and the SOP must be 
available to staff performing health histories. Alternately, the Directions for Use contents 
may be transcribed into the SOP. 
  
Introduction:  The following documents are included in this package: Two Full-Length 
PPTA Donor History Questionnaires (PPTA DHQ1), two Risk Posters, two Travel 
Posters1, and a Medication List.  The PPTA DHQ must be administered on the date of 
donation as per Title 21, Code of Federal Regulations, Part 640.63(b). The 
plasmapheresis center staff must provide to the prospective donor the Risk Poster, the 
Travel Poster, and the Medication List, and any other material that the plasmapheresis 
center’s company policy requires to be used with the PPTA DHQ.  These documents 
should be incorporated into the company’s donor eligibility process, which includes the 
physical examination and informed consent (each having its own educational 
information), in a manner that conveys the importance of the donor history questions in 
protecting the donor’s health and the safety of the plasma supply and the responsibility 
of the donor to provide accurate information.  The Risk Poster was designed to replace 
the “AIDS Bulletin” which is currently used by plasmapheresis centers to educate 
donors about HIV infection and AIDS. Also, for additional donor education, the Risk 
Poster, the Travel Poster, and the Medication List may be prominently displayed in 
designated areas.  
 
Methods of Administration: The method of administration of the PPTA DHQ should 
be in accordance with the plasmapheresis center’s company policy.   
 
The questionnaires were designed to be used by a health historian in direct donor 
questioning or by self-administration, with follow-up review (if necessary) by a trained 
donor historian.  A trained historian should be available to the prospective donor to 
answer any questions concerning eligibility or the donation process.   Donor screening 
is an active process involving open communication between donors and trained donor 
historians.  Donors should be encouraged to voice questions and concerns at any time 
during the screening and donation process.  Company policies should require that 
donors be asked if they have questions and if they have had their questions answered.  
This does not need to be a specific question on the questionnaire, but may be 

                                                 
1 The questionnaire, risk poster or travel poster used is dependent on whether the plasma sourcing organization uses 
a test to detect HIV-1 Group O.  
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incorporated into the donor eligibility process, including the physical examination, and/or 
put into the informed consent. 
 
Self-administration may occur in a computer-assisted self interview (CASI) process.  
With CASI administration, the Risk Poster, Travel Poster and Medication List can be 
provided in hard-copy form or in an electronic format.  Formatting can be adjusted as 
long as the order, content and wording are unchanged. Questions directed at one sex 
can be omitted from sex-specific questionnaires.  As stated above, a trained historian 
should be available to a prospective donor to answer any questions concerning 
eligibility or the donation process.  For further instructions, refer to the CASI 
manufacturer’s instructions and operator’s manual.     
 
If questionnaire is administered by a health historian in direct donor questioning, the 
heading before each section should be stated along with the question to ensure the 
specific timeframe or instruction is clear.  
 
Deferral decisions can be made any time during the administration of the questionnaire. 
Individual company policies will dictate whether an eligibility decision can be made prior 
to completing the entire questionnaire.  However, it is recommended that the 
questionnaire be completed before making a determination of eligibility since some 
deferrals are temporary, but others are indefinite/permanent. Depending on the 
sequence of questions, a donor could be deferred temporarily, only to return at a later 
date and discover that he/she is permanently deferred due to the answer to another 
question that was not answered on the previous visit. 
 
Full-Length PPTA DHQ Format: The Full-Length PPTA DHQ questions were 
composed for ease of understanding by the prospective plasma donor.   The PPTA 
DHQ questions are grouped by time period beginning with a question about “today” and 
ending with questions relating to “have you ever”. The questions are therefore grouped 
under headings.  Depending on the method of administration, e.g., oral administration 
by a health historian, the heading may need to be repeated with each question. The 
PPTA DHQ questions and format were evaluated for comprehension; therefore, the 
wording and the order of the questions should not be changed.  
 
Additional Questions: Plasma sourcing organizations may choose to add ”local” 
additional questions to the end of the PPTA DHQ. If a collection facility chooses to add 
"local" questions they should be grouped at the end of the DHQ in the area designated 
for additional questions. Facilities should also use this area to incorporate new 
questions that are necessary due to new policies recommended by FDA and/or PPTA. 
This area should be used until such questions can be formally incorporated into the 
DHQ materials by PPTA.  The questions will remain in the additional questions section 
until a revised strategy for incorporation is found acceptable by FDA.  If the new 
question(s) result from FDA guidance, incorporation and implementation of the new 
question(s) should be consistent with the current thinking in the FDA guidance 
document that discussed the new question(s) or deferral.  In order to delineate the 
proper order of the questions PPTA will renumber the questions as needed when 
questions are added or deleted. Plasma sourcing organizations may choose to use a 
different numbering system, but the order of the questions should not be changed.  
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Plasma sourcing organizations should use the Medication List, as is, to elicit whether a 
donor is currently taking or has taken the medications on the list.  Information on other 
medications may be provided as an appendage or separate document, as appropriate.  
  
Questions to detect donors at risk for HIV Group O: The questions related to Africa 
are recommended by FDA to identify donors who may be at risk for HIV Group O 
infections.  Plasma sourcing organizations utilizing an HIV test that has been approved 
by FDA for donor screening to include a claim for detection of group O viruses may 
delete these questions from their screening questionnaire and may renumber the 
remainder of the questions (and related documents such as flow charts).  All other 
plasma collection centers must continue to use these questions as formatted. To assist 
in the ease of administration of the questions related to Africa, PPTA created two sets of 
documents: (I) to be used by those who use a test approved to detect HIV-1 Group O 
and (II) those that do not.  Therefore, there are two Risk Posters available and two 
Travel Posters available.  The posters that may be used are dependent on whether the 
source plasma organization uses an approved test for detection of HIV-1 Group O. The 
appropriate version of the risk and travel poster that is chosen should be used in its 
entirety.   
 
Capture Questions: The PPTA DHQ uses “capture questions” that may require donor 
historian intervention or follow up.  Capture questions are general questions that when 
answered “yes” require additional questions or information to determine donor 
suitability.  Some follow-up questions are included in the PPTA DHQ Directions for Use 
but since specific donor eligibility criteria may vary from one plasma sourcing 
organization to another, an affirmative response to some questions may require 
consultation with the plasmapheresis center’s company policy. 
 
Attention Questions: In order to assure that donors who self-administer a paper PPTA 
DHQ maintain focus, several “attention” questions are included.  An example of an 
attention question is: “In the past 6 weeks, have you been pregnant or are you pregnant 
now?” (Males check “I am male”)  An inappropriate answer to the question would be a 
male answering “yes” or “no.” Each plasma sourcing organization must define the action 
of the donor historian when a donor inappropriately answers the attention questions.  
Attention questions may not be necessary when using other techniques to assure donor 
focus, such as CASI or oral screening by a donor historian.  
 
Full-Length PPTA DHQ Administration Frequency: The Full-Length PPTA DHQ was 
designed as a stand alone questionnaire that may be used at each donation. It may also 
be used in conjunction with an abbreviated form for frequent donors. Use of the full-
length questionnaire in conjunction with the abbreviated questionnaire is discussed in 
the PPTA Abbreviated Donor History Questionnaire Directions for Use. 
 
PPTA DHQ Directions for Use Flow Chart Format:  The PPTA DHQ Directions for 
Use is modular and uses flow-charting to guide organizations through the donor 
questionnaire process.  Each question is a complete section that begins on a new page 
so that changes to the PPTA DHQ and the Abbreviated PPTA DHQ can be easily 
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modified in the PPTA DHQ Directions for Use. Each section contains the following 
information: 
 

Question:  Question number and the question 
 
Donor Eligibility: This section provides additional information to the donor 
historian on donor eligibility with respect to each question. 
 
Note:  Optional field that provides additional relevant information relating 
to the donor question. 
 
Flow Chart:  Each question is flow-charted using standard flow-charting  
symbols.   
 
Square: Statement  
 
Diamond: Question/decision point  
 
Oval: Action 
 
Arrow: Move to the next question. 

 
Each question ends with an arrow that indicates to “move to the next question”; 
however, plasmapheresis centers must follow their established policies to determine if 
the donor suitability process is completed when it is known that the donor will be 
deferred. 
 
Donor Deferrals:  For some questions, a “yes” answer calls for a required donor 
deferral either indefinitely or for a specified period of time.  A required deferral is 
designated in the flow chart by the Action “Defer donor” followed by “indefinitely” or with 
the time period established by FDA regulations/recommendations or “per company 
policy”.  For the latter, the organizations will use their established policies and 
procedures to determine if and when the donor may be eligible to return. In some cases, 
such as a donor providing a history of having had cancer, company policy will dictate 
the follow-up questions that are required to determine donor eligibility.  Evaluation “per 
company policy” may deem the donor eligible to donate without a period of deferral. 
Additionally, when a question provides information to support deferral of the donor “per 
company policy”, “per company policy” cannot be less restrictive than what is clearly 
delineated in FDA policy.           
 
Documentation:  Answers to the questions that are cause for donor deferral must be 
documented according to the plasmapheresis center’s company policy. Each 
plasmapheresis center’s company policy must define how the donor responses to the 
follow up questions will be documented. 
 
Maintenance/Change Control:  The Plasma Protein Therapeutics Association (PPTA) 
is responsible for the maintenance of the PPTA Donor History Questionnaire project 
documents. Documents are posted on the PPTA website. Periodically the PPTA Donor 
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History Questionnaire, the accompanying documents or the directions for use will be 
updated or revised by the PPTA DHQ task force as required for compliance with 
regulatory and accrediting agencies.  PPTA member companies will be notified of the 
changes and timeline for implementation in existing publications and on the PPTA 
website, and all updated documents will be made available on the website.  It is the 
responsibility of plasmapheresis centers to make changes in their forms, procedures 
and processes to incorporate these revisions within the specified time.   
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GLOSSARY 
 

The following terms are defined in the context of their use in the PPTA Donor History 
Questionnaire. 

 

DONOR CLASSIFICATION 
 
Applicant Donor – All individuals presenting themselves who have not been previously 
qualified as a donor within the past six (6) months. 
 
Qualified Donor – All individuals who have been qualified for continued donations by 
successfully passing two donor medical history screenings and required viral testing. 

QUESTIONNAIRE TERMS 
 
Attention Question – Questions in the Donor History Questionnaire that are designed 
to test if the donor is paying attention.  EXAMPLE:  In the past six weeks, have you 
been pregnant or are you pregnant now?  (Males check: “I am Male”) 
 
Capture Question – A question that covers a broad topic.  When an affirmative answer 
is given, additional follow-up questions to elicit additional information are asked by the 
donor historian.  EXAMPLE:  Have you ever been to Africa?  If the donor answers yes, 
additional questions must be asked.  
 
Self-administered Questionnaire – A questionnaire that the donor completes on 
his/her own, followed by donor health historian review. 
 
CASI – Computer-assisted Self-interviewing system.  Most often the system consists of 
an interactive computer screen.  Questions are asked in written format, with or without 
graphics and audio.  
 

TYPES OF CONTACT 
 
Contact with Blood – (1) a needlestick or other sharps injury from an instrument that 
has been used on any individual or patient;  (2) exposure to non-intact skin (e.g., skin 
that is chapped, abraded, or afflicted with dermatitis); (3) a human bite that breaks the 
skin; (4) exposure to eye, nose, or mouth i.e., the mucous membranes. 
 
Sexual Contact – The meaning of the words “sexual contact with” and “sex” are 
identical, and apply to any of the following activities, whether or not a condom or other 
protection was used:  (1) Vaginal sex (contact between penis and vagina); (2) Oral sex 
(mouth or tongue on someone’s vagina, penis, or anus); (3) Anal sex (contact between 
penis and anus).  
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Close Contact with Smallpox Vaccination Site – Touching the vaccination site, 
including the bandages covering the vaccination site; touching/handling materials that 
might have come into contact with an unbandaged vaccination site including clothing, 
towels, and bedding. 
 
Lived With – Residing in the same dwelling in which kitchen and bathroom facilities are 
shared.  Donors that have the same address would not be considered under the term 
“lived with” unless kitchen and bathroom facilities are shared. 
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TYPES OF DEFERRAL 
 
Indefinite Deferral – Prospective donor is unable to donate blood for someone else for 
an unspecified period of time due to current regulatory requirements.  EXAMPLE:  A 
prospective donor who states that they lived in England for 1 year in 1989 would be 
deferred indefinitely.  This donor would not be able to donate blood until the current 
requirement changes.  
 
Permanent Deferral – Prospective donor will never be eligible to donate blood for 
someone else.  EXAMPLE:  A prospective donor states that he/she has Hepatitis C. 
Additionally, some permanent deferrals may result from the testing performed on a 
previous donation.   
 
Temporary Deferral – Prospective donor is unable to donate blood for a limited period 
of time.  EXAMPLE:  A prospective donor who has received a transfusion within the last 
12 months would be deferred for 12 months from the date of the transfusion. 
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Question #1:  Are you feeling healthy and well today? 
 
Donor Eligibility:  A donor should be free of infectious diseases on the day of donation.  
Donors who are not in good health should not donate until it is determined that the underlying 
condition is not cause for deferral. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

No 
 
 
 
 
 

 

 

 

 
 Yes 

 

Next question 

Is donor 
deferral 

indicated? 

Consult company policy and 
assess donor to determine if 

deferral is indicated. 

No 

Question #1 

Are you feeling 
healthy and well 

today? 
Donor eligible 

Defer donor per 
company policy 

 Yes 
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Question #2:   Are you currently taking an antibiotic or other medication for infection? 
 
Donor Eligibility:   A donor with an infection should not donate. The reason for antibiotic use 
must be evaluated to determine if the donor has a bacterial infection that could be transmissible 
by blood. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Donor eligible 

Yes 

Question #2 

Are you currently 
taking an antibiotic or 
other medication for  

infection? 

No 

Consult company policy 
and assess underlying 

medical condition. 

Next question Defer donor per 
company policy 

Is medical condition cause  
for deferral? 

Yes 

No 
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Question #3:   Are you currently taking any other medications? 
 
Donor Eligibility:   The reason for use of a medication to treat a medical condition must be 
evaluated (follow company policy). 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Next question Defer donor per 
company policy 

Question #3 

Are you currently 
taking any other  

medications? 
Donor eligible 

No 

Yes 

Consult company policy 
and assess underlying 

medical condition. 

Yes 

Is medical condition 
 cause for deferral? 

No 
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Question #4:   Are you now taking or have you ever taken any medications on the medication 
list? 
 
Donor Eligibility:   Donors taking certain designated medications, currently or in the past, must 
not donate plasma, whole blood or platelets. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  

Yes 

Donor eligible 

No 
Are you now taking or have you 
ever taken any medications on 

the medication list? 

Question #4 

Medication List was 
provided to donor. 

Determine the 
medication(s) and when 

last dose was taken. 

Yes, if donor has 
EVER taken one of 
these medications. 

• Tegison 
• Human GH 

Defer donor 
permanently. 

Defer donor 
indefinitely. 

 
Beef or Bovine 
insulin? 

Yes, if donor has 
taken this medication 
since 1980. 
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Yes, within last 6 months 

Yes, but over a month ago, 
or 
No, never taken it. 

Yes, over 3 years ago, 
 or 
No, never taken it. 

Defer donor for 3 
years from last 

dose. 

Soriatane? Yes, within last 3 years. 

No, the donor took another medication on the list. 

Avodart or Jalyn? 
Defer donor for 6 
months from last 

dose 

Defer donor for 
1 month from 

last dose 

Yes, within last month. 
• Proscar? 
• Propecia? 
• Accutane? 
• Amnesteem? 
• Claravis? 
• Sotret? 

Yes, over 6 months ago 
or 
No, never taken it. 
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Next question 

Defer donor for 
12 months from 
administration 

Hepatitis B 
Immunoglobulin 

(HBIG)? 

Yes, within the last year for 
exposure to Hepatitis B. 

Yes, but over a year ago, 
or 
No, never taken it. 

Experimental or 
Unlicensed 
Vaccine or 
Medication 

Defer donor for 1 
year or refer to 

Medical Director 
per company 

policy 

Yes, if donor has 
EVER taken one of 
these medications. 

Donor Eligible 

No 
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Question #5:   Did you review the Risk Poster? 
 
Donor Eligibility:   The Risk Poster includes information on risk activities for HIV/AIDS, viral 
hepatitis, and other infectious diseases that may be transmitted through blood. Therefore, 
potential plasma donors must read the Risk Poster information provided during the donor 
interview to determine if they are at risk of transmitting infectious diseases.  
 
 

Defer Donor per 
company policy 

No 

Next question 

Donor Eligible 

Risk Poster was 
provided to donor. 

Question #5 

Did you review the 
Risk Poster? 

Yes 

Determine why donor did 
not review the Risk Poster. 
Consult company policy for 

proper handling. 

No 

Is the donor eligible? 

Yes 
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Question #6:    Do you have any questions about anything mentioned on the Risk Poster? 
 
Donor Eligibility:   The Risk Poster includes information on risk activities for HIV/AIDS, viral 
hepatitis, and other infectious diseases that may be transmitted through blood. Donors should 
be encouraged to ask questions if material is not understood. For donor deferral follow company 
policy.  

Defer Donor per 
company policy 

Next question 

No 

Determine donor eligibility 
per company policy 

Is the donor eligible? 

Yes 

Donor Eligible 

Question #6 

Do you have any 
questions about 

anything mentioned on 
the Risk Poster? 

No 

Yes 
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Question #7:   Female donors: In the past six weeks, have you been pregnant or are you 
pregnant now? (Males: check ”I am male”) 
 
Donor Eligibility:   A female with a known pregnancy or who has been pregnant in the last six 
weeks should not donate blood or plasma.

Donor Eligible 

Question #7 

Female donors:  
In the past six weeks, 

have you been pregnant 
or are you pregnant now? 

(Males: check ”I am 
male”) 

No or “I am male” 

Defer donor for 6 
weeks or per 

company policy  

Next question 

Yes 
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Question #8:    In the past 2 months have you had any vaccinations or other shots? 
 
Donor Eligibility:   Certain vaccinations may contain a live virus. A donor who has been 
exposed to a live virus via vaccination should not serve as a donor. For other shots, consult 
company policy to determine eligibility. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Next question 
Yes 

Yes 

Was the vaccination for 
smallpox? 

No Determine details of shots and 
vaccinations. Determine eligibility 

per Company Policy. 

Question #8 

In the past 2 months  
have you had any 

vaccinations or any 
other shots? 

Donor eligible 

No 

Defer donor until 21 
days after vaccination 

date. 

When were you 
vaccinated? 

Fewer than or 
equal to 21 days 

More than 
21 days 
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No 

Donor Eligible Next question 

Yes 

Did you have any illness 
or complications due to 

the vaccination? 
Defer until 14 days after 

symptoms resolve. 

Yes 

No 

Did the scab fall off by 
itself? 

No 
Defer Donor 56 days 
after vaccination date. 

Is the scab still on? 
Defer donor for 21 days after 
vaccination date or until scab 

spontaneously falls off, 
whichever is later. 

Yes 
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Question #9:    In the past 2 months have you had contact with someone who had a smallpox 
vaccination? 
 
Donor Eligibility:   Certain vaccinations may contain a live virus. A donor who has been exposed to 
a live virus via vaccination should not serve as a donor. For other shots, consult company policy to 
determine eligibility. 
   

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
*Severe complications include the following: rash (resembling blisters) covering a small or large area of the body; 
necrosis (tissue death) in the area of exposure; encephalitis (inflammation of the brain); infection of the cornea (eye) 
and localized or systemic skin reaction in someone with eczema or other chronic skin condition.  

Donor eligible. Next question 

14 days or more 

Has it been 14 days since 
the symptoms went 

away? 

Was it a rash or 
complication? 

Rash Did your scab(s) 
separate 

spontaneously? 

No 
Defer 3 mos. from 

date of the contact’s 
vaccination; if date is 
not known, defer 2 
mos. from current 

date. 
Yes 

Donor eligible 

Defer for 14 days 
after symptoms 

resolve. 

Complication 

Less than 14 days 

Yes 

No 

Question #9 

In the past 2 months 
have you had contact 

with someone who had a 
smallpox vaccination? 

Donor eligible 

Yes 

Have you had any new 
skin rash, skin sore, or 
severe complication* 

since the time of contact? 

No 
Donor eligible 
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Question #10:   In the past two months have you donated whole blood, platelets or plasma at 
another center?   
 
Donor Eligibility:   A donor who has donated a unit of whole blood should not donate blood or 
plasma for a period of 8 weeks.  A donor who has donated platelets (cellular component that 
aids in clotting blood) or plasma by apheresis should not donate more than two times in a 
seven-day period at intervals of no less than two days apart. For other blood components or 
conditions of collection (e.g., less than a unit of whole blood), the donor should be deferred for 
the period established in the company policy. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Determine type of donation(s) 
Determine date of donation(s) 

Consult company policy for 
eligibility. 

Is donor 
eligible? 

Yes 

Yes 

Question #10 

In the past two months  
have you donated whole 

blood, platelets or plasma 
at another center? 

Donor eligible 
No 

Defer donor per 
company policy Next question 

No 
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Question #11:   In the past four months have you donated a double unit of red cells using an 
apheresis machine?   
 
Donor Eligibility:   A donor who has donated a double unit of red cells (the volume of red cells 
in two units of blood) by apheresis should not donate blood or plasma for a period of four 
months (16 weeks).  The donor is attached to a machine similar to the one used for plasma 
donation.  However, the donor’s plasma is given back to the donor, and the blood collection 
facility keeps the two units of red blood cells.  The 4-month deferral is needed for the donor to 
replace the red cells donated. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #11 

In the past four months  
have you donated a 

double unit of red cells 
using an apheresis 

machine? 

Donor eligible 

No 

Defer donor for 16 
weeks from date of 

donation  

Next question 

Yes 
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Question #12:   In the past 12 months have you had a blood transfusion? 
 
Donor Eligibility:   A donor who has received a transfusion of blood, platelets, plasma or other 
blood component should not donate blood or plasma for 12 months following the transfusion, 
due to possible transmissibility of infectious disease. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor 12 months 
from date of exposure or 

event 
Next question 

Question #12 

In the past 12 months 
have you had a blood 

transfusion? 
Donor eligible 

Yes 

No 
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Question #13:   In the past 12 months have you received during surgery bone, tissue, or skin? 
 
Donor Eligibility:   A donor who has been exposed to tissues during surgery should not donate 
blood or plasma for 12 months following exposure, due to possible transmissibility of infectious 
disease. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor for 12 
months from date of 
exposure or event 

Next question 

Question #13 

In the past 12 months 
have you received during 
surgery bone, tissue, or 

skin? 

Donor eligible 

Yes 

No 
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Question #14:   In the past 12 months have you come in contact with someone else's blood? 
 
Donor Eligibility:   Persons who have had one of the following during the preceding 12 months: 
1) contact of an open wound, non-intact skin or mucous membrane with the blood of a person, 
or 2) a needle-stick or other sharps injury from an instrument that has been used on a person, 
are deferred for 12 months from the date of exposure. Infectious diseases may be spread 
through contact with blood.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

 

Question #14 

In the past 12 months 
have you come in contact 

with someone else's 
blood? 

Donor eligible 
No 

Defer donor for 12 
months from date of 

contact  

Next question 

Yes 
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Question #15:  In the past 12 months have you had an accidental needle-stick? 
 
Donor Eligibility:   A donor who has been exposed to someone else's blood through a needle-
stick should not donate blood or plasma for 12 months following exposure, due to possible 
transmissibility of infectious disease. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor for 12 
months  

Next question 

Yes or don't know 

Question #15 

In the past 12 months 
have you had an 

accidental needle-stick? 
Donor eligible 

No 

Yes 

Were you exposed to 
someone else's blood 

through the needle-stick? 
Donor eligible 

No 
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Question #16:   In the past 12 months have you had sexual contact with anyone who has 
HIV/AIDS or has had a positive test for the HIV/AIDS virus? 
 
Donor Eligibility:   Persons who have had sexual contact with persons with clinical or 
laboratory evidence of HIV infection are deferred for 12 months from the date of last contact. 
HIV may be transmitted through sexual contact with an infected person.  
 
Note: Not all donors define "sex" or "sexual contact" in the same way. The donor must have 
read the Risk Poster provided. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor for 12 
months from last 
exposure date 

Next question 

Yes 

Question #16 

In the past 12 months 
have you had sexual 

contact with anyone who 
has HIV/AIDS or has had 

a positive test for the 
HIV/AIDS virus? 

Donor eligible 
No 
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Question #17:   In the past 12 months have you had sexual contact with a prostitute or anyone 
else who takes money or drugs or other payment for sex? 
 
Donor Eligibility:   Persons who have given money or drugs in exchange for sex (sexual 
contact) are deferred for 12 months from the date of the last sexual contact. HIV and other 
diseases may be transmitted through sexual contact. 
 
Note: Not all donors define "sex" or "sexual contact" in the same way. The donor must have 
read the Risk Poster provided. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor for 12 
months from last 
exposure date  

Next question 

Yes 

Question #17 

In the past 12 months 
have you had sexual 

contact with a prostitute or 
anyone else who takes 
money or drugs or other 

payment for sex? 

Donor eligible 
No 
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Question #18:   In the past 12 months have you had sexual contact with anyone who has ever 
used needles to take drugs or steroids, or anything not prescribed by their doctor? 
 
Donor Eligibility:   Persons who have had sexual contact with persons who, in the past or 
present, have used needles to take drugs, steroids, or anything not prescribed by their doctor 
are deferred for 12 months from the date of the last sexual contact. HIV and other diseases may 
be transmitted through sexual contact.  
 
Note 1: Not all donors define "sex" or "sexual contact" in the same way. The donor must have 
read the Risk Poster provided.  
 
Note 2: The phrase "use of a needle" includes intravenous use, "skin popping" (injection under 
the skin), "mainlining" (arterial injection) and any other use of a needle to administer drugs, 
steroids or anything else not prescribed by their doctor. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor for 12 
months from date of 
exposure or event  

Question #18 

In the past 12 months 
have you had sexual 

contact with anyone who 
has ever used needles 

to take drugs or 
steroids, or anything not 

prescribed by their 
doctor? 

Donor eligible 

Next question 

Yes 

No 
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Question #19:   In the past 12 months have you had sexual contact with anyone who has 
hemophilia or has used clotting factor concentrates? 
 
Donor Eligibility:   Persons who have had sexual contact with any person who has received 
clotting factor concentrates is deferred for 12 months. HIV and other diseases may be 
transmitted through sexual contact. 
 
Note: Some hemophiliacs are not treated with clotting factor concentrates. 
 
Note: Not all donors define "sex" or "sexual contact" in the same way. The donor must have 
read the Risk Poster provided. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  
 
 
 
 
 
 
 
 
 
 
 

Yes 

Was it a one time 
medical use? Yes 

Yes 

Has that person used clotting 
factor concentrates? 

No 

Question #19 

In the past 12 months have you 
had sexual contact with anyone 

who has hemophilia or has 
used clotting factor 

concentrates? 

Donor eligible 

No 

Defer donor for 12 
months Next question 

No 
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Question #20:   Female donors: In the past 12 months have you had sexual contact with a 
male who has ever had sexual contact with another male? (Males: check ”I am male”) 
 
Donor Eligibility:   Women who have had sexual contact with men who have had sexual 
contact with another man even one time since 1977 are deferred for 12 months from the date of 
last sexual contact. HIV and other diseases may be transmitted through sexual contact. 
 
Note: Not all donors define "sex" or "sexual contact" in the same way. The donor must have 
read the Risk Poster provided. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor for 12 
months or per company 

policy  

Next question 

Yes 

Question #20 

Female donors: In the 
past 12 months have you 
had sexual contact with a 
male who has ever had 

sexual contact with 
another male? (Males: 

check ”I am male”) 

Donor eligible 

No or  
“I am male” 
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Question #21:   In the past 12 months have you had sexual contact with a person who has 
hepatitis? 
 
Donor Eligibility:   Persons who report having had sexual contact with a person who has 
hepatitis are to be deferred for 12 months from the time of last exposure. Hepatitis, particularly 
hepatitis B, may be spread through sexual contact.  
 
Note: Not all donors define "sex" or "sexual contact" in the same way. The donor must have 
read the Risk Poster provided. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Hepatitis A or B,  
Symptomatic Hepatitis C,  
or unknown 

Defer donor for 12 
months from last sexual 

contact 
Next question 

Question #21 

In the past 12 months have 
you had sexual contact with a 

person who has  
hepatitis? 

Donor eligible 

No 

Yes 

Determine type  
of hepatitis 

Non-viral 

Determine type of 
viral hepatitis 

Asymptomatic Hepatitis C 

Viral 
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Question #22:   In the past 12 months have you lived with a person who has hepatitis? 
 
Donor Eligibility:   Persons who have lived with a person who has hepatitis are deferred 12 
months from the date of last contact. Hepatitis, particularly Hepatitis A and B, may be spread 
through saliva.   
 
Note: “Lived with” means residing at the same address and sharing bathroom and kitchen 
facilities. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
  

Yes 

Determine type  
of hepatitis 

Non-viral 

Did you share a bathroom 
and kitchen facility? 

No 

Defer donor for 12 
months from last contact 
or per company policy 

Next question 

Hepatitis A or B,  
Symptomatic Hepatitis C,  
or unknown 

Question #22 

Determine type of 
viral hepatitis 

Viral 

Asymptomatic Hepatitis C 

Donor eligible 

Yes 

No In the past 12 months 
have you lived with a 

person who has 
hepatitis? 
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Question #23:   In the past 12 months have you gotten a tattoo or had one touched-up? 
 
Donor Eligibility:   Persons who have received a tattoo in the previous 12 months are deferred 
for 12 months from the date of the tattoo application because there may be a risk of 
transmission of infectious diseases.  If tattoos have been applied using sterile needles and non-
reused ink (such as in establishments licensed by a state or credentialed by a responsible 
certifying body), donors may be acceptable for donation (follow company policy). 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Yes 

Defer donor for 12 
months from last tattoo or 

per company policy 

Next question 

Question #23 

In the past 12 months 
have you gotten a tattoo 
or had one touched-up? 

Donor eligible 
No 
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Question #24:   In the past 12 months have you had an ear or body piercing? 
 
Donor Eligibility:   Persons who have had ear or body piercing during the previous 12 months 
are usually deferred for 12 months from the date of procedure. Unless ear or body piercing have 
been done using single-use equipment, there may be a risk of transmission of infectious 
diseases. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Next question 

Question #24 

Defer donor for 12 months 
from last piercing or per 

company policy 

Yes 

In the past 12 months 
have you had an ear or 

body piercing? 
Donor eligible 

No 
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Question #25:   In the past 12 months have you had or been treated for syphilis or gonorrhea? 
 
Donor Eligibility:   Persons who have had syphilis or gonorrhea or treatment for either are 
deferred for a minimum of 12 months from the date that treatment is completed.  
 
Note: Should a donor volunteer that they were tested and found positive for either syphilis or 
gonorrhea, deferral is indicated.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor for 12 months 
from treatment completion 

or per company policy 

Next question 

Yes 

Question #25 

In the past 12 months 
have you had or been 
treated for syphilis or 

gonorrhea? 

Donor eligible 
No 
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Question #26:   In the past 12 months have you been in juvenile detention, lockup, jail, or 
prison for more than 72 hours? 
 
Donor Eligibility:   Persons who have been detained or incarcerated in a facility (juvenile 
detention, lockup, jail, or prison) for more than 72 consecutive hours (three days) are deferred 
for 12 months from the date of occurrence. These persons are at higher risk for exposure to 
infectious diseases. 
 
Note: The reason for incarceration (e.g. white-collar crimes) does not change the deferral. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor for 12 
months from release date  

Next question 

Question #26 

In the past 12 months 
have you been in juvenile 
detention, lockup, jail, or 
prison for more than 72 

hours? 

Donor eligible 

Yes 

No 
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Question #27:   From 1980 through 1996 did you spend time that adds up to three months or 
more in the United Kingdom? (Review map of UK countries on the Travel Poster) 
 
Donor Eligibility:   Donors who have spent time that adds up to three months or more in the 
United Kingdom from 1980 through 1996 are indefinitely deferred. Donors may be at risk of 
developing vCJD from eating beef from the UK (England, Northern Ireland, Scotland, Wales, the 
Isle of Man, the Channel Islands, Gibraltar, or Falkland Islands.). There is a risk of transmitting 
vCJD through blood transfusion. 
 
Note:  When responding to question, donor should be presented with Travel Poster. The Travel 
Poster should be available to donor for subsequent questions related to travel. 
 
 
 
 
 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor  
indefinitely Next question 

Yes 

From 1980 through  
1996 did you spend time 

that adds up to three 
months or more in the 

United Kingdom? (Review 
map of countries in the UK 

on the Travel Poster) 

Donor eligible 
No 

Question #27 

Travel Poster was 
provided to the 

donor. 
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Question #28:   From 1980 through 1996 were you a member of the U.S. military, a civilian 
military employee or a dependent of a member of the U.S. military?  
 
Donor Eligibility:   Members of the U.S. military, a civilian military employee, or a dependent of 
a member of the U.S. military are indefinitely deferred if they spent a total of six months or more 
associated with a military base in any of the following countries: From 1980 through 1990 in 
Belgium, the Netherlands, or Germany; From 1980 through 1996 in Spain, Portugal, Turkey, 
Italy or Greece. Much of the beef supplied to U.S. military bases during these time periods came 
from the United Kingdom (U.K.). As a result, these U.S. military personnel may be at risk of 
developing vCJD and transmitting vCJD through blood and plasma.  
 
Note:  The countries are listed on the Travel Poster and are noted on the map as an additional 
aid in answering the follow-up question. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Defer donor  
indefinitely 

Next question 

Question #28 

From 1980 through  
1996 were you a member  

of the U.S. military, a civilian 
military employee or a 

dependent of a member of  
the U.S. military? 

Donor eligible 
No 

Yes 

Did you  
spend a total time of  

six months or more associated  
with a military base in any of the  

following countries: · 
From 1980 through 1990 in Belgium, the 

Netherlands, or Germany; · 
From 1980 through 1996  

in Spain, Portugal,  
Turkey, Italy or 

 Greece? 
 

Yes 

No 
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Question #29:   From 1980 to the present, did you spend time that adds up to four years or 
more in France? 
 
Donor Eligibility:   Donors who have spent time that adds up to five years or more in France 
from 1980 to the present are indefinitely deferred. Donors may be at risk of developing vCJD 
from eating beef in France. 
 
Note:  It was determined that asking the donor if they have spent time up to four years or more 
in France, which is more restrictive than the FDA regulatory recommendation, allows the 
question to coincide with the administration of the full length questionnaire to a qualified donor 
at the required yearly interval.  This eliminates the need to ask this question every 4 months 
within the abbreviated questionnaire.    
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #29 

From 1980 to the present, did 
you spend time that adds up to 
four years or more in France? 

Donor eligible 

Next question 

Yes 

No 

Defer donor  
indefinitely 
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Question #30:   From 1980 to the present did you receive a blood transfusion in the United 
Kingdom or France? (Review map of countries in the UK on the Travel Poster) 
 
Donor Eligibility:   Donors who received a transfusion of blood, platelets, plasma, 
cryoprecipitate, or granulocytes in the UK (England, Northern Ireland, Scotland, Wales, the Isle 
of Man, the Channel Islands, Gibraltar, or the Falkland Islands) or France from 1980 to the 
present are indefinitely deferred. Donors may be at risk of developing vCJD through transfusion. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #30 

From 1980 to the  
present did you receive a  

blood transfusion in the United 
Kingdom or France?  

(Review map of countries in the UK 
on the Travel Poster)  

Defer donor  
indefinitely 

Donor eligible 

Next question 

Yes 

No 
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Question #31:   From 1977 to the present have you received money, drugs, or other payment 
for sex? 
 
Donor Eligibility:   Donors who received money, drugs, or other payment for sex are 
indefinitely deferred. HIV and other diseases may be transmitted by sexual contact. 
 
Note:  Not all donors define "sex" or "sexual contact" in the same way. The donor must have 
read the Risk Poster provided. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #31 

From 1977 to the present  
have you received money, 
drugs, or other payment for 

sex? 

Donor eligible 

Next question 

Yes 

No 

Defer donor 
indefinitely 
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Question #32:   (Male Donors) From 1977 to the present, have you had sexual contact with 
another male, even once? (Females: check ”I am female”) 
 
Donor Eligibility:   Male donors who have had sexual contact with another male, even once, 
since 1977 are indefinitely deferred. Males who have had sex, even once, with males may be at 
increased risk of transmitting infectious diseases. 
 
Note: Not all donors define "sex" or "sexual contact" in the same way.  The donor must have 
read the Risk Poster provided. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #32 

(Male Donors) From 1977 
 to the present, have you had 
sexual contact with another 

male, even once? 
(Females: check 
 ”I am female”) 

Defer donor 
indefinitely 

Donor eligible 

Next question 

Yes 

No or “I am 
female” 
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Question #33:   Have you ever had a positive test for the HIV/AIDS virus? 
 
Donor Eligibility:   Donors with clinical or laboratory evidence of HIV/AIDS are permanently 
deferred.  
 
Note:  Donors who have been re-entered through FDA-approved protocols may be eligible for 
donation.   
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #33 

Have you ever had a positive 
test for the HIV/AIDS virus? 

Defer donor 
permanently 

Donor eligible 

Next question 

Yes 

No 
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Question #34:   Have you ever used needles to take drugs, steroids, or anything not prescribed 
by your doctor? 
 
Donor Eligibility:   Donors who have taken any drug with a needle are permanently deferred 
due to potential transmission of infectious disease. 
 
Note: The phrase "use of a needle" includes intravenous use, "skin popping" (injection under 
the skin), "mainlining" (arterial injection) and any other use of a needle to administer drugs, 
steroids or anything else not prescribed by their doctor. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #34 

Have you ever used needles to 
take drugs, steroids, or anything 
not prescribed by your doctor? 

Defer donor 
permanently 

Donor eligible 

Next question 

Yes 

No 
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Question #35:   Have you ever used clotting factor concentrates? 
 
Donor Eligibility:   A donor who has been exposed to clotting factor concentrates should not 
donate blood due to possible transmissibility of infectious disease.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #35 

Have you ever used clotting 
factor concentrates? 

Defer donor for 12 
months 

Donor eligible 

Next question 

Yes 

No 

Was it a one time medical 
use? 

Yes 

No 

Defer donor 
indefinitely 
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Question #36:   Have you ever had hepatitis? 
 
Donor Eligibility:   Donors who have a history of viral hepatitis after their eleventh birthday are 
indefinitely deferred. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Yes 

Question #36 

Have you ever had 
hepatitis? 

Defer donor 
indefinitely 

Donor eligible 

Next question 

No 

Determine how old 
donor was. 

Was it before your 
eleventh birthday? 

Yes 

No 
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Question #37:   Have you ever had a transplant such as organ or bone marrow?  
 
Donor Eligibility:   A donor who has had an organ or bone marrow transplant should not 
donate plasma. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #37 

Have you ever had a 
transplant such as organ 

or bone marrow? 

Defer donor per 
company policy 

Donor eligible 

Next question 

Yes 

No 
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Question #38:   Have you ever received a dura mater (or brain covering) graft? 
 
Donor Eligibility:   Donors who have received a dura mater transplant or graft may be at risk 
for Creutzfeldt-Jakob disease and are indefinitely deferred.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #38 

Have you ever received a 
dura mater (or brain 

covering) graft? 

Defer donor 
 indefinitely 

Donor eligible 

Next question 

Yes 

No 
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Question # 39:  Have you ever had sexual contact with anyone who was born in or lived in Africa 
(Review map of Africa on the Travel Poster)? 
 
Donor Eligibility: If the donor had a sex partner who was born in or lived in certain countries in Africa 
(see list below) after 1977, the donor is indefinitely deferred. Donors who have had sexual contact may 
have been exposed to rare strains of HIV that are not detected by current test methods.2 
 
Note: 1) Not all donors define “sex” or “sexual contact” in the same way. The donor must have read the 
Risk Poster. 2) The countries are listed on the Travel Poster and noted on the map as an additional aid in 
answering the follow-up question.   

                                                 
2 Plasma sourcing organizations using an HIV test that has been approved by FDA to include a donor screening 
claim for detection of Group O virus may eliminate this question during screening and use the full-length 
questionnaire that deleted these questions and corresponding risk and travel poster.   

Yes 

Was this sexual partner born in 
or did he or she live in any of 

the following countries in Africa: 
Cameroon, Central African 

Republic, Chad, Congo, 
Equatorial Guinea, Gabon, 

Niger, Nigeria, Senegal, Togo, 
Zambia, Benin, or Kenya? 

No 

Left after 1977 

Left before 1977 Did this sex partner 
leave Africa before or 

after 1977? 

Have you ever had sexual 
contact with anyone who 

was born in or lived in 
Africa? (Review map of 
Africa on Travel Poster) 

Donor eligible 

Yes 

Question #39 

No 
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Defer Donor 
Indefinitely Next question 
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Question # 40:  Have you ever been in Africa (Review map of Africa on the Travel Poster)? 
 
Donor Eligibility: Donors who were born in or have lived in certain countries in Africa since 1977 
(see list below) are indefinitely deferred. Donors who have received a blood transfusion or any other 
medical treatment in Africa are indefinitely deferred.3 
 
Note: The countries are listed on the Travel Poster and noted on the map as an additional aid in 
answering the follow-up question.  

  

                                                 
3 Plasma sourcing organizations using an HIV test that has been approved by FDA to include a donor screening 
claim for detection of Group O virus may eliminate this question during screening and use the full-length 
questionnaire that deletes these questions and corresponding risk and travel poster. 

Yes 

Yes 

Have you ever been in 
Africa? (Review map of 
Africa on Travel Poster) 

No 
Donor eligible 

Before 1977 

No 

Yes 

 

Question #40 

Were you born in 
or did you travel to 

Africa before or 
after 1977? 

 

Have you ever lived in or 
traveled to any of the following 
countries in Africa: Cameroon, 
Central African Republic, Chad, 

Congo, Equatorial Guinea, 
Gabon, Niger, Nigeria, Senegal, 

Togo, Zambia, Benin, or 
Kenya? 

After 1977 



 

Full-Length - Source Plasma Industry      September 2012            v1.2 
   

56 

 
 
 
 
 
 
 
 
 
 
 
 
 

       
 
        
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

• Consult SOP to determine if 
deferral is indicated. 

• Apply deferral as indicated or 
continue. 

While you were there, 
did you receive a blood 
transfusion or any other 
medical treatment that 

involved blood? 

No No 

Yes 

Yes 

Is donor deferred for 
travel to or being born 
in African countries? 

Defer Donor 
Indefinitely 

Next question 
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Question #41 (#39 of Full-length Questionnaire I):   Have you ever had any type of cancer, 
including leukemia? 
 
Donor Eligibility:   Donors with a history of cancer must be evaluated and deemed eligible to 
donate per company policy. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #41 

Have you ever had any 
type of cancer, including 

leukemia? 

Defer donor per 
company policy 

Donor eligible 

Next question 

Yes 

No 
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Question #42 (#40 of Full-length Questionnaire I):   Have you ever had any problem with 
your heart or lungs? 
 
Donor Eligibility:   Donors must be free of acute respiratory disease. Donors with a history of 
diseases of the heart and lungs, including acute diseases, must be evaluated (follow company 
policy). 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #42 

Have you ever had any 
problem with your heart or 

lungs? 

Defer donor per 
company policy 

Donor eligible 

Next question 

Yes 

No 
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Question #43 (#41 of Full-length Questionnaire I):   Have you ever had any problems with 
your liver or kidneys? 
 
Donor Eligibility:   Donors must be free of liver and kidney diseases.  Donors with a history of 
diseases of the liver or kidneys must be evaluated (follow company policy).  
 
Note: If donors need examples of liver and kidney diseases, some examples include: Kidney - 
kidney stones, renal insufficiency, renal disease, nephritis; and liver – cirrhosis, fatty liver 
(cholestasis). 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #43 

Have you ever had any 
problems with your liver or 

kidneys? 

Defer donor per 
company policy 

Donor eligible 

Next question 

Yes 

No 
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Question #44 (#42 of Full-length Questionnaire I):   Have you ever had a bleeding condition 
or a blood disease? 
 
Donor Eligibility:   Donors with a history of bleeding problems should be evaluated (follow 
company policy). 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #44 

Have you ever had a 
bleeding condition or a 

blood disease? 

Defer donor per 
company policy 

Donor eligible 

Next question 

Yes 

No 
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Question #45 (#43 of Full-length Questionnaire I):   Have any of your relatives had 
Creutzfeldt-Jakob disease?  
 
Donor Eligibility:   Donors with a blood relative with Creutzfeldt-Jakob disease are indefinitely 
deferred. 
 
Note: If laboratory testing (gene sequencing) shows that the donor does not have a mutation 
associated with familial CJD, the donor may be eligible. 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Question #45 

Have any of  
your relatives had 
Creutzfeldt-Jakob 

disease? 

Defer donor  
indefinitely 

Donor eligible 

Yes 

No or don't know 

Related by blood 

Related by marriage 
Was this  

person related by blood 
or by marriage? 

Continue donor 
processing as 
indicated in 

company policy 
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Medication List 
 

Please review this list carefully, and tell us if you are taking or have taken any of these medications. 
 

Medication Which is also 
known as… 

And is usually used 
for… In the last… You should not donate because the medication 

may... 
Accutane 

Amnesteem 
Claravis 
Myorisan 

Sotret 

Isotretinoin Severe acne 

Month 

Harm patients who receive  medications prepared from 
your plasma by causing birth defects in unborn babies 

Propecia 
Finasteride 

Baldness 

Proscar Enlarged prostate gland 

Avodart 
Jalyn Dutasteride Enlarged prostate gland 6 months 

Soriatane Acitretin Severe psoriasis 3 years 

Tegison Etretinate Severe psoriasis Ever 

HepaGam B 
HyperHEP B S/D 

Nabi- HB 
Hepatitis B 

Immune Globulin Exposure to hepatitis B 12 months 
Harm patients who receive medications prepared from 
your plasma by increasing the risk of transmitting 

hepatitis  
Growth hormone  

from human pituitary glands 
Delayed growth in 

children Ever 
Harm patients who receive medications prepared from 

your plasma by increasing the risk of transmitting CJD 
or vCJD Bovine or beef insulin Diabetes 

Any experimental or unlicensed vaccine or medication Ever Harm patients who receive medications prepared from 
your plasma. Medical evaluation needed. 

If you are taking or have taken these medications you may not be eligible to donate PLASMA, whole blood or platelets! 
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This document is one component of the full-length and abbreviated PPTA donor 

history questionnaire documents for collection facilities that use an 
approved test for antibodies to HIV that detect HIV-1 Group O.  The full-
length and abbreviated PPTA donor history questionnaire documents must be 

used collectively.  
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Source Plasma Industry Risk Poster I 

 
Sexual contact means any of the following (whether or not a condom or barrier device was used): 
• Vaginal intercourse (contact between penis and vagina)       
• Oral sex (mouth or tongue on someone’s vagina, penis, or anus) 
• Anal intercourse (contact between penis and anus). 
 

Do NOT donate PLASMA, whole blood or platelets if you… 

Ever 

• Had HIV/AIDS (see list of symptoms below) 
• Had a positive test for HIV (AIDS virus) 
• Had a positive test for hepatitis 
• Had hepatitis (after your 11th birthday) 
• Used needles to take drugs, steroids or anything not prescribed by your doctor 
• Used clotting factor concentrates for a bleeding disorder 
• Had a transplant such as organ or bone marrow  
 

Since 1977 
• Received money, drugs or other payment for sex 
• (Male donors ) Had sexual contact with another male, even once 
 

In the last 
12 months 

• Have given money, drugs or other payment for sex  
 
• Have been treated for  

• syphilis 
• gonorrhea 

 
• “Lived with” a person who has hepatitis (lived at same residence and shared kitchen and bathroom) 
 
• Had a blood transfusion or received other blood products  
 
• Received during surgery bone, tissue or skin 

• Had an accidental needle-stick involving exposure to blood  

• Had contact with someone else’s blood 

• Had a tattoo applied 
 
• Had ear or body piercing 
 
• Have been in 

• juvenile detention  
• lock up   
• jail 
• prison  

 
Had sexual contact with anyone who: 
• Has HIV/AIDS (see list of symptoms below) 
• Has a positive test for HIV (AIDS virus) 
• Has hepatitis 
• Used needles to take drugs, steroids or anything not prescribed by their doctor 
• Has hemophilia or has used clotting factor concentrates  
• (Female donors) Had sexual contact with a male who has had sexual contact with another male, even once 
 

 

Signs or symptoms of HIV/AIDS: 
• Unexplained weight loss 
• Night sweats 
• Blue or purple spots in your mouth or skin 
• White spots or unusual sores in your mouth 
 

• Swollen lymph nodes for more than one month  
• Fever of more than100.5 oF for more than 10 days 
• Cough that won’t go away 
• Shortness of breath 
• Diarrhea that won’t go away 
 

 

For more than 
72 hours 



 

 
This document is one component of the full-length PPTA donor history questionnaire documents for 
source plasma organizations that use a test for antibodies to HIV that detects HIV-1 group O.  The full 

length PPTA donor history questionnaire documents must be used collectively.  



 

Travel Poster I 
 

Area Country Type of Travel or 
Residence  Time Period Deferral Period Reason for 

Deferral 
 

Europe  
 
 
 
 
 
 
 
 
 
 
 

Falkland Islands 
(off the Eastern coast of 

South America) 

 
 

• England 
• Northern Ireland 
• Scotland 
• Wales 
• The Isle of Man 
• The Channel Islands 
• Gibraltar 
• The Falkland Islands 

3 months or more Between 1980 and 1996 

Indefinite   

Possible risk 
of vCJD 

 
(There is no 

test for 
vCJD) 

Received a blood 
transfusion in Since 1980 

• France 

4 years or more  
and/or  

received a blood 
transfusion in 

Since 1980 

• Belgium 
• Netherlands 
• Germany 

6 months or more 
associated with a US 

military base 
Between 1980 and 1990 

• Spain 
• Portugal 
• Turkey 
• Italy 
• Greece 

6 months or more 
associated with a US 

military base 
Between 1980 and 1996 
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感染症定期報告に関する今後の対応について 

 

 

１ 基本的な方針 

 

 運営委員会に報告する資料においては、 

（１） 文献報告は、同一報告に由来するものの重複を廃した一覧表を作成すること。 

（２） ８月の運営委員会において、国内の輸血及び血漿分画製剤の使用した個別症例の

感染症発生報告は、定期的にまとめた「感染症報告事例のまとめ」を運営委員会に提

出する取り扱いとされた。これにより、感染症定期報告に添付される過去の感染症発

生症例報告よりも、直近の「感染症報告事例のまとめ」を主として利用することとするこ

と。 

 

２ 具体的な方法 

 

（１） 感染症定期報告の内容は、原則、すべて運営委員会委員に送付することとするが、

次の資料概要を作成し、委員の資料の確認を効率的かつ効果的に行うことができるよ

うにする。 

① 研究報告は、同一文献による重複を廃した別紙のような形式の一覧表を作成し、

当該一覧表に代表的なものの報告様式（別紙様式第２）及び該当文献を添付した

「資料概要Ａ」を事務局が作成し、送付する。 

② 感染症発生症例報告のうち、発現国が「外国」の血漿分画製剤の使用による症例

は、同一製品毎に報告期間を代表する感染症発生症例一覧（別紙様式第４）をま

とめた「資料概要Ｂ」を事務局が作成し、送付する。 

③ 感染症発生症例報告のうち、発現国が「国内」の輸血による症例及び血漿分画製

剤の使用による感染症症例については、「感染症報告事例のまとめ」を提出するこ

とから、当該症例にかかる「資料概要」は作成しないこととする。ただし、運営委員

会委員から特段の議論が必要との指摘がなされたものについては、別途事務局が

資料を作成する。 

（２） 発現国が「外国」の感染症発生症例報告については、国内で使用しているロットと関

係がないもの、使用時期が相当程度古いもの、因果関係についての詳細情報の入手

が困難であるものが多く、必ずしも緊急性が高くないと考えられるものも少なくない。ま

た、国内症例に比べて個別症例を分析・評価することが難しいものが多いため、緊急

性があると考えられるものを除き、その安全対策への利用については、引き続き、検討

を行う。 

（３） 資料概要Ａ及びＢについては、平成１６年９月の運営委員会から試験的に作成し、以

後「感染症的報告について（目次）」資料は廃止することとする。 

 

平成１６年度第５回 
運営委員会確認事項 

（平成１６年９月１７日）
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